30.11.2022 17.14

Line Listing Report

Time run: 30/11/2022 15:16:33

Run Line Listing Report

Primary Suspect/interacting |Concomitant/Not
EU Local (ES\;teway Primary (Siooﬂ:lctfy " Patient Zieg:oup Patient Paljent ?I;jf:t?:nu—s EJZIcome I-) ;ﬁglgﬁo(r? I‘PL'JI'QI-Char ﬁg;n (Iglrsj(ger?:?\aDrr-u o ICe
N . Report Type |Source Literature Reference Age Child | © . N N A
umber Receipt Qualification for Group (as per Sex Report Seriousness Action taken Indication PT - Action |For
Date Regulatory reporter) Criteria) [Duration - Dose -  |taken - [Duration -
Purposes Route]) Dose - Route])
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY Not reported J(63
10011431764 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Headache (3d - Not
Recovered/Not
Resolved - ),
Influenza (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain
(3d - Not
Recovered/Not
Resolved - ),
Malaise (2d - Not
Recovered/Not
Resolved - )
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Middle insomnia (3d |COMIRNATY Not reported ICS
10011432460 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-nja])
Sleep disorder (3d -
Not Recovered/Not
Resolved - )
EU-EC- 30/01/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICe
10011432564 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported ICS
10011433033 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness | COMIRNATY Not reported J(63
10011433306 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- Caused/Prolonged |- [n/a-n/a-
Hospitalisation) Intramuscular])
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthropathy (n/a - COMIRNATY Not reported ICS
10011433500 Healthcare |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/a])
Condition aggravated
(n/a - Not
Recovered/Not
Resolved - ),
Pre-existing disease
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Decreased appetite | COMIRNATY Not reported ICS
10011433842 Healthcare |Economic Years (4d - Unknown - ) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adult Male No Cardiovascular COMIRNATY Not reported J(63
10011433996 Healthcare |Economic Years disorder (4d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
=) - [n/a-n/a-n/a])
Fatigue (4d -
Recovering/Resolving
=)
Headache (4d -
Recovering/Resolving
Limb discomfort (4d
Recovering/Resolving
=)
Nausea (4d -
Recovering/Resolving
EU-EC- 30/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hypoaesthesia (n/a - | COMIRNATY Not reported ICS
10011434091 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), .3mL -
Intramuscular])
Paraesthesia (n/a -
Unknown - Other
Medically Important
Condition),
Paresis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Menstrual disorder | COMIRNATY Not reported Ice
10011435601 Healthcare |Economic Years (183d - Unknown - ) |[TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Diarrhoea (8d - COMIRNATY Not reported ICS
10011436115 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a-n/a])
Nausea (5d - Not
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Recovered/Not
Resolved - )
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Circulatory collapse | COMIRNATY Not reported ICcS
10011436210 Healthcare |Economic Years (0od - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- Other Medically - [n/a-n/a-n/a])
Important Condition)
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation COMIRNATY Not reported Ice
10011436282 Healthcare |Economic Years irregular (47d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- immunisation - Drug
withdrawn - [1d -
.3mL - n/a])
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (91d - | COMIRNATY Not reported Ice
10011436351 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported ICS
10011436363 Healthcare |Economic Years (1d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- - [n/a - n/a - nja])
Throat tightness (1d
Recovering/Resolving
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Feeling hot (2d - COMIRNATY Not reported ICS
10011436364 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Facial paralysis (n/a - |COMIRNATY Not reported ICS
10011436365 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a-n/a-n/a])
Hospitalisation)
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Anaemia (n/a - COMIRNATY Not reported ICS
10011436369 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area With Sequelae - - Immunisation - n/a
Caused/Prolonged |- [n/a - n/a - n/a])
Hospitalisation),
Arrhythmia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Cough (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Fatigue (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Headache (3d -
Unknown -
Caused/Prolonged
Hospitalisation),
Influenza (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Injection site pain
(5d - Unknown -
Caused/Prolonged
Hospitalisation),
Injection site
swelling (5d -
Unknown -
Caused/Prolonged
Hospitalisation),
Limb discomfort (2d
- Unknown -
Caused/Prolonged
Hospitalisation),
Tachycardia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY Not reported ICS
10011436370 Healthcare |Economic Years bleeding (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) - [n/a - n/a - n/al)
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Tendon discomfort | COMIRNATY Not reported ICS
10011436373 Healthcare |Economic Years |Specified (6d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/al)
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Cough (0d - COMIRNATY Not reported j(e3
10011436376 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Throat irritation (0d -
Recovered/Resolved
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICe
10011436435 Healthcare |Economic Years (102d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- -[n/a-n/a-
Intramuscular])
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Ear pain (3d - COMIRNATY Not reported (63
10011436437 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a - n/a-n/a])
Headache (3d -
Recovering/Resolving
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=)
Influenza (2d -
Recovered/Resolved
=)
Injection site pain
Recovering/Resolving
=
Vomiting (2d -
Recovered/Resolved
-)
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Genital herpes (5d - |COMIRNATY Not reported ICS
10011436440 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY Not reported ICS
10011436444 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Hypersensitivity (0d - |- [n/a - n/a - n/a])
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICS
10011436449 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Feeling hot (62d - COMIRNATY Not reported ICS
10011436452 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Sleep disorder (59d - | COMIRNATY Not reported ICS
10011436455 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/al)
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Mastitis (n/a - COMIRNATY Not reported ICS
10011436458 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - Immunisation - n/a
Important Condition) |- [n/a - n/a - n/a])
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Herpes zoster (n/a - |COMIRNATY Not reported Ice
10011436459 Healthcare |Economic Years Not Recovered/Not | [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Back pain (0d - COMIRNATY Not reported ICS
10011436462 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Feeling hot (0d - COMIRNATY Not reported ICS
10011436463 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Headache (0d -
Recovered/Resolved
=)
Nausea (0d -
Recovered/Resolved
Visual impairment
(0d -
Recovered/Resolved
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (3d - COMIRNATY Not reported ICe
10011436466 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/al)
Nausea (1d -
Recovered/Resolved
Pyrexia (2d -
Recovered/Resolved
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No General physical COMIRNATY Not reported ICS
10011436467 Healthcare  |Economic Years health deterioration |[TOZINAMERAN] (S
Professional |Area (n/a - Unknown - ) |- Immunisation - n/a
- [n/a - n/a - n/al)
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICcS
10011436474 Healthcare |Economic Years (169d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICS
10011436487 Healthcare |Economic Years (0d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chest pain (15d - COMIRNATY Not reported ICC
10011436507 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Fatigue (15d - Not
Recovered/Not
Resolved - )
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Epistaxis (4d - COMIRNATY Not reported j(e3
10011436510 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a-n/a-n/a])
Nasopharyngitis (4d
Recovered/Resolved
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Skin papilloma (111d |COMIRNATY Not reported ICe
10011436513 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dry mouth (2d - COMIRNATY Not reported J(63
10011436515 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/al)
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Tympanic membrane | COMIRNATY Not reported j(e3
10011436517 Healthcare |Economic Years perforation (0d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- - [n/a - n/a - n/al)
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EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Infectious COMIRNATY Not reported ICS
10011436538 Healthcare |Economic Years mononucleosis (98d | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
Recovering/Resolving |- [n/a - n/a - n/a])
=)
Malaise (50d -
Recovering/Resolving
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Seizure (0d - COMIRNATY Not reported ICcS
10011436540 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation) - [n/a - n/a - n/a])
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Intermenstrual COMIRNATY Not reported (63
10011436544 Healthcare |Economic Years bleeding (7d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 30/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Vomiting (n/a - [TOZINAMERAN] (S |Not reported ICS
10011436648 Professional |Economic Years |Specified |Specified Recovering/Resolving |- n/a - Unknown -
Area - [n/a - n/a - n/a])
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Menstrual disorder | COMIRNATY Not reported ICS
10011436652 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) - [n/a - n/a - n/a])
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (0d - COMIRNATY Not reported ICS
10011436724 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Paraesthesia (0d -
Recovered/Resolved
=)
Throat tightness (0d
Recovered/Resolved
EU-EC- 30/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (2d - COMIRNATY Not reported ICS
10011436726 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Epistaxis (2d - - [n/a-n/a-n/a])
Unknown - ),
Feeling hot (2d -
Unknown - ),
Headache (2d -
Unknown - ),
Injection site pain
(2d - Unknown - ),
Muscle spasms (2d -
Unknown - ),
Myalgia (2d -
Unknown - ),
Paraesthesia (2d -
Unknown - )
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Nasopharyngitis (1d |COMIRNATY Not reported ICS
10011436729 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
=) -[n/a-n/a-
Intramuscular])
Vaccination site pain
(1d - Unknown - )
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Influenza like illness |COMIRNATY Not reported Ice
10011436730 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- Other Medically - [n/a - n/a - n/a])
Important
Condition),
SARS-CoV-2 test
positive (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Vaccination failure
(n/a-
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza (5d - COMIRNATY Not reported j(e3
10011436741 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Nausea (4d -
Recovering/Resolving
=)
Nervousness (3d -
Recovering/Resolving
=)
Ocular hyperaemia
Recovering/Resolving
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Epilepsy (n/a - Not |COMIRNATY COVID- |Not reported ICS
10011437130 Healthcare |Economic Years |Specified Recovered/Not 19 MRNA VACCINE
Professional |Area Resolved - (NUCLEOSIDE
Caused/Prolonged MODIFIED)
Hospitalisation) [TOZINAMERAN] (S
-nfa-n/a-[n/a-
nfa-
Intramuscular])
EU-EC- 30/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual COMIRNATY COVID- |Not reported ICcS
10011437138 Healthcare |Economic Years |Specified bleeding (n/a - 19 MRNA VACCINE
Professional |Area Recovered/Resolved | (NUCLEOSIDE
- Other Medically MODIFIED)
Important Condition) |[TOZINAMERAN] (S
-n/a-n/a-[n/a-
n/a-
Intramuscular])
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EU-EC- 29/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported J(63
10011425697 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Diarrhoea (n/a - applicable - [n/a -
Recovered/Resolved |1{DF} -
=) Intramuscular])
Lymphadenopathy
(n/a-
Recovered/Resolved
EU-EC- 29/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Blood pressure COMIRNATY Not reported ICS
10011425779 Healthcare |Economic Years |Specified increased (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
-) immunisation - n/a -
[n/a-.3mL-
Intramuscular])
EU-EC- 29/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (1d - COMIRNATY Not reported ICS
10011426570 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - COVID-19
immunisation - Not
Fatigue (1d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Headache (1d -
Recovered/Resolved
=)
Malaise (1d -
Recovered/Resolved
=)
Nausea (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 29/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Injection site COMIRNATY Not reported Ice
10011426833 Healthcare |Economic Years |Specified swelling (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 29/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Injection site COMIRNATY Not reported ICS
10011426847 Healthcare |Economic Years |Specified swelling (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
=) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 29/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Dizziness (n/a - Not | COMIRNATY Not reported j(e3
10011426992 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])
Lethargy (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Peripheral swelling
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 29/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Swelling (n/a - Not |COMIRNATY Not reported ICS
10011427019 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/al)
EU-EC- 29/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Food allergy (0d - COMIRNATY NOT AVAILABLE (C - |ICS
10011427118 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S |n/a-n/a-[n/a-n/a
Area - Life Threatening), |- COVID-19 - n/al)
immunisation - Not
Hypersensitivity (0d - |applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
- Life Threatening)
EU-EC- 29/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Headache (1d - COMIRNATY Not reported ICS
10011427369 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Pain in extremity (2d
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 29/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Injection site pain COMIRNATY Not reported ICS
10011427438 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Malaise (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Nausea (n/a - Not
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Recovered/Not
Resolved - )
EU-EC- 29/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asymptomatic COMIRNATY Not reported ICcS
10011427908 Professional |European Years |Specified COVID-19 (n/a - [TOZINAMERAN] (S
Economic Unknown - - n/a - Not
Area Caused/Prolonged applicable - [1d -
Hospitalisation), n/a - Unknown])
Vaccination failure
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 29/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Diabetes mellitus TOZINAMERAN Not reported ICS
10011427917 Healthcare |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Professional |Economic Caused/Prolonged - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 29/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cardiomyopathy (n/a | COMIRNATY Not reported ICS
10011427937 Professional |European Years |Specified - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Caused/Prolonged [immunisation - Not
Hospitalisation, applicable - [1d -
Other Medically n/a-
Important Intramuscular])
Condition),
Chest pain (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Troponin increased
(n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 29/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported ICS
10011427978 Healthcare |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Rash (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 29/01/2022 |Spontaneous |Healthcare |Non Malamud, E.. Guillain-Barre Syndrome  |12-17 |Not Male No Guillain-Barre TOZINAMERAN Not reported ICS
10011428106 Professional |European |After COVID-19 Vaccination in an Years |Specified syndrome (n/a - [TOZINAMERAN] (S
Economic |Adolescent. Pediatric Neurology. Recovered/Resolved |- COVID-19
Area 2022;126:9-10. - Caused/Prolonged |immunisation - Not
doi:10.1016/j.pediatrneurol.2021.10.003 Hospitalisation, applicable - [1d -
Other Medically n/a - n/al)
Important Condition)
EU-EC- 29/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Asthenia (n/a - COMIRNATY Not reported j (63
10011428585 Professional |Economic Years |Specified |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [n/a -
.3mg - n/a])
EU-EC- 29/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10011428886 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - Not |COMIRNATY Not reported J(63
10011428954 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - -n/a-n/a-[n/a-
Caused/Prolonged n/a - n/al)
Hospitalisation),
Haemoglobin
decreased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Malaise (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Migraine (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Vitamin B12
increased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 29/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICS
10011429027 Professional | Economic Years | Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 6/60



30.11.2022 17.14

Run

Line Listing Report

Condition), applicable - [n/a -
.3mL - n/a])
Lethargy (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 29/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICS
10011429160 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10011429389 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10011429480 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10011429493 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported j(63
10011429635 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICS
10011429721 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICS
10011429744 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10011429752 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported J(63
10011429754 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICe
10011429820 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported Ice
10011429879 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), nfa-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 29/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICC
10011429960 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (21d - COMIRNATY Not reported ICS
10011410329 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
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Area =) - COVID-19
immunisation - n/a -
Skin mass (21d - [n/a-n/a-
Recovered/Resolved | Intramuscular])
=)
Vomiting (21d -
Recovered/Resolved
EU-EC- 28/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a | COMIRNATY Not reported ICcS
10011410342 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- immunisation -
Unknown - [n/a -
Headache (n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Nausea (n/a -
Recovered/Resolved
=)
Pain in extremity
(n/a-
Recovered/Resolved
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported J(63
10011410894 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Fatigue (n/a - -[n/a-n/a-
Unknown - ), Intramuscular])
Malaise (n/a -
Unknown - ),
Nasal congestion
(n/a - Not
Recovered/Not
Resolved - ),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - ),
Vaccination site pain
(n/a-
Recovering/Resolving
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (n/a - COMIRNATY Not reported J(63
10011411063 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Fatigue (1d - Not - [n/a - n/a-n/a])
Recovered/Not
Resolved - ),
Feeling hot (1d -
Recovered/Resolved
=)
Influenza (n/a -
Unknown - ),
Injection site pain
(1d - Not
Recovered/Not
Resolved - ),
Pyrexia (1d - Not
Recovered/Not
Resolved - ),
Vomiting (n/a -
Unknown - )
EU-EC- 28/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation COMIRNATY Not reported ICcS
10011412888 Healthcare |Economic Years |Specified irregular (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Hyperpyrexia (n/a - |COMIRNATY Not reported J(63
10011413474 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [n/a -
1{DF} -
Rash (n/a - Intramuscular])
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 28/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Epilepsy (n/a - COMIRNATY [TOPIRAMATE] (C - |ICS
10011413514 Professional |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S |Epilepsy - n/a - [n/a -
Area - Other Medically - COVID-19 150mg - Oral])
Important Condition) |immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Child Female |No Cough (n/a - Not COMIRNATY Not reported ICcS
10011413705 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), -nfa-nfa-[id-
n/a-
Dysphonia (n/a - Not | Intramuscular])
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - ),
Rhinorrhoea (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Menstrual disorder | COMIRNATY Not reported ICS
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10011413746 Professional |Economic Years |Specified (n/a- [TOZINAMERAN] (S
Area Recovering/Resolving |- Immunisation - n/a
=) -[n/a-n/a-
Intramuscular])
Menstruation
irregular (n/a -
Recovering/Resolving
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICS
10011413787 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) -[n/a-n/a-
Intramuscular])
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported J(63
10011414285 Professional |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Malaise (n/a - [n/a-.3mL-
Recovering/Resolving | Intramuscular])
=)
Vaccination site
oedema (n/a -
Recovering/Resolving
=)
Vaccination site pain
(n/a-
Recovering/Resolving
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - Not |COMIRNATY Not reported ICS
10011414307 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), -nfa-n/a-[61d -
n/a-
Pain in extremity Intramuscular])
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Rash papular (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Vaccination site COMIRNATY Not reported IcS
10011414314 Healthcare |Economic Years |Specified haemorrhage (n/a - |[TOZINAMERAN] (S
Professional |Area Unknown - ) - COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 28/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Pruritus (n/a - COMIRNATY Not reported ICcS
10011414315 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Rash (n/a - [n/a-n/a-
Recovered/Resolved |Intramuscular])
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Extrasystoles (n/a - |COMIRNATY Not reported ICS
10011414590 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) -n/a-n/a-[n/a-
n/a - n/a])
Heart rate increased
(n/a-
Recovering/Resolving
=N
Malaise (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
=)
Pain in extremity
(n/a-
Recovering/Resolving
=l
Pyrexia (n/a -
Recovering/Resolving
=)
Syncope (n/a -
Recovering/Resolving
EU-EC- 28/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Lymph node pain COMIRNATY Not reported ICS
10011414713 Healthcare |European Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Economic Recovered/Not - COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition) n/a - n/al)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No C-reactive protein COMIRNATY Not reported ICS
10011414733 Professional |European Years |Specified increased (n/a - [TOZINAMERAN] (S
Economic Unknown - ), - COVID-19
Area immunisation - Not
Chest discomfort (1d |applicable - [1d -
- nfa-
Recovered/Resolved |Intramuscular])
- Caused/Prolonged
Hospitalisation),
Chest pain (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Electrocardiogram ST
segment elevation
(n/a-
Recovered/Resolved
- Caused/Prolonged
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Hospitalisation,
Other Medically
Important
Condition),

H3N2 influenza (n/a
- Unknown -),

Myopericarditis (16h

Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pyrexia (n/a -
Unknown - ),

Troponin T increased
(n/a - Unknown - )

EU-EC-
10011414788

28/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011414790

28/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Menstruation
irregular (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-
10011414799

28/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Lymph node pain
(n/a-
Recovering/Resolving
=)

Swelling (n/a -
Recovering/Resolving

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

Not reported

Ice

EU-EC-
10011414954

28/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10011415010

28/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10011415077

28/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

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

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

Heavy menstrual
bleeding (21d -
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10011415124

28/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Dizziness (n/a -
Recovering/Resolving
- Other Medically
Important

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

Not reported
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Condition),

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

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

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

Influenza like illness
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

Interchange of
vaccine products
(n/a - Unknown -
Other Medically
Important
Condition),

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

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

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

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

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

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

Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Malaise (n/a - COMIRNATY Not reported ICcS
10011415126 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Nausea (n/a - immunisation - Not
Unknown - ), applicable - [1d -
n/a-
Presyncope (n/a - Intramuscular])
Unknown - ),
Syncope (20min -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 28/01/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Palpitations (n/a - COMIRNATY Not reported ICe
10011415178 Professional |European Years |Specified Not Recovered/Not | [TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 28/01/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported (e
10011415180 Professional |European Years | Specified Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged |- COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d -
Important n/a - n/al)
Condition),
Vaccination failure
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Chills (3d - COMIRNATY Not reported ICS
10011415226 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Menstruation delayed
(9d -
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),
Vomiting (1d -
Recovered/Resolved
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- Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICcS
10011415418 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d -
Important n/a - Unknown])
Condition),
Vaccination failure
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 28/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Headache (n/a - TOZINAMERAN Not reported ICS
10011415468 Healthcare |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional | Economic - COVID-19
Area Myocarditis (n/a - immunisation - Not
Recovering/Resolving |applicable - [1d -
- Life Threatening, n/a - n/al)
Caused/Prolonged
Hospitalisation)
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported J(63
10011415562 Healthcare |Economic Years |Specified Not Recovered/Not | [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Musculoskeletal COMIRNATY Not reported ICS
10011415618 Professional |European Years |Specified disorder (n/a - [TOZINAMERAN] (S
Economic Unknown - Life - COVID-19
Area Threatening), immunisation - Not
applicable - [1d -
Myocarditis (n/a - n/a-
Recovering/Resolving | Intramuscular])
- Life Threatening),
Poor peripheral
circulation (n/a -
Unknown - Life
Threatening)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hypotonic- COMIRNATY COVID- |Not reported ICS
10011415689 Professional |Economic Years |Specified hyporesponsive 19 MRNA VACCINE
Area episode (n/a - (NUCLEOSIDE
Recovered/Resolved |MODIFIED)
- Other Medically [TOZINAMERAN] (S
Important -n/a-n/a-[n/a-
Condition), .3mL -
Intramuscular])
Loss of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Somnolence (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Vaccination site pain
(n/a-
Recovered/Resolved
- Other Medically
Important
Condition),
Vaccination site
reaction (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (2d - COMIRNATY Not reported ICS
10011415853 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a)])
Headache (1d -
Recovered/Resolved
=)
Injection site pain
(5d - Not
Recovered/Not
Resolved - )
EU-EC- 28/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (0d - COMIRNATY Not reported ICS
10011415887 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a-n/a])
Dizziness (0d -
Unknown - ),
Feeling hot (1d -
Unknown - ),
Headache (1d -
Unknown - ),
Limb discomfort (1d
- Unknown -),
Lymphadenopathy
(0d - Unknown -),
Malaise (1d -
Unknown - ),
Myalgia (1d -
Unknown - ),
Nausea (1d -
Unknown - )
EU-EC- 28/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Hypotonic- COMIRNATY COVID- |Not reported j(e3
10011415936 Professional |Economic Years |Specified hyporesponsive 19 MRNA VACCINE
Area episode (n/a - (NUCLEOSIDE
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Unknown - Other
Medically Important
Condition),

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

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

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

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

EU-EC-
10011415961

28/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Chills (0d -
Recovered/Resolved

)

Dizziness (0d -
Unknown - ),

Feeling hot (1d -
Unknown - ),

Headache (1d -
Unknown - ),

Limb discomfort (1d
- Unknown -),

Lymphadenopathy
(0d - Unknown - ),

Malaise (1d -
Unknown - ),

Myalgia (1d -
Unknown - ),

Nausea (1d -
Unknown - )

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

Not reported

I

EU-EC-
10011416270

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

28/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

Abdominal pain (n/a

Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Epstein-Barr virus
infection (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

Haemangioma of
liver (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

Streptococcal

infection (n/a -

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

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

Not reported

Ic

13/60
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Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Swelling face (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (4d - COMIRNATY [MICONAZOLE ICS
10011416996 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S |NITRATE] (C-n/a -
Professional |Area =), - COVID-19 n/a-[n/fa-n/a-
immunisation - Not |n/a])
Headache (2d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
Injection site
haematoma (n/a -
Recovering/Resolving
=)
Malaise (3d -
Recovered/Resolved
=)
Menstruation delayed
(n/a - Not
Recovered/Not
Resolved - ),
Myalgia (2d -
Recovered/Resolved
Nausea (1d -
Recovered/Resolved
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Facial paresis (n/a - |COMIRNATY Not reported J(63
10011417022 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition) .3mL -
Intramuscular])
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported IcS
10011417158 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), nfa-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10011417172 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICS
10011417207 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICS
10011417218 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Menstruation delayed | 1{DF} - n/a])
(6wk -
Recovered/Resolved
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported ICS
10011417705 Healthcare |Economic Years |Specified lower (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- n/a-n/a-[n/a-
=) n/a - n/al)
Fatigue (n/a -
Recovered/Resolved
=)
Myalgia (n/a -
Recovered/Resolved
=)
Pain in extremity
(n/a-
Recovered/Resolved
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICcS
10011417813 Professional |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Troponin increased | applicable - [n/a -
(n/a- n/a-
Recovering/Resolving | Intramuscular])
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICS
10011417909 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICe
10011417989 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
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(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICcS
10011418373 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported Ice
10011418414 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported J(63
10011419088 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (2d - COMIRNATY Not reported ICS
10011419391 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Epistaxis (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Injection site pain
(1wk -
Recovered/Resolved
=)
Malaise (3d -
Recovered/Resolved
=)
Myalgia (1wk -
Recovered/Resolved
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICe
10011419496 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10011419499 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICcS
10011419937 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (n/a - Not |COMIRNATY Not reported ICS
10011420153 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/al)
Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Nervousness (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pain (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Tremor (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICe
10011420292 Professional |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S
Area Recovered/Not - Immunisation - n/a
Resolved - ), - [n/a-n/a-n/a])
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICS
10011420391 Professional |Economic Years |Specified bleeding (9d - [TOZINAMERAN] (S
Area - COVID-19
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Recovered/Resolved |immunisation - Not
- applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Body temperature COMIRNATY Not reported ICS
10011420452 Healthcare |Economic Years |Specified increased (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - ), - COVID-19
immunisation - Not
Decreased appetite |applicable - [n/a -
(n/a - Unknown - ), |n/a-n/a])
Diarrhoea (n/a -
Unknown - ),
Fatigue (n/a -
Recovered/Resolved
=)
Headache (n/a -
Recovered/Resolved
=)
Hot flush (n/a -
Unknown - ),
Hypersomnia (n/a -
Not Recovered/Not
Resolved - ),
Hypoaesthesia (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Pain in extremity
(n/a - Unknown - ),
Vaccination site pain
(n/a-
Recovered/Resolved
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10011420565 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Adverse event COMIRNATY Not reported ICS
10011420973 Professional |European Years |Specified following [TOZINAMERAN] (S
Economic immunisation (n/a - |- COVID-19
Area Fatal - Results in immunisation - Not
Death), applicable - [n/a -
n/a - n/a])
Head banging (n/a -
Fatal - Results in
Death)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - Not | COMIRNATY Not reported ICS
10011420988 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Myocarditis (n/a - applicable - [1d -
Not Recovered/Not |n/a - n/a])
Resolved - Other
Medically Important
Condition),
Troponin increased
(n/a - Not
Recovered/Not
Resolved -)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asymptomatic COMIRNATY Not reported ICS
10011420992 Professional |European Years |Specified COVID-19 (n/a - [TOZINAMERAN] (S
Economic Unknown - Other - COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not |COMIRNATY Not reported ICS
10011421159 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Other - COVID-19
Medically Important |immunisation - Drug
Condition) withdrawn - [n/a -
1{DF} -
Intramuscular])
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported ICS
10011421318 Healthcare |Economic Years (4d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
=) immunisation - Not
applicable - [1d -
Vomiting (4d - 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Swelling (3d - COMIRNATY Not reported ICS
10011421356 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Drug
withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Adnexa uteri pain COMIRNATY Not reported ICcS
10011421480 Healthcare |Economic Years (3d- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 28/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menometrorrhagia COMIRNATY Not reported IcS
10011421528 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [n/a -
White blood cell
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count decreased (n/a [1{DF} -
- Intramuscular])

Recovered/Resolved
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICS
10011421539 Healthcare |Economic Years Not Recovered/Not | [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pyrexia (n/a - COMIRNATY Not reported ICS
10011421736 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition) 3mL -
Intramuscular])
EU-EC- 28/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Malaise (n/a - COMIRNATY Not reported ICS
10011421846 Healthcare |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Nausea (n/a -
Unknown - Other
Medically Important
Condition),
Pain in extremity
(n/a - Unknown - ),
Vomiting (0d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 28/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Urticaria (n/a - COMIRNATY Not reported ICS
10011422004 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - Not COMIRNATY [IBUPROFEN] (C - n/a |ICS
10011422005 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S |-n/a-[n/a-n/a-
Professional |Area Resolved - ), - COVID-19 n/al),

immunisation - Not
Dysphagia (n/a - Not |applicable - [n/a - [PARACETAMOL] (C -
Recovered/Not n/a- n/a-n/a-[n/a-n/a
Resolved - ), Intramuscular]) - n/a])

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

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

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

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

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

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

EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dyspnoea (5d - COMIRNATY [METFORMIN, ICS
10011422096 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S |METFORMIN
Professional |Area =) - COVID-19 HYDROCHLORIDE] (C
immunisation - Not |- n/a - Unknown -
Headache (5d - applicable - [n/a - [n/a - n/a - n/al)
Recovered/Resolved |n/a - n/al)

)

Myalgia (5d -
Recovered/Resolved

)
Pain in extremity (5d

Recovered/Resolved
-)

EU-EC- 28/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Blindness (n/a - COMIRNATY Not reported ICS
10011422210 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Loss of 1{DF} -
consciousness (n/a - |Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

Tachycardia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported Ice
10011422451 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
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Pyrexia (n/a -
Recovered/Resolved

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

EU-EC-
10011422832

28/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

Not reported

EU-EC-
10011423058

28/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Vertigo (n/a -
Recovered/Resolved

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

Not reported

Ics

EU-EC-
10011423081

28/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (2d -
Recovering/Resolving

=)

Headache (2d -
Recovering/Resolving

)

Myalgia (2d -
Unknown - ),

Pyrexia (1d -
Recovered/Resolved

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

Not reported

EU-EC-
10011423384

28/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10011423472

28/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

I

EU-EC-
10011423538

28/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Pain in extremity
(nfa-
Recovering/Resolving
- Other Medically
Important Condition)

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

Not reported

EU-EC-
10011424111

28/01/2022

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
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EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10011424114 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Fall (n/a - COMIRNATY Not reported ICcS
10011424375 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic =) - COVID-19
Area immunisation - Not
Loss of applicable - [n/a -
consciousness (n/a - |n/a - n/a])
Recovered/Resolved
- Other Medically
Important
Condition),
Seizure (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Urticaria (1d -
Recovered/Resolved
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Skin discolouration | COMIRNATY Not reported ICcS
10011424617 Professional |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - Immunisation - n/a
Resolved -) -[n/a-n/a-
Intramuscular])
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Chills (n/a - COMIRNATY Not reported ICS
10011424652 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Dizziness (n/a - immunisation - Not
Unknown - ), applicable - [1d -
1{DF} - n/a])
Headache (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Presyncope (n/a -
Unknown - )
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - COMIRNATY Not reported ICS
10011424661 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 28/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICS
10011424672 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Myalgia (n/a - Not applicable - [1d -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Chills (n/a - COMIRNATY Not reported J(63
10011424689 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Malaise (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
1{DF} - Unknown])
Pyrexia (n/a -
Unknown - )
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - Not COMIRNATY Not reported ICS
10011424704 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - Not |COMIRNATY Not reported ICS
10011424711 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Pyrexia (n/a - Not applicable - [1d -
Recovered/Not 1{DF} - n/a])
Resolved -)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - Not COMIRNATY Not reported ICS
10011424717 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Chills (n/a - Not COMIRNATY Not reported J(63
10011424732 Professional | Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Diarrhoea (n/a - Not |applicable - [1d -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Respiratory distress | COMIRNATY Not reported ICS
10011424751 Professional |Economic Years (1d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- Other Medically immunisation - Not
Important Condition) |applicable - [1d -
1{DF} - n/a])
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria (n/a - Not | COMIRNATY Not reported Ice
10011424759 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COvVID-19
immunisation - Not
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applicable - [n/a -
1{DF} - n/a])
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Dyspnoea (n/a - COMIRNATY Not reported ICcS
10011424764 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Malaise (n/a - immunisation - Not
Unknown -) applicable - [1d -
1{DF} - Unknown])
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (3d - COMIRNATY Not reported J(63
10011424833 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Lymphadenopathy  |applicable - [1d -
(3d- 1{DF} - n/a])
Recovered/Resolved
=)
Myalgia (3d -
Recovered/Resolved
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site pain | COMIRNATY Not reported ICS
10011424837 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Headache (7d - COMIRNATY Not reported Ice
10011424841 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Pyrexia (7d - applicable - [1d -
Recovered/Resolved |1{DF} - n/a - More
-) in ICSR])
EU-EC- 28/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICS
10011425043 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Vaccination failure .3mL -
(n/a - Unknown - Intramuscular])
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Urticaria (n/a - COMIRNATY Not reported ICcS
10011425260 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - 1{DF} -
n/al),
COMIRNATY
[TOZINAMERAN] (S
- Immunisation - n/a
- [n/a - 2{DF} -
n/a])
EU-EC- 28/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Herpes zoster (n/a - |COMIRNATY Not reported ICcS
10011425266 Healthcare |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 28/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Flushing (n/a - Not | COMIRNATY COMIRNATY J(63
10011425302 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S |[TOZINAMERAN] (C -
Professional |Area Resolved - ), - Immunisation - n/a | Immunisation - n/a -
- [n/a- 1{DF} - [n/a - 2{DF} - n/al)
Pruritus (n/a - Not  |n/a])
Recovered/Not
Resolved - )
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICcS
10011425340 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10011425442 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICe
10011425469 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 28/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported j (63
10011425538 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Drug ineffective (n/a |n/a - n/al)
- Unknown - Other
Medically Important
Condition)
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Feeling hot (n/a - COMIRNATY Not reported ICS
10011398544 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Heavy menstrual - [n/a-n/a-n/al])
bleeding (n/a -
Unknown - )
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arrhythmia (2d - COMIRNATY Not reported J(63
10011398606 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (2d - COMIRNATY Not reported Ice
10011398615 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a-n/a-n/a])
Dizziness (3d -
Recovering/Resolving
=)
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Fatigue (2d -
Recovered/Resolved
=)
Headache (2d -
Recovering/Resolving
Influenza (2d -
Recovering/Resolving
=)
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (3d -
Recovering/Resolving
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza (2d - COMIRNATY Not reported ICS
10011398631 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/al)
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported ICS
10011398640 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/al)
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Limb discomfort (0d |COMIRNATY Not reported ICS
10011398685 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/al)
Rash (5d - Not
Recovered/Not
Resolved - )
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (2d - COMIRNATY Not reported ICS
10011398699 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Headache (2d -
Recovered/Resolved
=)
Influenza (2d -
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
)
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Chills (0d - COMIRNATY Not reported ICcS
10011398718 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Pyrexia (1d -
Recovered/Resolved
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (0d - COMIRNATY Not reported ICS
10011398727 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Feeling hot (1d -
Recovered/Resolved
=)
Headache (0d -
Recovered/Resolved
-)
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Lymphadenopathy COMIRNATY Not reported ICcS
10011398732 Healthcare |Economic Years (2d - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) - [n/a - n/a - n/a])
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Lymphadenopathy | COMIRNATY Not reported j(e3
10011398739 Healthcare |Economic Years (28d - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) - [n/a - n/a - n/a])
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Infectious COMIRNATY Not reported ICcS
10011398882 Healthcare |Economic Years |Specified mononucleosis (n/a - |[TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not | COMIRNATY Not reported ICe
10011399020 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a -
Pyrexia (n/a - Not [n/a-.3mL-
Recovered/Not Intramuscular])
Resolved - ),
Vasodilatation (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymph node pain COMIRNATY Not reported ICS
10011399513 Healthcare |Economic Years |Specified (nfa- [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
- immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 27/01/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Not Female |No Fatigue (3d - COMIRNATY Not reported IC<
10011399562 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
=)
Pyrexia (3d -
Recovered/Resolved
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Monoparesis (n/a - | COMIRNATY Not reported ICS
10011399597 Professional |Economic Years |Specified Unknown - [TOZINAMERAN] (S
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Area Caused/Prolonged - COVID-19
Hospitalisation) immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Axillary pain (1d - COMIRNATY Not reported ICS
10011399598 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Lymphadenopathy [n/a - 30ug -
(1d - Intramuscular])
Recovered/Resolved
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Erythema (n/a - COMIRNATY Not reported ICS
10011399600 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Feeling cold (n/a - [n/a - 30ug -
Recovered/Resolved |Intramuscular])
=)
Feeling hot (n/a -
Recovered/Resolved
=)
Hypersensitivity (n/a
Recovered/Resolved
=)
Tremor (n/a -
Recovered/Resolved
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (2d - COMIRNATY Not reported ICS
10011399609 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Pain in extremity (2d |[n/a - 30ug -
- Intramuscular])
Recovered/Resolved
EU-EC- 27/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported Ice
10011399884 Healthcare |European Years |Specified - Unknown - [TOZINAMERAN] (S
Professional |Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Heart rate abnormal |n/a - n/al)
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Vomiting (n/a - Not | COMIRNATY Not reported ICcS
10011399894 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- 27/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Inappropriate COMIRNATY Not reported ICS
10011399896 Healthcare |European Years |Specified schedule of product |[TOZINAMERAN] (S
Professional | Economic administration (n/a - |- COVID-19
Area Unknown - ), immunisation - Not
applicable - [1d -
Lymph node pain n/a - n/al)
(n/a - Unknown -
Other Medically
Important
Condition),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 27/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Not No Seizure (n/a - COMIRNATY Not reported ICS
10011400254 Professional |European Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 27/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Chills (n/a - Not COMIRNATY Not reported IcS
10011400259 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional | Economic Resolved - Other - COvVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Fatigue (n/a -
Unknown - Other
Medically Important
Condition),
Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Lymphadenopathy
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),
Pain in extremity
(n/a - Unknown -
Other Medically
Important
Condition),
Peripheral swelling
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(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

EU-EC-
10011400273

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

LACOSAMIDE
[LACOSAMIDE] (C -
Petit mal epilepsy -
n/a-[nfa-n/a-
n/al),

PERAMPANEL
[PERAMPANEL] (C -
n/fa-n/a-[n/a-n/a

- n/a])

EU-EC-
10011400282

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Abdominal pain
upper (2d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

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

Not reported

Ics

EU-EC-
10011400856

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10011400863

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

I

EU-EC-
10011400865

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

Ics

EU-EC-
10011400872

27/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a

Recovering/Resolving

COMIRNATY
[TOZINAMERAN] (S
- COVID-19

Not reported

Ics
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- Other Medically
Important
Condition),

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

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

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

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

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

EU-EC-
10011400874

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10011400883

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

(63

EU-EC-
10011400934

27/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Lymph node pain
(n/a-
Recovering/Resolving
=)
Lymphadenopathy
(n/a-
Recovering/Resolving

)
Middle insomnia (n/a

Recovering/Resolving

I

Myalgia (n/a -
Recovering/Resolving
=)

Nausea (n/a -
Recovering/Resolving

=)

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

Vomiting (n/a -
Recovering/Resolving

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

Not reported

Ics

EU-EC-
10011400955

27/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Menstruation
irregular (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10011400985

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Dysmenorrhoea (n/a
Recovered/Resolved
With Sequelae -
Other Medically
Important
Condition),

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

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

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

Not reported

Ics

EU-EC-
10011400991

27/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

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

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

Not reported

Ic
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Condition), applicable - [n/a -
n/a - n/a])
Urticaria (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Diarrhoea (n/a - COMIRNATY Not reported ICS
10011400992 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Dysmenorrhoea (n/a |n/a - n/a])
- Unknown - Other
Medically Important
Condition),
Heavy menstrual
bleeding (n/a -
Unknown - Other
Medically Important
Condition),
Menstrual disorder
(n/a-
Recovered/Resolved
With Sequelae -
Other Medically
Important Condition)
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myalgia (3d - COMIRNATY Not reported J(63
10011401652 Healthcare |Economic Years Recovered/Resolved |CONCENTRATE FOR
Professional |Area =) DISPERSION FOR
INJECTION COVID-
Pyrexia (3d - 19 MRNA VACCINE
Recovered/Resolved | (NUCLEOSIDE
-) MODIFIED)
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Educational problem |COMIRNATY Not reported ICS
10011401728 Healthcare |Economic Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Fatigue (n/a - -[n/a-n/a-
Unknown - ), Intramuscular])
Loss of personal
independence in
daily activities (n/a -
Unknown - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Seizure (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Weight decreased
(n/a - Unknown - )
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICcS
10011401748 Professional |Economic Years |Specified Not Recovered/Not | [TOZINAMERAN] (S
Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a - 3{DF} -
Hospitalisation) n/a])
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICS
10011401770 Professional |Economic Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - - Immunisation - n/a
Caused/Prolonged |- [n/a - 3{DF} -
Hospitalisation) n/a])
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Breast pain (n/a - COMIRNATY Not reported ICS
10011401830 Healthcare |Economic Years Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-nf/a-[n/a-
n/a - n/a)
Chills (n/a - Not
Recovered/Not
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Not No COVID-19 (n/a - TOZINAMERAN Not reported ICS
10011402099 Healthcare |European Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Drug ineffective (n/a |n/a - n/al)
- Unknown - Other
Medically Important
Condition),
Productive cough
(n/a - Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 27/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported (o3
10011402130 Healthcare |European Years | Specified Unknown - [TOZINAMERAN] (S
Professional | Economic Caused/Prolonged |- COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [n/a -
Important Condition) |n/a - n/a])
EU-EC- 27/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Asymptomatic COMIRNATY Not reported ICS
10011402131 Professional |European Years |Specified COVID-19 (n/a - [TOZINAMERAN] (S
Economic Unknown - Other - COVID-19
Area Medically Important |immunisation - Not
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Condition),

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

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

EU-EC-
10011402132

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
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 - n/al)

Not reported

I

EU-EC-
10011402148

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

Walking disability
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

I

EU-EC-
10011402232

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

EU-EC-
10011402250

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Heart rate decreased
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

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

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

Not reported

Ics

EU-EC-
10011402356

27/01/2022

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

Spontaneous

Non
Healthcare

European
Economic

Not available

12-17
Years

Not
Specified

Female

Fatigue (n/a - Not
Recovered/Not

COMIRNATY
[TOZINAMERAN] (S

Not reported

Ics
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Professional |Area Resolved - ), - COVID-19
immunisation - Not
Heavy menstrual applicable - [n/a -
bleeding (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (2d - COMIRNATY Not reported ICe
10011402393 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Chills (2d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Fatigue (n/a -
Recovering/Resolving
=)
Headache (4d -
Recovered/Resolved
=)
Injection site
erythema (6d -
Recovered/Resolved
=)
Injection site
inflammation (6d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
=)
Injection site
swelling (6d -
Recovered/Resolved
=)
Injection site warmth
Recovered/Resolved
=)
Malaise (7d -
Recovered/Resolved
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (14d -
Recovered/Resolved
=)
Nausea (1d -
Recovered/Resolved
=)
Pyrexia (3d -
Recovered/Resolved
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICS
10011402702 Professional |Economic Years |Specified Not Recovered/Not | [TOZINAMERAN] (S
Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a - 3{DF} -
Hospitalisation) n/a])
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICS
10011402825 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Condition aggravated | COMIRNATY Not reported IcS
10011402835 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - immunisation - Not
Caused/Prolonged  |applicable - [n/a -
Hospitalisation), 1{DF} - n/a])
Systemic lupus
erythematosus (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Cyst (n/a - Unknown |COMIRNATY Not reported ICS
10011403116 Healthcare |Economic Years |Specified =) [TOZINAMERAN] (S
Professional |Area - COVID-19
Menstrual disorder  |immunisation - Not
(n/a - Unknown - ) |applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICS
10011403415 Healthcare |Economic Years Unknown - [TOZINAMERAN] (S
Professional |Area Caused/Prolonged - Immunisation - n/a
Hospitalisation), - [n/a - 2{DF} -
n/a])
Sinus tachycardia
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza (3d - COMIRNATY Not reported ICcS
10011403463 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Blindness (n/a - COMIRNATY Not reported ICS
10011403954 Professional |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area - Caused/Prolonged |- n/a-n/a-[n/a-
Hospitalisation), n/a - n/al)
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Pityriasis rosea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Syncope (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/fa |COMIRNATY Not reported ICe
10011404042 Healthcare |Economic Years | Specified - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Heavy menstrual applicable - [n/a -
bleeding (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICS
10011404065 Healthcare |Economic Years |Specified Not Recovered/Not | [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Langerhans' cell COMIRNATY Not reported ICcS
10011404114 Healthcare |Economic Years |Specified histiocytosis (n/a - [TOZINAMERAN] (S
Professional |Area Not Recovered/Not |-n/a-n/a-[n/a-
Resolved - n/a - n/a])
Caused/Prolonged
Hospitalisation),
Pain (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Swelling (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dizziness (3d - COMIRNATY Not reported j(e3
10011404443 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a-n/a])
Lymphadenopathy
(15d - Not
Recovered/Not
Resolved - ),
Nausea (2d -
Recovering/Resolving
=)
Vomiting (0d -
Recovering/Resolving
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported j (63
10011404522 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation) - [n/a - 2{DF} -
n/a])
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (3d - Not COMIRNATY Not reported IC<
10011404531 Healthcare  |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/a])
Fatigue (3d - Not
Recovered/Not
Resolved - ),
Influenza (3d - Not
Recovered/Not
Resolved - ),
Injection site pain
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Lymph node pain COMIRNATY COVID- |Not reported ICS
10011405306 Professional |Economic Years |Specified (n/a - Unknown - ), |19 MRNA VACCINE
Area (NUCLEOSIDE
Lymphadenopathy | MODIFIED)
(n/a - Unknown - ) |CONCENTRATE FOR
DISPERSION FOR
INJECTION
[TOZINAMERAN] (S
-n/a-n/a-[n/a-
n/a-
Intramuscular])
EU-EC- 27/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Partial seizures (n/a - | TOZINAMERAN [ACETYLSALICYLIC  |ICS
10011405537 Professional |European Years | Specified Recovered/Resolved |[TOZINAMERAN] (S |ACID] (C-n/a-n/a-
Economic - Other Medically - COVID-19 [n/a - n/a - n/al)
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 27/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Abdominal TOZINAMERAN Not reported ICS
10011405551 Healthcare |European Years |Specified discomfort (n/a - [TOZINAMERAN] (S
Professional |Economic Unknown - ), - COVID-19
Area immunisation - Not
Dyspnoea (n/a - applicable - [n/a -
Unknown - ), n/a - n/al)
Seizure (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 27/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported IC<
10011405565 Healthcare |European Years | Specified Unknown - Other [TOZINAMERAN] (S
Professional Medically Important |- COVID-19
https://dap.ema.europa.eu/analytics/saw.dlI?Go 28/60
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Condition),

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

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

EU-EC-
10011405642

27/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

Generalised tonic-
clonic seizure (20s -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

I

EU-EC-
10011406322

27/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Intermenstrual
bleeding (3wk -
Recovered/Resolved

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

Not reported

EU-EC-
10011406446

27/01/2022

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),

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

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

Not reported

EU-EC-
10011406449

27/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Dyspnoea exertional
(nfa-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

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

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

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

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

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

Not reported

EU-EC-
10011406452

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Not reported

Ics

EU-EC-
10011406455

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011406468

27/01/2022

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 -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important

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

Not reported
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Condition),

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

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

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

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

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

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

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

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

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

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

EU-EC-
10011406472

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

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Injected limb
mobility decreased
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

Not reported

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

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

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

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

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

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

EU-EC-
10011406480

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic

Area

Not available

12-17
Years

Not
Specified

Male

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

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

Lymph node pain (4d

Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

[CETIRIZINE,
CETIRIZINE
DIHYDROCHLORIDE]
(C - Hypersensitivity -
n/fa-[nfa-n/a-

n/al)

I

EU-EC-
10011406499

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Not reported

Ics

EU-EC-
10011406513

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Inflammation (6d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

EU-EC-
10011406724

27/01/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Recovering/Resolving
- Other Medically
Important

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

Not reported
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Condition), n/a-
Intramuscular])
Chills (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Dizziness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Nausea (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Seizure (n/a - COMIRNATY Not reported j(e3
10011406928 Professional |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), .3mL -
Intramuscular])
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 27/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Immunisation COMIRNATY [ZINC, ZINC ICS
10011407033 Professional | Economic Years reaction (n/a - [TOZINAMERAN] (S |GLUCONATE] (C - n/a
Area Recovered/Resolved |- COVID-19 -n/a-[n/a-n/a-
=) immunisation - Not |n/a])
applicable - [1d -
Myocarditis (n/a - 1{DF} -
Recovered/Resolved | Intramuscular])
- Caused/Prolonged
Hospitalisation)
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Type 1 diabetes COMIRNATY Not reported ICS
10011407066 Professional |Economic Years mellitus (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - immunisation - Not
Caused/Prolonged applicable - [1d -
Hospitalisation) 1{DF} -
Intramuscular])
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICS
10011407241 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Influenza like illness  |immunisation - Not
(n/a- applicable - [n/a -
Recovering/Resolving | 1{DF} -
- Other Medically Intramuscular])
Important
Condition),
Tachycardia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Discomfort (4h - COMIRNATY Not reported ICe
10011407353 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Dyspnoea (4h - [1d - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Palpitations (4h -
Recovered/Resolved
-)
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Urticaria (n/a - COMIRNATY Not reported ICS
10011407357 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (76d - | COMIRNATY Not reported ICS
10011407399 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Erythema nodosum | COMIRNATY Not reported ICcS
10011407450 Professional |Economic Years (n/a- [TOZINAMERAN] (S
Area Recovering/Resolving |- COVID-19
- immunisation - n/a -
[id -.3mL -
Intramuscular])
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICS
10011407470 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
-) immunisation - Not
applicable - [1d -
Pelvic pain (n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Epilepsy (1d - COMIRNATY Not reported ICS
10011407589 Healthcare  |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICS
10011407838 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area -nf/a-n/a-[n/a-
https://dap.ema.europa.eu/analytics/saw.dlI?Go 32/60
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Malaise (n/a -
Unknown - ),

Night sweats (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - )

n/a-
Intramuscular])

EU-EC-
10011407968

27/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Hypotonic-
hyporesponsive
episode (n/a -
Unknown - ),

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

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10011407996

27/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Nasal congestion
(n/a - Not
Recovered/Not
Resolved - ),

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

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

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

Not reported

Ics

EU-EC-
10011408135

27/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dizziness (n/a -
Unknown - ),

Hypotension (n/a -
Unknown - ),

Hypotonic-
hyporesponsive
episode (n/a -
Unknown - ),

Pallor (n/a -
Unknown - ),

Presyncope (n/a -
Unknown - )

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

Not reported

EU-EC-
10011408337

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10011408386

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

Not reported

Ice

EU-EC-
10011408391

27/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Pericarditis (n/a -

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

Not reported

33/60
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Unknown - Other
Medically Important
Condition)
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Fazzini, L.. Acute peri-myocarditis 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported ICS
10011408396 Professional |Economic |following COVID-19 Pfizer-Biontech Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area vaccine second dose delivery in a male - Caused/Prolonged |- COVID-19
teenager: The good prognosis and Hospitalisation, immunisation - Not
unusual ECG. European Heart Journal. Other Medically applicable - [n/a -
2021;23(SUPPL G):G89. Important Condition) |n/a - n/a])
doi:10.1093/eurheartj/suab135.017
EU-EC- 27/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Inappropriate COMIRNATY [INFLUENZA VIRUS] |ICS
10011408422 Healthcare |European Years |Specified schedule of product |[TOZINAMERAN] (S |(C-n/a-n/a-[1d-
Professional | Economic administration (n/a - |- COVID-19 n/a - n/al])
Area Unknown - ), immunisation - Not
applicable - [1d -
Lymphangitis (5d - |n/a - n/a])
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Dimitriadis, G.. Identification of acute 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICS
10011408814 Professional |Economic |myocarditis following vaccination with  |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area messenger ribonucleic acid vaccine - Caused/Prolonged |- COVID-19
against Coronavirus Disease-19 infection Hospitalisation, immunisation - Not
with the use of advanced cardiac Other Medically applicable - [n/a -
imaging techniques. 42nd PANHELLENIC Important Condition) |n/a - n/al)
CONGRESS OF CARDIOLOGY, Book of
proceedings. 2021
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (1d - | COMIRNATY Not reported ICS
10011408852 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
-[n/a-n/a-
Nausea (1d - Intramuscular])
Recovering/Resolving
=)
Vomiting (1d -
Recovering/Resolving
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Loss of COMIRNATY Not reported ICS
10011408979 Professional |Economic Years |Specified consciousness (n/a - |[TOZINAMERAN] (S
Area Unknown - -nfa-nf/a-[n/a-
Caused/Prolonged .3mL -
Hospitalisation), Intramuscular])
Syncope (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Pulmonary embolism |COMIRNATY [ETHINYLESTRADIOL, | ICS
10011409211 Professional |Economic Years |Specified (109d - [TOZINAMERAN] (S |LEVONORGESTREL]
Area Recovered/Resolved |- COVID-19 (C-n/a-nfa-[n/a-
- Caused/Prolonged |immunisation - Not |n/a - n/al)
Hospitalisation) applicable - [n/a -
1{DF} - n/a])
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported ICcS
10011409298 Professional |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Asthenia (n/a - applicable - [n/a -
Recovering/Resolving |n/a - n/a])
Dizziness (n/a -
Recovering/Resolving
Immunisation (n/a -
Unknown - ),
Nausea (n/a -
Recovering/Resolving
=)
Vomiting (n/a -
Recovering/Resolving
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported j(e3
10011409322 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - COvVID-19
Important immunisation - Not
Condition), applicable - [1d -
n/a-
Headache (n/a - Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
Vaccination failure
(n/a-
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10011409349 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Appendicitis (n/a - COMIRNATY Not reported ICS
10011409374 Healthcare |Economic Years |Specified Unknown - [TOZINAMERAN] (S
Professional |Area Caused/Prolonged - COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No COVID-19 (0d - COMIRNATY Not reported ICS
10011409396 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [1d -
n/a-
Influenza like illness | Intramuscular])
(0d -
Recovered/Resolved
=)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 34/60
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Oropharyngeal pain
( -

Recovered/Resolved

)

Rhinorrhoea (0d -
Recovered/Resolved
=)

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

EU-EC-
10011409409

27/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Dizziness (n/a -
Unknown - ),

Hypotension (n/a -
Unknown - ),

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

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

Not reported

ICe

EU-EC-
10011409424

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

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

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

Productive cough
(n/a - Unknown - ),

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10011409434

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Bedridden (n/a -
Recovered/Resolved

)

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

Chest pain (n/a -
Unknown - ),

Chills (n/a -
Unknown - ),

Chromaturia (n/a -
Unknown - ),

Confusional state
(n/a - Not
Recovered/Not
Resolved - ),

Cough (n/a -
Unknown - ),

Decreased appetite
(n/a - Unknown - ),

Dizziness (n/a -
Unknown - ),

Feeling abnormal
(n/a - Not
Recovered/Not
Resolved - ),

Headache (n/a -
Unknown - ),

Iliness (n/a -
Unknown - ),

Influenza like illness
(n/a - Unknown - ),

Lethargy (n/a -
Unknown - ),

Malaise (n/a -
Unknown - ),

Muscular weakness
(n/a - Unknown - ),

Night sweats (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - ),

SARS-CoV-2 test
positive (n/a -
Unknown - ),

Weight decreased
(n/a - Unknown - )

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

Not reported

EU-EC-
10011409435

27/01/2022

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

COVID-19 (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

Pyrexia (n/a - Not

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

[CETIRIZINE,
CETIRIZINE
DIHYDROCHLORIDE]
(C-n/a-n/a-[n/a-
n/a - n/al)

IC<
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Recovered/Not
Resolved - ),

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

EU-EC-
10011409559

27/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

Not reported

EU-EC-
10011409599

27/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Amenorrhoea (3mo -
Recovered/Resolved
- Other Medically
Important
Condition),

Dysmenorrhoea (n/a

Recovered/Resolved

=)

Menstrual disorder
(3mo - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

Ics

EU-EC-
10011409790

27/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

Angioedema (3d -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011409923

27/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Rash (40d -
Unknown - ),

Urticaria (40d -
Unknown - )

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

Not reported

EU-EC-
10011410046

27/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Feeling hot (0d -
Recovered/Resolved
With Sequelae - ),

Headache (0d - Not
Recovered/Not
Resolved - ),

Injection site pain
(1d -
Recovering/Resolving

)

Malaise (0d -
Recovering/Resolving

4

Pyrexia (0d - Not
Recovered/Not
Resolved - )

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

Not reported

Ics

EU-EC-
10011410114

27/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Fatigue (3d -
Recovered/Resolved

I

Headache (1d -
Recovered/Resolved

)

Headache (2d -
Recovered/Resolved
=)

Injection site pain

Recovered/Resolved

4

Injection site
swelling (3d -
Recovered/Resolved

=)

Injection site
swelling (5d -
Recovered/Resolved

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

Not reported

EU-EC-
10011410994

27/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Lethargy (4d -
Recovered/Resolved

=)

Mouth injury (4d -
Recovered/Resolved
- Other Medically
Important
Condition),

Seizure (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Somnolence (n/a -
Recovered/Resolved
=)

Vomiting (1d -
Recovered/Resolved

-)

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

[FLUOXETINE,
FLUOXETINE
HYDROCHLORIDE] (C
- Anxiety - n/a - [n/a
- n/a - Oral]),

[RISPERIDONE] (C -
n/a-n/a-[n/a-n/a
- Oral])

Ics

EU-EC-
10011411350

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

27/01/2022

Spontaneous

Non
Healthcare

Non
European

Not available

12-17
Years

Not
Specified

Female

COVID-19 (n/a -
Unknown - Other

COMIRNATY
[TOZINAMERAN] (S

Not reported

Ics
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Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Drug ineffective (n/a |n/a - n/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Headache (n/a - COMIRNATY Not reported ICS
10011411679 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important immunisation - Drug
Condition), withdrawn - [1d -
3mL -
Pyrexia (n/a - Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
Syncope (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Erythema (n/a - COMIRNATY Not reported J(63
10011411685 Professional | Economic Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Oedema (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
1{DF} - Unknown])
Pain (n/a - Unknown
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICS
10011411834 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Drug
withdrawn - [0d -
n/a - n/al)
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenitis (n/a - |COMIRNATY Not reported j(e3
10011411999 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Pyrexia (2d - applicable - [1d -
Recovered/Resolved |1{DF} - n/a])
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pyrexia (n/a - COMIRNATY Not reported ICcS
10011412001 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [21d -
1{DF} - n/a])
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Abdominal pain (n/a |COMIRNATY Not reported ICS
10011412057 Professional |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Decreased appetite | applicable - [1d -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 27/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported J(63
10011412106 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Dyspnoea (n/a - n/a - n/al)
Unknown - Other
Medically Important
Condition),
Fatigue (n/a -
Unknown - Other
Medically Important
Condition),
Myocarditis (2d -
Recovered/Resolved
- Other Medically
Important
Condition),
Palpitations (n/a -
Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition),
Tachycardia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported j (63
10011412291 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Area Medically Important |- COVID-19
Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a |n/a - n/al)
- Unknown - Other
Medically Important
Condition)
EU-EC- 27/01/2022 |Spontaneous |Healthcare |European |Impellizzeri, A.. Myocarditis after SARS- |12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported ICS
10011412387 Professional |Economic |CoV-2 vaccine: Is that so simple?. Years |Specified Unknown - Other [TOZINAMERAN] (S
Area European Heart Journal, Supplement. Medically Important |- COVID-19
Condition) immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 37/60
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2021;23(SUPPL G):G96-G97. applicable - [n/a -
doi:10.1093/eurheartj/suab135.038 n/a - n/al])
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY Not reported ICS
10011412420 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a-n/a-n/a])
Dizziness (n/a -
Unknown - ),
Dyspnoea (n/a -
Unknown - ),
Fatigue (1d -
Recovering/Resolving
Feeling hot (1d -
Recovering/Resolving
=)
Headache (n/a -
Unknown - ),
Injection site pain
(1d - Unknown - ),
Malaise (n/a -
Unknown - ),
Pyrexia (1d - Not
Recovered/Not
Resolved - ),
Tachycardia (n/a -
Unknown - )
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Lymphadenopathy COMIRNATY Not reported ICS
10011412441 Healthcare |Economic Years (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a- n/a - n/a])
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Chills (2d - COMIRNATY Not reported ICS
10011412525 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/al)
EU-EC- 27/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arrhythmia (1d - COMIRNATY Not reported ICS
10011412568 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Dizziness (1d -
Recovered/Resolved
Lymphadenopathy
(2d - Not
Recovered/Not
Resolved - ),
Pyrexia (1d -
Recovered/Resolved
=)
Vaccination site
reaction (1d -
Recovered/Resolved
EU-EC- 27/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Influenza (1d - COMIRNATY Not reported IcS
10011412590 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Lymphadenopathy
(1d - Not
Recovered/Not
Resolved - ),
Pyrexia (1d -
Recovered/Resolved
EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Bone pain (n/a - Not |COMIRNATY Not reported ICS
10011386411 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
prophylaxis - n/a -
Feeling cold (n/a -  |[n/a - n/a - n/a])
Not Recovered/Not
Resolved - ),
Hyperpyrexia (n/a -
Not Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Bone pain (n/a - Not |COMIRNATY Not reported ICcS
10011386412 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
prophylaxis - n/a -
Fatigue (n/a - Not  |[n/a - n/a - n/a])
Recovered/Not
Resolved - ),
Vertigo (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Lymphadenopathy COMIRNATY Not reported ICS
10011386450 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - n/a -
[n/a-.3mL-
Intramuscular])
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Pericarditis (0d - COMIRNATY Not reported ICS
10011386638 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 38/60
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EU-EC- 26/01/2022

10011386893

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Not
Specified

Female

No

Lymphadenopathy
( -

Recovered/Resolved

=)
Pyrexia (5d -
Recovered/Resolved

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

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

Not reported

EU-EC-
10011387006

26/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Intramuscular])

Not reported

EU-EC-
10011387378

26/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Axillary pain (n/a -
Unknown - ),

Lymphadenopathy
(n/a - Unknown - )

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

Not reported

I

EU-EC-
10011387561

26/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

C-reactive protein
increased (n/a -
Recovered/Resolved
=)

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

Haematuria (n/a -
Recovered/Resolved

4

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

Inflammation (n/a -
Recovered/Resolved
=)

Proteinuria (n/a -
Recovered/Resolved
=)

Pyrexia (n/a -
Recovered/Resolved

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

[PREDNISOLONE] (C
-nfa-nfa-[n/a-
n/a - n/a])

IC<

EU-EC-
10011387594

26/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Chills (n/a -
Recovered/Resolved

=)

Cough (n/a -
Recovered/Resolved

)

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

Headache (n/a -
Recovered/Resolved
=)

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

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

Not reported

ICe

EU-EC-
10011387598

26/01/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Maternal exposure
timing unspecified
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Platelet count
decreased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important

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

Not reported

39/60
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Condition),

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

Thrombosis with
thrombocytopenia
syndrome (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

EU-EC-
10011387617

26/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

I

EU-EC-
10011387624

26/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Pain in extremity (2d

Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

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

Skin burning
sensation (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

ICe

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Urticaria (n/a - COMIRNATY Not reported J(63
10011387731 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COvVID-19
immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 26/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chills (n/a - COMIRNATY Not reported ICS
10011387806 Professional |European Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Oropharyngeal pain |n/a -
(n/a- Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 26/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported ICS
10011387829 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Electrocardiogram applicable - [1d -
abnormal (n/a - Not |n/a - n/a])
Recovered/Not
Resolved - ),
Pericarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICS
10011388013 Healthcare |Economic Years |Specified bleeding (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - ), - Immunisation - n/a
-[n/a-n/a-
Platelet count Intramuscular])
decreased (n/a -
Unknown - )
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY [DOCONEXENT, ICS
10011388016 Healthcare |Economic Years | Specified - Not Recovered/Not |[TOZINAMERAN] (S |ICOSAPENT, FISH
Professional |Area Resolved - ), - Immunisation - n/a |OIL, ICOSAPENT
-[n/a-n/a- ETHYL,
Disturbance in Intramuscular]) DOCOSAHEXAENOQIC
attention (n/a - Not ACID ETHYL ESTER,
Recovered/Not OMEGA-3-ACID
Resolved - ), ETHYL ESTERS 90,
OMEGA-3-ACID
Intermenstrual ETHYL ESTERS 90,
bleeding (n/a - Not DOCOSAHEXAENOIC
Recovered/Not ACID ETHYL ESTER]
Resolved - ) (C-n/a-nfa-)
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a | COMIRNATY [ETHINYLESTRADIOL, |ICS
10011388023 Healthcare |Economic Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S |LEVONORGESTREL]
Professional |Area Resolved - ), - Immunisation - n/a |(C - Contraception,
-[n/a-n/a- Dysmenorrhoea - n/a
Heavy menstrual Intramuscular]) - [n/a-n/a-n/a])
bleeding (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICS
10011388027 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) -[n/a-n/a-
Intramuscular])
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported ICcS
10011388035 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Heavy menstrual -[n/a-n/a-
bleeding (n/a - Intramuscular])
Recovering/Resolving
=)
Menstruation
irregular (n/a -
Recovering/Resolving
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICcS
10011388077 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), -[n/a-n/a-
Intramuscular])
Influenza like illness
(1d -
Recovered/Resolved
=)
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - ),
Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual COMIRNATY [MELATONIN] (C - ICcS
10011388086 Healthcare |Economic Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S |Insomnia - n/a - [n/a
Professional |Area Recovered/Not - Immunisation - n/a |- n/a - n/a])
Resolved - ), -[n/a-n/a-
Intramuscular])
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Anaphylactic shock | COMIRNATY Not reported ICS
10011388309 Healthcare |European Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Economic Recovered/Not - COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition), n/a - n/a])
Rash (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
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EU-EC- 26/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Meningitis (n/a - COMIRNATY Not reported ICS
10011388330 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Pyrexia (n/a - n/a-
Recovered/Resolved |Intramuscular])
Sepsis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Hypoacusis (n/a - COMIRNATY Not reported ICS
10011388477 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - Disabling, |- n/a - Not
Other Medically applicable - [n/a -
Important n/a-
Condition), Intramuscular])
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Tinnitus (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported IcS
10011388550 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Nausea (n/a - - [n/a-n/a-n/a])
Unknown - ),
Rash (n/a - Unknown
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY Not reported ICS
10011388562 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) - [n/a - n/a - n/al)
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza (n/a - COMIRNATY Not reported ICS
10011388574 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Oropharyngeal pain
(n/a-
Recovering/Resolving
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (2d - COMIRNATY Not reported ICS
10011388577 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY Not reported ICS
10011388649 Healthcare |Economic Years (n/a - Unknown - ) |[TOZINAMERAN] (S
Professional |Area -n/a-n/a-[id-
n/a-
Intramuscular])
EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Type 1 diabetes COMIRNATY Not reported ICS
10011388880 Professional |Economic Years mellitus (n/a - [TOZINAMERAN] (S
Area Recovering/Resolving |- COVID-19
- Caused/Prolonged  |immunisation - Not
Hospitalisation) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Abdominal pain (1d - | COMIRNATY Not reported ICS
10011388954 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a-n/a-n/a])
Fatigue (1d -
Recovered/Resolved
=)
Headache (1d -
Recovered/Resolved
=)
Hypotonia (1d -
Recovered/Resolved
=)
Injection site joint
swelling (1d -
Recovered/Resolved
=)
Nausea (1d -
Recovered/Resolved
EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Seborrhoeic COMIRNATY Not reported ICS
10011388992 Professional |Economic Years dermatitis (n/a - Not |[TOZINAMERAN] (S
Area Recovered/Not -n/a-n/a-[n/a-
Resolved -) 1{DF} -
Intramuscular])
EU-EC- 26/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Brain contusion COMIRNATY Not reported ICS
10011389083 Professional |European Years |Specified (5min - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a-
Intramuscular])
Loss of
consciousness (5min
Recovered/Resolved
- Other Medically
Important
Condition),
Multiple injuries (n/a
- Unknown - Other
Medically Important
Condition),
Road traffic accident
(n/a - Unknown -
Other Medically
Important Condition)
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EU-EC- 26/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported Ice
10011389167 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a-
Vaccination failure  |Intramuscular])
(n/a-
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 26/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Appendicitis (nfa- |COMIRNATY Not reported ICS
10011389199 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Decreased appetite |n/a -
(5min - Intramuscular])
Recovered/Resolved
=)
Nausea (5min -
Recovered/Resolved
=)
Vomiting (5min -
Recovered/Resolved
-)
EU-EC- 26/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported ICS
10011389245 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- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Urticaria (n/a - COMIRNATY Not reported ICS
10011389247 Professional |Economic Years |Specified Unknown -) [TOZINAMERAN] (S
Area - COvVID-19
immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 26/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood pressure COMIRNATY Not reported ICcS
10011389310 Professional |European Years |Specified increased (0d - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a-
Intramuscular])
Heart rate increased
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Asthenia (n/a - TOZINAMERAN Not reported Ice
10011389329 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic =) - COVID-19
Area immunisation - Not
Cardiac flutter (n/a - |applicable - [n/a -
Not Recovered/Not |n/a - n/al)
Resolved - Other
Medically Important
Condition),
Eye movement
disorder (0d -
Recovered/Resolved
=)
Tliness (n/a -
Unknown - ),
Nausea (n/a -
Recovered/Resolved
=)
Palpitations (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Tremor (1d -
Recovered/Resolved
=)
Vomiting (n/a -
Recovered/Resolved
EU-EC- 26/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICS
10011389401 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Vaccination failure n/a - n/al)
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported ICcS
10011389466 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =), - COVID-19
immunisation - Not
Asthenia (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Muscular weakness
(n/a - Not
Recovered/Not
Resolved - ),
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Myalgia (n/a -
Recovering/Resolving
=)
Nausea (1mo -
Recovered/Resolved
EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pain in extremity COMIRNATY Not reported ICS
10011389563 Professional |Economic Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] (S
Area -n/a-n/a-[n/a-
Vaccination site n/a-
oedema (n/a - Intramuscular])
Unknown - )
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Lymphadenopathy COMIRNATY Not reported ICS
10011389576 Healthcare |Economic Years (n/a - Not CONCENTRATE FOR
Professional |Area Recovered/Not DISPERSION FOR
Resolved - ) INJECTION COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Contusion (n/a - COMIRNATY Not reported ICS
10011389590 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Immune n/a - n/a])
thrombocytopenia
(n/a-
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Petechiae (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY Not reported ICS
10011389655 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Feeling hot (1d -
Recovered/Resolved
=)
Headache (1d -
Recovering/Resolving
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chills (1d - COMIRNATY Not reported ICS
10011389667 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Feeling hot (1d -
Recovered/Resolved
=)
Headache (1d -
Recovering/Resolving
Pyrexia (1d -
Recovered/Resolved
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (68d - Not | COMIRNATY 30 Not reported ICS
10011389970 Healthcare |Economic Years Recovered/Not MICROGRAMS/DOSE
Professional |Area Resolved - ) DISPERSION FOR
INJECTION COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
- Immunisation -
Not applicable - [n/a
-.3mL-
Intramuscular])
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (57d - | COMIRNATY Not reported ICS
10011390047 Healthcare |Economic Years Not Recovered/Not |CONCENTRATE FOR
Professional |Area Resolved - ) DISPERSION FOR
INJECTION COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
- COVID-19
immunisation -
Unknown - [n/a -
n/a - n/al])
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Asthenia (2d - COMIRNATY Not reported IC<
10011390061 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COvVID-19 - n/a -
[n/a - .3mL - n/a])
Fatigue (2d -
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICS
10011390642 Healthcare |Economic Years |Specified Not Recovered/Not | [TOZINAMERAN] (S
Professional |Area Resolved -) - COvVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (5d - COMIRNATY Not reported ICS
10011391225 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
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)

Polymenorrhoea (n/a

Recovering/Resolving

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

EU-EC-
10011391719

26/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Presyncope (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

I

EU-EC-
10011391780

26/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - ),

Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - ),

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

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

Not reported

Ics

EU-EC-
10011391818

26/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Sensory disturbance
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Slow speech (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

n/a - n/al)

Not reported

ICe

EU-EC-
10011391918

26/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

Headache (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 - )

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

n/a - n/al)

Not reported

EU-EC-
10011391924

26/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Application site
erythema (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

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

Not reported

Ics

EU-EC-
10011391930

26/01/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

Myocarditis (n/a -
Not Recovered/Not
Resolved - Life
Threatening),

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

Pyrexia (n/a -
Recovered/Resolved

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

Not reported
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- Caused/Prolonged
Hospitalisation)
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICS
10011391984 Healthcare |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - n/a -
Palpitations (n/a - [n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
=)
Pericarditis (n/a -
Recovering/Resolving
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chest pain (4d - COMIRNATY Not reported J(63
10011392025 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Palpitations (4d - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Cardiac arrest (n/a - |COMIRNATY Not reported ICS
10011392384 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Life Threatening, |- COVID-19
Caused/Prolonged immunisation - n/a -
Hospitalisation), [n/a - 1{DF} -
Intramuscular])
Hypoxic-ischaemic
encephalopathy (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),
Nervous system
disorder (n/a - Not
Recovered/Not
Resolved -
Disabling),
Ventricular fibrillation
(n/a-
Recovered/Resolved
- Life Threatening)
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICS
10011392409 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Fatigue (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a - n/al)
Nausea (n/a -
Unknown - ),
Pain in extremity
(n/a - Unknown - )
EU-EC- 26/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Dyspnoea (n/a - Not |COMIRNATY SLENYTO ICS
10011392506 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S |[MELATONIN] (C -
Professional |Economic Resolved - - COvVID-19 Insomnia - n/a - [n/a
Area Caused/Prolonged immunisation - Not |- n/a - n/al),
Hospitalisation, applicable - [n/a -
Disabling, Other n/a - n/al) [METHYLPHENIDATE
Medically Important HYDROCHLORIDE] (C
Condition) - Attention deficit
hyperactivity disorder
-n/a-[n/a-n/a-
n/a])
EU-EC- 26/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Asthma (n/a - COMIRNATY [INFLUENZA VIRUS] |ICS
10011392522 Healthcare |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S |(C - Immunisation -
Professional | Economic - Other Medically - COVID-19 n/a-[n/a-n/a-
Area Important immunisation - Not |n/al),
Condition), applicable - [1d -
n/a- [SALBUTAMOL,
Cough (n/a - Not Intramuscular]) SALBUTAMOL
Recovered/Not SULFATE] (C - Cough
Resolved - Other -nfa-[23d-n/a-
Medically Important n/al)
Condition),
Inappropriate
schedule of product
administration (n/a -
Unknown - )
EU-EC- 26/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Hypersensitivity (n/a | COMIRNATY Not reported Ice
10011392564 Healthcare |European Years |Specified - Unknown - Other  |[TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Inappropriate n/a - n/al)
schedule of product
administration (n/a -
Unknown - ),
Insomnia (n/a -
Unknown - Other
Medically Important
Condition),
Lymphadenopathy
( -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 26/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Not No COVID-19 (n/a - COMIRNATY Not reported ICS
10011392740 Professional |European Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a |n/a - n/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 26/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICC
10011392764 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a |n/a - n/al)
- Unknown - Other
https://dap.ema.europa.eu/analytics/saw.dlI?Go 46/60



30.11.2022 17.14

Run Line Listing Report

Medically Important
Condition)

EU-EC-
10011392775

26/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Central nervous
system lesion (n/a -
Unknown - ),

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

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

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

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

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

Ischaemia (n/a -
Unknown - ),

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

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

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

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

[GINSENG,
RIKKUNSHITO] (C -
Abdominal pain upper
-n/a-[8d-n/fa-
Orall),

[TRIMEBUTINE
MALEATE] (C -
Abdominal pain,
Faeces soft - n/a -
[8d - n/a - Oral])

EU-EC-
10011392779

26/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

EU-EC-
10011392781

26/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

COVID-19 (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

Not reported

EU-EC-
10011392783

26/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Anaphylactic reaction
(2h-
Recovered/Resolved
- Other Medically
Important
Condition),

Periorbital oedema
(n/a - Unknown - ),

Wheezing (n/a -
Unknown - )

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

Not reported

EU-EC-
10011392786

26/01/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

ICe
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Vaccination failure
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 26/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Anaphylactic reaction | COMIRNATY Not reported ICS
10011392794 Healthcare |European Years |Specified (n/a - Fatal - Results |[TOZINAMERAN] (S
Professional |Economic in Death, Other - COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Pyrexia (n/a - Fatal -
Results in Death)
EU-EC- 26/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Nausea (n/a - COMIRNATY Not reported ICS
10011392797 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic =), - COVID-19
Area immunisation - Not
Syncope (n/a - applicable - [1d -
Recovered/Resolved |n/a -
- Other Medically Intramuscular])
Important Condition)
EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Abdominal pain (5d - | COMIRNATY Not reported ICS
10011393167 Professional |Economic Years Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - ), - COvVID-19
immunisation - n/a -
Decreased appetite |[1d - 1{DF} -
(5d - Not Intramuscular])
Recovered/Not
Resolved - ),
Faeces soft (5d - Not
Recovered/Not
Resolved - ),
Pyrexia (5d - Not
Recovered/Not
Resolved - )
EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Aphthous ulcer (n/a - | COMIRNATY Not reported ICcS
10011393190 Professional |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Area - - COVID-19
immunisation - n/a -
[id -.3mL -
Intramuscular])
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Nausea (30min - COMIRNATY Not reported ICS
10011393201 Healthcare |Economic Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Syncope (30min - applicable - [1d -
Recovered/Resolved |1{DF} -
- Intramuscular])
EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICS
10011393265 Professional |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Oligomenorrhoea applicable - [1d -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No Eczema (n/a - Not COMIRNATY Not reported ICS
10011393296 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a |COMIRNATY Not reported ICcS
10011393318 Healthcare |Economic Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Menstruation delayed | COMIRNATY Not reported ICS
10011393328 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 26/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Contusion (n/a - COMIRNATY Not reported j(e3
10011393360 Professional |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 26/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Loss of TOZINAMERAN Not reported ICS
10011393748 Professional |European Years |Specified consciousness (30s - |[TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a-
Intramuscular])
Pain in extremity (3d
Recovered/Resolved
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Myalgia (124d - COMIRNATY Not reported ICS
10011393854 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Angina pectoris (n/a |COMIRNATY Not reported ICS
10011393881 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- Caused/Prolonged |- [n/a - 1{DF} -
Hospitalisation), Intramuscular])
Myocarditis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Lymph node pain COMIRNATY Not reported ICS
10011394000 Professional |Economic Years |Specified (n/a - Unknown - )  |[TOZINAMERAN] (S
Area - COvVID-19
immunisation - Not
applicable - [n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 48/60
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3mL -
Intramuscular])

EU-EC-
10011394100

26/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011394111

26/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

Not reported

ICe

EU-EC-
10011394116

26/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

PROTOPIC
[TACROLIMUS,
TACROLIMUS
MONOHYDRATE] (C -
Eczema - n/a - [n/a -
n/a - n/al),

[HUMAN
PAPILLOMAVIRUS
VACCINE] (C -
Immunisation - n/a -
[1d - n/a - n/a])

Ic

EU-EC-
10011394355

26/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

Ics

EU-EC-
10011394426

26/01/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Palpitations (n/a -

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

Not reported

49/60



30.11.2022 17.14

Run Line Listing Report

Unknown - Life
Threatening,
Caused/Prolonged
Hospitalisation),

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

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

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

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

EU-EC-
10011394706

26/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Anaphylactic reaction
(nfa-
Recovering/Resolving
- Other Medically
Important
Condition),

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

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

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

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

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

Eyelid oedema (n/a -
Unknown - ),

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

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

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

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

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

Urticaria (n/a -
Unknown - )

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

[BACILLUS
MESENTERICUS,
CLOSTRIDIUM
BUTYRICUM,
LACTOMIN] (C -
Abdominal pain - n/a
- [n/a - n/a - Oral]),

[OLOPATADINE
HYDROCHLORIDE] (C
- Rhinitis allergic - n/a
- [15d - n/a - Oral])

EU-EC-
10011394729

26/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

Dizziness (n/a -
Recovered/Resolved
=)

Epistaxis (n/a -
Recovered/Resolved

4

Hyperhidrosis (n/a -
Recovered/Resolved
=)

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

Loss of

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

Not reported

Ics
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consciousness (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Rash (n/a - Not COMIRNATY COMIRNATY ICS
10011394796 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S |[TOZINAMERAN] (C -
Professional |Area Resolved - ) - Immunisation - n/a |Immunisation - n/a -
- [n/a - 2{DF} - [n/a - 1{DF} - n/a])
n/a])
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY COMIRNATY ICS
10011394803 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S |[TOZINAMERAN] (C -
Professional |Area Resolved - ) - Immunisation - n/a | Immunisation - n/a -
- [n/a - 2{DF} - [n/a - 1{DF} - n/a])
n/a])
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dizziness (4d - COMIRNATY Not reported IcS
10011394852 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a - 1{DF} -
Fatigue (4d - n/a])
Recovered/Resolved
=)
Headache (4d -
Recovered/Resolved
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Urticaria (n/a - Not | COMIRNATY Not reported Ice
10011394857 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - 2{DF} -
n/a])
EU-EC- 26/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood pressure COMIRNATY Not reported ICS
10011394914 Professional |European Years |Specified increased (0d - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a-
Intramuscular])
Heart rate increased
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adult Female |No COVID-19 (n/a - COMIRNATY COMIRNATY j(63
10011395087 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S |[TOZINAMERAN] (C -
Professional |Area Medically Important |- Immunisation - n/a | Immunisation - n/a -
Condition), - [n/a - 2{DF} - [n/a - 1{DF} - n/a])
n/al)
Vaccination failure
(n/a - Unknown - )
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adult Female |No COVID-19 (n/a - COMIRNATY COMIRNATY ICS
10011395119 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S |[TOZINAMERAN] (C -
Professional |Area - Other Medically - Immunisation - n/a |Immunisation - n/a -
Important - [n/a - 2{DF} - [n/a - 1{DF} - n/a])
Condition), n/a])
Vaccination failure
(n/a -
Recovered/Resolved
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (7d - COMIRNATY Not reported (e
10011395163 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - n/a -
Pain in extremity (7d |[n/a - 1{DF} - n/a])
Recovered/Resolved
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Urticaria (30d - COMIRNATY Not reported ICS
10011395203 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICS
10011395213 Professional | Economic Years |Specified Not Recovered/Not ~ |[TOZINAMERAN] (S
Area Resolved - ) - Immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY COMIRNATY J(63
10011395301 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S |[TOZINAMERAN] (C -
Professional |Area Medically Important |- Immunisation - n/a | Immunisation - n/a -
Condition), - [n/a - 2{DF} - [n/a - 1{DF} - n/al)
n/aj)
Vaccination failure
(n/a - Unknown - )
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY COMIRNATY Ice
10011395324 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S |[TOZINAMERAN] (C -
Professional |Area Medically Important |- Immunisation - n/a |Immunisation - n/a -
Condition), - [n/a - 2{DF} - [n/a - 1{DF} - n/al)
n/a])
Vaccination failure
(n/a - Unknown - )
EU-EC- 26/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Blood creatine COMIRNATY Not reported ICS
10011395497 Professional |European Years |Specified phosphokinase [TOZINAMERAN] (S
Economic increased (n/a - - COVID-19
Area Recovering/Resolving |immunisation - Not
- Caused/Prolonged |applicable - [1d -
Hospitalisation, n/a - n/a])
Other Medically
Important
Condition),
Hepatic enzyme
increased (43d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Mobility decreased
44 -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
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Muscle twitching
(15d -
Recovered/Resolved
- Other Medically
Important
Condition),

Musculoskeletal
stiffness (15d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Myoglobin blood
increased (n/a -
Unknown - ),

Myositis (44d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Rhabdomyolysis (43d

Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Urinary occult blood
positive (n/a -
Unknown - )

EU-EC-
10011395609

26/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Myalgia (n/a -
Recovered/Resolved

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

Not reported

I

EU-EC-
10011395941

26/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Hypoaesthesia
(30min -
Recovered/Resolved

4

Pallor (30min -
Recovered/Resolved
=)

Presyncope (n/a -
Recovered/Resolved
=)

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

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

[CARBOCISTEINE] (C
- Asthma - n/a - [n/a
- n/a - Oral]),

[FLUTICASONE
PROPIONATE] (C -
Asthma - n/a - [n/a -
n/a - Respiratory
(inhalation)]),

[MONTELUKAST
SODIUM] (C - Asthma
-nfa-[n/a-n/a-
Oral]),

[SUPLATAST
TOSILATE] (C -
Asthma - n/a - [n/a -
n/a - Oral])

Ics

EU-EC-
10011396162

26/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

COMIRNATY
[TOZINAMERAN] (S
- COVID-19
immunisation - Drug
withdrawn - [1d -
n/a-
Intramuscular])

Not reported

EU-EC-
10011396171

26/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

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

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

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

Not reported

I

EU-EC-
10011396220

26/01/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

Raynaud's
phenomenon (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10011396316

26/01/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

Type 1 diabetes

COMIRNATY
[TOZINAMERAN] (S
- COVID-19
immunisation - Dose
not changed - [n/a -
1{DF} - n/a])

Not reported
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mellitus (8d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 26/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Thrombocytopenia | COMIRNATY Not reported ICS
10011396372 Professional | Economic Years (n/a - Not CONCENTRATE FOR
Area Recovered/Not DISPERSION FOR
Resolved - Other INJECTION COVID-
Medically Important |19 MRNA VACCINE
Condition) (NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chills (1d - COMIRNATY Not reported ICS
10011396491 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Blister (50d - Not COMIRNATY Not reported J(63
10011396590 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/a])
Impetigo (50d - Not
Recovered/Not
Resolved - ),
Inflammation (50d -
Not Recovered/Not
Resolved - ),
Rash (50d - Not
Recovered/Not
Resolved - ),
Skin lesion (50d -
Not Recovered/Not
Resolved - )
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Cough (2d - Not COMIRNATY Not reported ICcS
10011396713 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/a])
Dyspnoea (2d - Not
Recovered/Not
Resolved - ),
Pyrexia (2d - Not
Recovered/Not
Resolved - ),
Somnolence (2d -
Not Recovered/Not
Resolved - )
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Not No Application site COMIRNATY Not reported ICS
10011396724 Healthcare |Economic Years Specified movement [TOZINAMERAN] (S
Professional |Area impairment (2d - - Immunisation - n/a
Recovered/Resolved |- [n/a - n/a - n/a])
=)
Fatigue (2d -
Recovered/Resolved
Headache (1d -
Recovered/Resolved
=)
Limb discomfort (2d
Recovered/Resolved
=)
Myalgia (2d -
Recovered/Resolved
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Eye pain (3d - COMIRNATY Not reported ICe
10011396734 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Fatigue (3d -
Recovered/Resolved
=)
Pyrexia (3d -
Recovered/Resolved
-)
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Apathy (4d - COMIRNATY Not reported ICS
10011396775 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Feeling abnormal (4d
Recovering/Resolving
=)
Headache (4d -
Recovering/Resolving
Pyrexia (4d -
Recovering/Resolving
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Fatigue (n/a - COMIRNATY Not reported j(e3
10011396777 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Headache (n/a -
Recovering/Resolving
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (n/a - Not COMIRNATY Not reported ICS
10011396819 Healthcare  |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/a])
Injection site pain
(n/a - Not
Recovered/Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 53/60



30.11.2022 17.14

Run Line Listing Report

Resolved - ),
Limb discomfort (n/a
- Not Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pityriasis rosea (n/a - | COMIRNATY Not reported ICcS
10011396950 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Rash (n/a -
Recovering/Resolving
-)
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Auditory disorder (0d | COMIRNATY Not reported ICS
10011397056 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a-n/a-n/a])
Dizziness (0d -
Recovered/Resolved
=)
Visual impairment
(0d -
Recovered/Resolved
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy =~ | COMIRNATY Not reported ICS
10011397173 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) - [n/a - n/a - n/a])
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pyrexia (0d - COMIRNATY Not reported ICe
10011397179 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a - n/a-n/a])
Rash (1d -
Recovered/Resolved
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY Not reported ICS
10011397198 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/al)
Dizziness (2d -
Recovered/Resolved
Fatigue (3d -
Recovering/Resolving
=)
Headache (2d -
Recovering/Resolving
=)
Influenza (3d -
Recovering/Resolving
=)
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Limb discomfort (3d
Recovering/Resolving
=l
Pyrexia (3d -
Recovering/Resolving
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Headache (3d - COMIRNATY Not reported ICS
10011397239 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/al)
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported ICe
10011397271 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (1d - COMIRNATY Not reported ICe
10011397289 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (7d - COMIRNATY Not reported ICcS
10011397408 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY Not reported ICS
10011397459 Healthcare |Economic Years (n/a - Unknown - ) |[TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (16d - Not | COMIRNATY Not reported ICS
10011397493 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved -) - Immunisation - n/a
- [n/a - n/a - n/al)
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY Not reported (o3
10011397494 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ) - [n/a - n/a - n/al)
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (n/a - COMIRNATY Not reported ICS
10011397497 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Headache (n/a - - [n/a-n/a-n/a])
Unknown - ),
Influenza (0d -
Unknown - ),
Injection site pain
(1d - Unknown - ),
Malaise (1d -
Unknown - )
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Dizziness (1d - Not | COMIRNATY Not reported ICS
10011397514 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
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Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Injection site pain COMIRNATY Not reported ICS
10011397550 Healthcare |Economic Years (2d - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), - [n/a-n/a-n/a])
Lymphadenopathy
(2d - Not
Recovered/Not
Resolved - ),
Pyrexia (0d -
Recovered/Resolved
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported ICS
10011397576 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a-n/a-n/a])
Influenza (n/a -
Recovered/Resolved
EU-EC- 26/01/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY Not reported ICS
10011397585 Healthcare |Economic Years (1d - Unknown - ) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - n/a - n/al)
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Chills (0d - COMIRNATY Not reported ICcS
10011397598 Healthcare |Economic Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a-n/a-n/a])
Dizziness (0d -
Recovering/Resolving
=)
Headache (1d - Not
Recovered/Not
Resolved - ),
Injection site pain
(1d - Not
Recovered/Not
Resolved - ),
Limb discomfort (0d
Recovering/Resolving
=l
Malaise (1d - Not
Recovered/Not
Resolved - ),
Nausea (0d -
Recovering/Resolving
=)
Pyrexia (0d -
Recovering/Resolving
=)
Vomiting (0d -
Recovering/Resolving
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Fatigue (1d - Not COMIRNATY Not reported ICS
10011397639 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a-n/a-n/a])
Headache (0d -
Recovering/Resolving
Limb discomfort (1d
Recovering/Resolving
EU-EC- 26/01/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Dizziness (0d - COMIRNATY Not reported ICS
10011398464 Healthcare |Economic Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a-n/a-n/a])
Hypoacusis (0d -
Recovered/Resolved
Visual impairment
(0d -
Recovered/Resolved
EU-EC- 25/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICS
10011372853 Healthcare |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation -
Vertigo (n/a - Unknown - [n/a -
Recovered/Resolved |.3mL -
- Intramuscular])
EU-EC- 25/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Administration site | COMIRNATY Not reported ICcS
10011372896 Healthcare |Economic Years |Specified joint pain (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - n/a -
[n/fa-n/a-
Lymphadenopathy | Intramuscular])
(n/a - Not
Recovered/Not
Resolved - ),
Vaccination site joint
swelling (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Abdominal pain COMIRNATY Not reported ICS
10011373067 Professional |Economic Years |Specified upper (n/a - [TOZINAMERAN] (S
Area Recovering/Resolving |- COVID-19
=), immunisation - Not
applicable - [n/a -
Asthenia (n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
Hyperhidrosis (n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 55/60



30.11.2022 17.14

Run Line Listing Report

Recovering/Resolving
=)
Malaise (n/a -
Recovering/Resolving
=)
Tension headache
(n/a-
Recovering/Resolving
v
Tinnitus (n/a -
Recovering/Resolving
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Amnesia (n/a - COMIRNATY Not reported J(63
10011373118 Professional |Economic Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area ) - COVID-19
immunisation - n/a -
Balance disorder (n/a|[n/a - 1{DF} -
- Intramuscular])
Recovering/Resolving
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Hypersensitivity (0d - | COMIRNATY Not reported J(63
10011373176 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Skin reaction (0d - |applicable - [n/a -
Recovered/Resolved |.3mL -
- Intramuscular])
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Conjunctival oedema |COMIRNATY Not reported ICS
10011373180 Professional |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not -n/a-n/a-[n/a-
Resolved - ) .3mL -
Intramuscular])
EU-EC- 25/01/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy | COMIRNATY Not reported j(e3
10011373183 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) prophylaxis - Not
applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 25/01/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Seizure (n/a - COMIRNATY Not reported ICS
10011373350 Healthcare |Economic Years |Specified Unknown - Life [TOZINAMERAN] (S
Professional |Area Threatening), - COVID-19
immunisation -
Syncope (n/a - Unknown - [n/a -
Unknown - Life .3mL -
Threatening) Intramuscular])
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Fatigue (2d - COMIRNATY Not reported ICcS
10011373711 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Pain in extremity (2d |[n/a - 1{DF} -
- Intramuscular])
Recovered/Resolved
=)
Tongue pruritus (2d -
Recovered/Resolved
)
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported ICS
10011373716 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - Not
Condition), applicable - [n/a -
30ug -
Myocarditis (n/a - Intramuscular])
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Tachycardia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Injection site pain COMIRNATY Not reported ICS
10011373726 Professional |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ), immunisation - n/a -
[n/a-.3mL-
Injection site warmth | Intramuscular])
(n/a - Not
Recovered/Not
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vaccination site joint
swelling (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/01/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported ICS
10011373750 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - n/a -
Pain in extremity [n/a - 1{DF} -
(n/a- Intramuscular])
Recovered/Resolved
EU-EC- 25/01/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (2d - COMIRNATY Not reported Ice
10011373793 Professional |Economic Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =), - COVID-19
immunisation - n/a -
Pyrexia (2d - [n/a - 1{DF} -
Recovered/Resolved | Intramuscular])
Somnolence (2d -
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Recovered/Resolved

EU-EC-
10011375098

25/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

[DROSPIRENONE,
ETHINYLESTRADIOL]
(C - Dysmenorrhoea -
n/a-[nfa-n/a-

n/a])

EU-EC-
10011375100

25/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10011375120

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10011375155

25/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

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

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

Not reported

I

EU-EC-
10011375201

25/01/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Male

No

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

Dizziness (n/a -
Unknown -

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

Not reported
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Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

EU-EC-
10011375326

25/01/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

[ETONOGESTREL] (C
- Contraception - n/a

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

IC<

EU-EC-
10011376166

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10011376185

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

Ice

EU-EC-
10011376186

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Electrocardiogram
abnormal (n/a -
Recovered/Resolved
=)

Hypotension (n/a -
Recovered/Resolved
=)

Malaise (n/a -
Recovered/Resolved
=)

Pyrexia (n/a -
Recovered/Resolved
=)

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

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

Vomiting (n/a -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10011376214

25/01/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Loss of
consciousness (2min
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

Not reported

Ics

EU-EC-
10011376233

25/01/2022

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

Spontaneous

Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Female

Hallucination, visual
(n/a-

COMIRNATY
[TOZINAMERAN] (S

Not reported
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Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a - n/al)
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 25/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Iliness (1d - Not COMIRNATY Not reported ICS
10011376245 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/al)
Middle insomnia (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 25/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Arthritis bacterial COMIRNATY Not reported ICS
10011376263 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Economic Other Medically - COvVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Chest pain (n/a -
Unknown - ),
Myocarditis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 25/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dysmenorrhoea (n/a | COMIRNATY Not reported ICS
10011376281 Healthcare |European Years |Specified - Unknown - Other  |[TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Heavy menstrual n/a - n/a])
bleeding (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Muscle spasms (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 25/01/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Not No Seizure (n/a - COMIRNATY Not reported (o3
10011376313 Professional |European Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Syncope (n/a - n/a - n/al)
Unknown - Other
Medically Important
Condition),
Vomiting (n/a -
Unknown - )
EU-EC- 25/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICS
10011376324 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Drug ineffective (n/a
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 25/01/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICe
10011376333 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional | Economic Resolved - - COVID-19
Area Disabling), immunisation - Not
applicable - [n/a -
Axillary pain (n/a- |n/a - n/a])
Not Recovered/Not
Resolved -
Disabling),
Myalgia (n/a - Not
Recovered/Not
Resolved -
Disabling),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Disabling)
EU-EC- 25/01/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (n/a - Not |COMIRNATY Not reported ICcS
10011376353 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/al)
Dizziness (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 25/01/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Intermenstrual COMIRNATY Not reported ICS
10011376367 Professional |European Years |Specified bleeding (n/a - Not |[TOZINAMERAN] (S
Economic Recovered/Not - COVID-19
Area Resolved - ), immunisation - Not
applicable - [n/a -
Menstrual disorder  |n/a - n/a])
(n/a - Not
Recovered/Not
Resolved - ),
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 25/01/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported I
10011376392 Professional |European Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dll?Go 59/60
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