30.11.2022 03.34

Line Listing Report
Time run: 30/11/2022 03:16:53

Run Line Listing Report

Primary ) ) ) Suspeqt/interacting Concomitant/Not
Ev Primary Source . Patient Patient . Parent Reactu_)n List PT Drug_LlsF (Drug Char Administered Drug List (Drug
EU Local Gateway Country Literature Age Group |Patient . (Duration — Outcome |- Indication PT - A N ICSR
Number Receipt Report Type | Source for Reference Age (as per Sex child |7 Seriousness Action taken - Char - Indication PT - Action Form
Qualification Group p Report | .5~ - taken - [Duration - Dose -
Date Regulatory reporter) Criteria) [Duration - Dose - Route])
Purposes Route])
EU-EC- 03/03/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Diarrhoea (1d - Not |COMIRNATY Not reported ICSR
10011783047 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 03/03/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Application site rash |COMIRNATY Not reported ICSR
10011784112 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not -n/a-nfa-[n/a-
Resolved - ) n/a - n/al)
EU-EC- 03/03/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Eczema (7d - COMIRNATY Not reported ICSR
10011784343 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
-[n/a-n/a-
Injection site Intramuscular])
erythema (7d -
Recovered/Resolved
=)
Injection site pain
(8d -
Recovered/Resolved
EU-EC- 03/03/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Exposure via breast |COMIRNATY Not reported ICSR
10011785194 Healthcare |Economic |available |Years milk (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
-), immunisation - Drug
withdrawn - [1d -
Fatigue (n/a - n/a-
Recovering/Resolving | Transmammary])
=),
Hypersomnia (n/a -
Unknown - ),
Malaise (n/a -
Unknown - )
EU-EC- 03/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10011785339 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 03/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011785916 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Abdominal pain (2d - |[COMIRNATY Not reported ICSR
10011754548 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Headache (2d - [n/a-n/a-
Recovered/Resolved |Intramuscular])
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Blister (n/a - COMIRNATY [FLUTICASONE PROPIONATE, |ICSR
10011754704 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S |SALMETEROL XINAFOATE,
Professional |Area -), - COVID-19 FLUTICASONE, SALMETEROL]
immunisation - n/a - |(C-n/a-n/a-[n/a-n/a-
Pain in extremity [n/a-n/a- n/ajl),
(n/a - Intramuscular])
Recovering/Resolving [METHYLPHENIDATE
-) HYDROCHLORIDE] (C - n/a -
n/a - [n/a - n/a - n/a])
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10011755214 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - n/a -
[n/a - 30ug -
Intramuscular])
EU-EC- 02/03/2022 | Spontaneous |[Non European |Not 3-11  |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10011755217 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - n/a -
[n/a - 30ug -
Intramuscular])
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Epilepsy (n/a - COMIRNATY Not reported ICSR
10011755265 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation) immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 02/03/2022 | Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Purpura (3d - COMIRNATY Not reported ICSR
10011756706 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- n/a-n/a-[n/a-
Hospitalisation, n/a - n/al)
Other Medically
Important Condition)
EU-EC- 02/03/2022 | Spontaneous |Non Non Not 3-11  |Not Female |No Epistaxis (0d - COMIRNATY Not reported ICSR
10011757949 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
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n/a-
Haemoptysis (0d - Intramuscular])
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Adult Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10011759269 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged -[n/a-n/a-
Hospitalisation), Subcutaneous])
Dyspnoea (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Hyperhidrosis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Hypoaesthesia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Hypoaesthesia oral
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Tinnitus (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Adult Female |No Lacrimation COMIRNATY Not reported ICSR
10011765263 Healthcare |Economic |available |Years increased (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - -[n/a-n/a-
Caused/Prolonged Intramuscular])
Hospitalisation),
Visual impairment
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 02/03/2022 |Spontaneous |Non Non Not 3-11  |Not Female |No Cardiac arrest (n/a - |COMIRNATY Not reported ICSR
10011765684 Healthcare |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10011767038 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important Condition) |immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Synovitis (n/a - COMIRNATY Not reported ICSR
10011767183 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Menstrual disorder  |COMIRNATY Not reported ICSR
10011767634 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- immunisation - Not
applicable - [1d -
10ug -
Intramuscular])
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Arthritis (n/a - COMIRNATY Not reported ICSR
10011768724 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Area - Other Medically -n/a-nfa-[1d-
Important n/a-
Condition), Intramuscular])
Borrelia test positive
(n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10011768954 Professional |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Area -n/a-n/a-[43d -
Feeling hot (n/a - n/a-
Unknown - ), Intramuscular])
Paraesthesia (n/a -
Unknown - ),
Rash (n/a - Unknown
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Menarche (n/a - COMIRNATY Not reported ICSR
10011769019 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) -n/a-n/a-[1d-
n/a - n/a])
Pyrexia (n/a -
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Recovered/Resolved
=)
Rhinitis (n/a -
Recovered/Resolved
=)
Urticaria (n/a -
Recovered/Resolved
EU-EC- 02/03/2022 | Spontaneous |Non European |Not 3-11  |Child Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10011769803 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Pyrexia (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
.2mL -
Tachycardia (n/a - Intramuscular])
Unknown - )
EU-EC- 02/03/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011770232 Professional |European |available |Years |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- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Adult Female |No Injection site pain COMIRNATY Not reported ICSR
10011771606 Healthcare |Economic |available |Years (0d - Unknown -) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Adult Female |No Tachycardia (18d - |COMIRNATY Not reported ICSR
10011771886 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 02/03/2022 |Spontaneous |Non Non Not 3-11  |Not Female |No Drug ineffective (n/a |COMIRNATY Not reported ICSR
10011773010 Healthcare |European |available |Years |Specified - Unknown - Other  |[TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Suspected COVID-19 |n/a - n/a])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Lymphadenopathy =~ |COMIRNATY NIMENRIX [N. MENINGITIDIS |ICSR
10011773325 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S |GROUP C (STRAIN C11)
Area Recovered/Not - COVID-19 POLYSACCHARIDE (DE-O-
Resolved - ) immunisation - Not |ACETYLATED) CONJUGATED
applicable - [1d - TO TETANUS TOXOID,
1{DF} - n/a]) NEISSERIA MENINGITIDIS
GROUP A POLYSACCHARIDE
CONJUGATED TO TETANUS
TOXOID CARRIER PROTEIN,
NEISSERIA MENINGITIDIS
GROUP W-135
POLYSACCHARIDE
CONJUGATED TO TETANUS
TOXOID CARRIER PROTEIN,
NEISSERIA MENINGITIDIS
GROUP Y POLYSACCHARIDE
CONJUGATED TO TETANUS
TOXOID CARRIER PROTEIN]
(C - Immunisation - Not
applicable - [1d - 1{DF} -
n/aJ)
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10011773326 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10011773339 Professional |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Headache (n/a - immunisation - Not
Unknown - ), applicable - [1d -
1{DF} - n/a])
Pyrexia (n/a -
Unknown - )
EU-EC- 02/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Lymphadenopathy | COMIRNATY [LISDEXAMFETAMINE ICSR
10011773359 Professional |Economic |available |Years (éd - [TOZINAMERAN] (S |DIMESYLATE] (C - Attention
Area Recovered/Resolved |- COVID-19 deficit hyperactivity disorder -
- immunisation - Not |Drug withdrawn - [366d - n/a
applicable - [1d - - n/al)
1{DF} - n/a])
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Axillary pain (0d - COMIRNATY Not reported ICSR
10011774043 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Dizziness (0d -
Recovered/Resolved
=)
Lymphadenopathy
(0d -
Recovered/Resolved
=)
Pyrexia (0d -
Recovered/Resolved
EU-EC- 02/03/2022 | Spontaneous | Non European |Not 3-11  |Adult Not No Facial paralysis (n/a - |COMIRNATY Not reported ICSR
10011774057 Healthcare |Economic |available |Years Specified Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - 1{DF} -
n/aJ)
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Headache (14d - Not | COMIRNATY Not reported ICSR
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10011774072 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Influenza like iliness
(11d -
Recovering/Resolving
=l
Malaise (7d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
=)
Vomiting (11d -
Recovering/Resolving
-)
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011774077 Healthcare |Economic |available |Years (3d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - n/a])
Malaise (1d -
Recovered/Resolved
=)
Vomiting (0d -
Recovered/Resolved
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Anxiety (0d - COMIRNATY Not reported ICSR
10011774090 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Chills (1d -
Recovered/Resolved
=)
Dizziness (1d -
Recovering/Resolving
=)
Feeling hot (1d -
Recovered/Resolved
=)
Headache (1d -
Recovered/Resolved
=)
Injection site pain
Recovering/Resolving
=)
Pyrexia (1d -
Recovered/Resolved
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011774102 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a-n/a-n/a])
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Vomiting (n/a - COMIRNATY Not reported ICSR
10011774110 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Rash (n/a - COMIRNATY Not reported ICSR
10011774116 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Chills (n/a - Not COMIRNATY Not reported ICSR
10011774117 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 02/03/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Headache (6d - COMIRNATY Not reported ICSR
10011774127 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area With Sequelae - - Immunisation - n/a
Caused/Prolonged - [n/a - n/a - n/a])
Hospitalisation)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female [No Tachycardia (n/a - COMIRNATY Not reported ICSR
10011743644 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important Condition) |immunisation - n/a -
[n/a-.2mL -
Intramuscular])
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011743679 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10011743689 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - n/a -
Lymphadenopathy [n/a-.2mL -
(n/a - Not Intramuscular])
Recovered/Not
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Resolved - ),
Vaccination site pain
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Pain in extremity (3d |COMIRNATY Not reported ICSR
10011743760 Professional |Economic |available |Years |Specified - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Arthralgia (n/a - COMIRNATY Not reported ICSR
10011743762 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Headache (n/a - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Myalgia (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female [No Pain in extremity (3d |COMIRNATY Not reported ICSR
10011743768 Professional |Economic |available |Years |Specified - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10011743771 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area -), - COVID-19
immunisation - n/a -
Headache (n/a - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Pain in extremity (2d |COMIRNATY Not reported ICSR
10011743774 Professional |Economic |available |Years |Specified - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Arthralgia (3d - COMIRNATY Not reported ICSR
10011743777 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Headache (3d - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Myalgia (3d -
Recovered/Resolved
=)
Somnolence (3d -
Recovered/Resolved
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Pain in extremity (2d |COMIRNATY Not reported ICSR
10011743783 Professional |Economic |available |Years |Specified - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Angioedema (n/a- |COMIRNATY Not reported ICSR
10011743850 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - n/a -
[n/a-.2mL -
Erythema (n/a - Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Lip swelling (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Mouth swelling (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pruritus (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Urticaria (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Eye pain (n/a - COMIRNATY Not reported ICSR
10011743851 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important immunisation - n/a -
Condition), [n/a-.2mL -
Intramuscular])
Headache (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
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Myoclonus (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Thrombocytopenia | COMIRNATY Not reported ICSR
10011744917 Professional |Economic |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] (S
Area Other Medically - COVID-19
Important Condition) |immunisation - Not
applicable - [n/a -
n/a - nfal)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Dyspnoea (5d - COMIRNATY Not reported ICSR
10011746360 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area -), -n/a-nfa-[n/a-
n/a-
Panic attack (5d - Intramuscular])
Recovered/Resolved
-)
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Angioedema (n/a- |COMIRNATY Not reported ICSR
10011746368 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - 1{DF} -
Swelling (n/a - n/al)
Recovered/Resolved
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Dyspnoea (20min - |COMIRNATY Not reported ICSR
10011747170 Professional |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Chills (n/a - COMIRNATY Not reported ICSR
10011747949 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Pyrexia (n/a - - [n/a-n/a-n/a])
Unknown - )
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Vomiting (n/a - COMIRNATY Not reported ICSR
10011748509 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) -n/a-n/a-[n/a-
n/a - n/a])
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Pruritus (n/a - Not ~ |COMIRNATY Not reported ICSR
10011749449 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-nfa-[n/a-
n/a - n/al)
Urticaria (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female [No Urticaria (n/a - Not |COMIRNATY Not reported ICSR
10011749897 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) -n/a-n/a-[n/a-
n/a-
Intramuscular])
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Varicella (n/a - Not  |COMIRNATY NOT AVAILABLE (C - n/a - n/a |ICSR
10011750087 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S |- [n/a - n/a - n/a]),
Professional |Area Resolved - ) - COVID-19
immunisation - Not |[CETIRIZINE
applicable - [n/a-  |DIHYDROCHLORIDE] (C - n/a
1{DF} - n/al) - n/a-[n/a-n/a-n/a]),
[FLUTICASONE PROPIONATE,
SALMETEROL] (C-n/a-n/a-
[n/a - n/a - n/al),
[MACROGOL 4000] (C - n/a -
n/a - [n/a - n/a - n/a]),
[SALBUTAMOL] (C - n/a - n/a
- [n/a-n/a-n/a]),
[TOPIRAMATE] (C - n/a - n/a
- [n/a - n/a - n/a])
EU-EC- 01/03/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported ICSR
10011750232 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Dizziness (n/a - Not |applicable - [n/a -
Recovered/Not n/a - n/a))
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Myocardial infarction
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
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Recovered/Not
Resolved - )
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 3-11  |Not Not No Drug ineffective (n/a |COMIRNATY Not reported ICSR
10011750245 Healthcare |Economic |available |Years |Specified |Specified - Unknown - Other  |[TOZINAMERAN] (S
Professional |Area Medically Important |- COVID-19
Condition), immunisation - Not
applicable - [n/a -
Suspected COVID-19 |n/a - n/a])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 01/03/2022 |Spontaneous |Non Non Not 3-11  |Not Male No Anaphylactic reaction [COMIRNATY Not reported ICSR
10011750665 Healthcare |European |available |Years |Specified - [TOZINAMERAN] (S
Professional |Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a-
Intramuscular])
Drug hypersensitivity
(n/a - Unknown -
Other Medically
Important
Condition),
Dyspnoea (0d -
Recovered/Resolved
- Other Medically
Important
Condition),
Oropharyngeal pain
(0d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Anosmia (1d - COMIRNATY Not reported ICSR
10011751414 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - COVID-19
immunisation - n/a -
Immunisation [1d - 10ug -
reaction (n/a - Intramuscular])
Recovering/Resolving
-)
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Immunisation COMIRNATY [METHYLPHENIDATE ICSR
10011751504 Healthcare |Economic |available |Years reaction (n/a - [TOZINAMERAN] (S |HYDROCHLORIDE] (C - n/a -
Professional |Area Recovering/Resolving |- COVID-19 n/a - [n/a - n/a - n/a))
- immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10011751644 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =), - COVID-19
immunisation - Not
Vaccination site applicable - [n/a -
pruritus (n/a - 1{DF} -
Recovering/Resolving | Intramuscular])
EU-EC- 01/03/2022 |Spontaneous |Non Non Not 3-11  |Not Female |No Pyrexia (n/a - COMIRNATY Not reported ICSR
10011751898 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic =), - COVID-19
Area immunisation - Not
Tachycardia (n/a - applicable - [1d -
Recovered/Resolved |n/a -
- Other Medically Intramuscular])
Important Condition)
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 3-11  |Adult Male No Influenza (4d - COMIRNATY Not reported ICSR
10011753121 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Lymphadenopathy COMIRNATY Not reported ICSR
10011753805 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
- immunisation - Drug
withdrawn - [1d -
.2mL - n/al])
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Cyanosis (n/a - COMIRNATY Not reported ICSR
10011753863 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Area - Life Threatening, - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d -
1{total} - n/al)
Seizure (n/a -
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 01/03/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Lip swelling (n/a - COMIRNATY Not reported ICSR
10011754040 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area -), -n/a-nfa-[n/a-
n/a-
Urticaria (n/a - Intramuscular])
Recovered/Resolved
EU-EC- 01/03/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Pyrexia (n/a - COMIRNATY Not reported ICSR
10011754245 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area -n/a-nfa-[n/a-
Vomiting (n/a - n/a - n/al)
Unknown - )
EU-EC- 28/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Eczema (n/a - Not ~|COMIRNATY 10 Not reported ICSR
10011730543 Professional |Economic |available |Years Recovered/Not MICROGRAMS/DOSE
Area Resolved - Other CONCENTRATE FOR
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Medically Important |DISPERSION FOR
Condition), INJECTION COVID-
19 MRNA VACCINE
Peripheral swelling  |(NUCLEOSIDE
(1d - MODIFIED)
Recovered/Resolved |[TOZINAMERAN] (S
- - COVID-19
immunisation - Not
applicable - [n/a -
10ug -
Intramuscular])
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Pallor (n/a - COMIRNATY Not reported ICSR
10011730864 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Syncope (n/a - immunisation - Not
Unknown - Other applicable - [n/a -
Medically Important |n/a - n/a])
Condition)
EU-EC- 28/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Melanocytic naevus |COMIRNATY Not reported ICSR
10011730985 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - n/a -
[n/a-.2mL -
Pruritus (n/a - Not | Intramuscular])
Recovered/Not
Resolved -)
EU-EC- 28/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No COVID-19 (n/a - Not |COMIRNATY Not reported ICSR
10011731507 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a - n/a - n/a])
Hospitalisation),
Encephalitis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Chills (48h - COMIRNATY Not reported ICSR
10011731522 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - Immunisation - n/a
- [n/a - 10ug -
Fatigue (48h - Intramuscular])
Recovered/Resolved
=)
Headache (48h -
Recovered/Resolved
=)
Pyrexia (48h -
Recovered/Resolved
=)
Vomiting (48h -
Recovered/Resolved
EU-EC- 28/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Rash pruritic (0d - COMIRNATY Not reported ICSR
10011731580 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically -n/a-nfa-[n/a-
Important Condition) |n/a - n/a])
EU-EC- 28/02/2022 |Spontaneous |Non Non Not 3-11  |Not Male No Drug ineffective (n/a | TOZINAMERAN Not reported ICSR
10011731722 Healthcare |European |available |Years |Specified - Unknown - [TOZINAMERAN] (S
Professional |Economic Caused/Prolonged - COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [n/a -
Important n/a - n/al)
Condition),
Multisystem
inflammatory
syndrome in children
(n/a - Unknown -
Other Medically
Important
Condition),
Suspected COVID-19
(n/a - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Syncope (n/a - TOZINAMERAN Not reported ICSR
10011731800 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10011731810 Professional |European |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Economic Recovered/Not - COVID-19
Area Resolved - ), immunisation - Not
applicable - [1d -
Chest pain (n/a - Not |n/a - n/al])
Recovered/Not
Resolved - ),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Electrocardiogram
abnormal (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
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Resolved - ),
Lethargy (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pericarditis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Retching (n/a - Not
Recovered/Not
Resolved - ),
Tachycardia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10011731830 Professional |European |available |Years |Specified (n/a - [TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area =), immunisation - Not
applicable - [1d -
Chest pain (n/a - n/a - n/al)
Recovering/Resolving
=),
Dyspnoea (n/a -
Recovering/Resolving
=)
Electrocardiogram
abnormal (n/a -
Recovering/Resolving
=)
Palpitations (n/a -
Recovering/Resolving
=)
Pericarditis (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Angioedema (n/a- |COMIRNATY Not reported ICSR
10011731879 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - nfa])
Chest pain (n/a -
Recovered/Resolved
=)
Dyspnoea (n/a -
Recovered/Resolved
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Cold sweat (n/a - COMIRNATY Not reported ICSR
10011731901 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Syncope (n/a - immunisation - Not
Unknown - Other applicable - [n/a -
Medically Important |n/a - n/al])
Condition),
Vomiting (n/a -
Unknown - )
EU-EC- 28/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Body temperature COMIRNATY COVID- |Not reported ICSR
10011732080 Healthcare |Economic |available |Years increased (n/a - 19 MRNA VACCINE
Professional |Area Recovered/Resolved |(NUCLEOSIDE
- Caused/Prolonged |MODIFIED)
Hospitalisation), CONCENTRATE FOR
DISPERSION FOR
Lip swelling (n/a - INJECTION
Recovered/Resolved |[TOZINAMERAN] (S
- Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - n/a -
[n/a-n/a-
Swelling (n/a - Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Urticaria (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 28/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Contusion (n/a - COMIRNATY Not reported ICSR
10011732925 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - COVID-19
immunisation - n/a -
Injected limb [n/a-n/a-
mobility decreased | Subcutaneous])
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(n/a -
Recovered/Resolved

=)

Pain in extremity
(n/a -
Recovered/Resolved
=)

Peripheral swelling
(n/a-
Recovered/Resolved

EU-EC-
10011733287

28/02/2022 Non
Healthcare

Professional

Spontaneous

European
Economic
Area

Not
available

3-11
Years

Elderly

Female

Influenza (2d -
Recovered/Resolved

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

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

Not reported

—
(2]
0

EU-EC-
10011734912

28/02/2022 Non
Healthcare

Professional

Spontaneous

European
Economic
Area

Not
available

3-11
Years

Not
Specified

Male

No

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

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

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

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

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

Oxygen saturation
decreased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

KEPPRA 100 MG/ML
[LEVETIRACETAM] (C - n/a -
Unknown - )

—
(%]
0

EU-EC-
10011735580

28/02/2022 Non
Healthcare

Professional

Spontaneous

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

No

Hypersensitivity (n/a
- Unknown - ),

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

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

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

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

[FLUTICASONE PROPIONATE]
(C - Asthma - n/a - [n/a -
44mg - n/a))

EU-EC-
10011736085

28/02/2022 Healthcare

Professional

Spontaneous

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

No

Fatigue (n/a -
Recovered/Resolved
=)

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

Nausea (n/a -
Recovered/Resolved
-)

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

Not reported

=
(9]
(2]
0

EU-EC-
10011738668

28/02/2022 Non
Healthcare

Professional

Spontaneous

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

No

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

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

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

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

Not reported

—
(%]
0

EU-EC-
10011738730

28/02/2022 Healthcare

Professional

Spontaneous

European
Economic
Area

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

Not
available

3-11
Years

Not
Specified

Female

No

Dizziness (2wk -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S
- COVID-19

Not reported

—
(%]
0
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immunisation - Not
applicable - [1d -
n/a - nfal)
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Kawasaki's disease ~ |COMIRNATY Not reported ICSR
10011739317 Professional |European |available |Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [1d -
n/a - n/al)
EU-EC- 28/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10011739925 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Axillary pain (n/fa - |applicable - [1d -
Not Recovered/Not |n/a - n/a])
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 28/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Generalised tonic- COMIRNATY Not reported ICSR
10011741594 Professional |European |available |Years |Specified clonic seizure (n/a - |[TOZINAMERAN] (S
Economic Recovering/Resolving |- COVID-19
Area - Other Medically immunisation - Not
Important Condition) |applicable - [1d -
n/a - n/al)
EU-EC- 28/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Hyperhidrosis (0d - |COMIRNATY Not reported ICSR
10011741989 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation -
Pruritus (0d - Unknown - [n/a -
Recovered/Resolved |1{DF} -
- Intramuscular])
EU-EC- 28/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female [No Asthenia (n/a - COMIRNATY Not reported ICSR
10011742605 Professional |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Chills (n/a - immunisation - Not
Unknown - ), applicable - [1d -
n/a - n/a])
Dizziness (n/a -
Unknown - Other
Medically Important
Condition),
Dry mouth (n/a -
Unknown - ),
Hyperhidrosis (n/a -
Unknown - )
EU-EC- 26/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Incontinence (n/a - |COMIRNATY Not reported ICSR
10011725334 Healthcare |Economic |available |Years Unknown - Other [TOZINAMERAN] (S
Professional |Area Medically Important |- COVID-19
Condition) immunisation - Not
applicable - [n/a -
.2mL -
Intramuscular])
EU-EC- 26/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Eye irritation (n/a - |COMIRNATY Not reported ICSR
10011725386 Professional |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Area -n/a-nfa-[n/a-
Headache (n/a - n/a-
Unknown - ), Intramuscular])
Pyrexia (n/a -
Unknown - ),
Somnolence (n/a -
Unknown - )
EU-EC- 26/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Bronchospasm (n/a - | COMIRNATY Not reported ICSR
10011725528 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 26/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Erythema (n/a - COMIRNATY Not reported ICSR
10011725827 Professional |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Area -n/a-n/a-[n/a-
Headache (n/a - n/a-
Unknown - ), Intramuscular])
Oedema (n/a -
Unknown - ),
Periorbital oedema
(n/a - Unknown - )
EU-EC- 26/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Arthralgia (n/a - COMIRNATY Not reported ICSR
10011726079 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Chills (n/a - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Decreased appetite
(n/a -
Recovered/Resolved
=)
Fatigue (n/a -
Recovered/Resolved
=)
Headache (n/a -
Recovered/Resolved
=)
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Malaise (n/a -
Recovered/Resolved
=)
Myalgia (n/a -
Recovered/Resolved
=)
Nausea (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
=)
Tachycardia (n/a -
Recovered/Resolved
-)
EU-EC- 26/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Pruritus (10d - COMIRNATY Not reported ICSR
10011726080 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Urticaria (10d - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 26/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Decreased appetite |COMIRNATY Not reported ICSR
10011726094 Professional |Economic |available |Years |Specified - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
-), immunisation - n/a -
[n/a - 1{DF} -
Fatigue (5d - Intramuscular])
Recovered/Resolved
=)
Headache (5d -
Recovered/Resolved
=)
Lymphadenopathy
(5d -
Recovered/Resolved
=)
Pain in extremity (5d
Recovered/Resolved
=)
Pyrexia (5d -
Recovered/Resolved
=)
Somnolence (5d -
Recovered/Resolved
-)
EU-EC- 26/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Arthralgia (4d - COMIRNATY Not reported ICSR
10011726095 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Chills (4d - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
),
Fatigue (4d -
Recovered/Resolved
=)
Headache (4d -
Recovered/Resolved
=)
Hyperhidrosis (4d -
Recovered/Resolved
=)
Injection site
reaction (4d -
Recovered/Resolved
=)
Myalgia (4d -
Recovered/Resolved
=)
Pyrexia (4d -
Recovered/Resolved
=)
Somnolence (4d -
Recovered/Resolved
EU-EC- 26/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Pain in extremity (2d |COMIRNATY Not reported ICSR
10011726096 Professional |Economic |available |Years |Specified - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 26/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Pain in extremity (3d |COMIRNATY Not reported ICSR
10011726097 Professional |Economic |available |Years |Specified - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 26/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Lymphadenopathy COMIRNATY Not reported ICSR
10011726098 Professional |Economic |available |Years |Specified (10d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
-), immunisation - n/a -
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[n/a - 1{DF} -
Pain in extremity Intramuscular])
(10d -
Recovered/Resolved
EU-EC- 26/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female [No Arthralgia (n/a - COMIRNATY Not reported ICSR
10011726099 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area -), - COVID-19
immunisation - n/a -
Chills (n/a - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Decreased appetite
(n/a -
Recovered/Resolved
=)
Fatigue (n/a -
Recovered/Resolved
=)
Injection site
reaction (n/a -
Recovered/Resolved
=)
Malaise (n/a -
Recovered/Resolved
=)
Myalgia (n/a -
Recovered/Resolved
=)
Somnolence (n/a -
Recovered/Resolved
-)
EU-EC- 26/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Amenorrhoea (21d - |COMIRNATY Not reported ICSR
10011726105 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - COVID-19
immunisation - Not
Vomiting (21d - applicable - [n/a -
Recovered/Resolved |1{DF} -
- Intramuscular])
EU-EC- 26/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Arthralgia (5d - COMIRNATY Not reported ICSR
10011726120 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Chills (5d - [n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Fatigue (5d -
Recovered/Resolved
=)
Headache (5d -
Recovered/Resolved
=)
Hyperhidrosis (5d -
Recovered/Resolved
=),
Injection site
reaction (5d -
Recovered/Resolved
=)
Myalgia (5d -
Recovered/Resolved
=)
Pyrexia (5d -
Recovered/Resolved
=)
Somnolence (5d -
Recovered/Resolved
-)
EU-EC- 26/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Abdominal COMIRNATY Not reported ICSR
10011726272 Healthcare |Economic |available |Years |Specified lymphadenopathy [TOZINAMERAN] (S
Professional |Area (n/a - - COVID-19
Recovering/Resolving |immunisation - Not
=) applicable - [n/a -
1{DF} - n/a])
Abdominal pain (n/a
Recovering/Resolving
-)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Erythema (n/a - COMIRNATY Not reported ICSR
10011713371 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Oedema (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} -
-), Intramuscular])
Rash (n/a -
Recovering/Resolving
-)
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Anal haemorrhage ~ |COMIRNATY Not reported ICSR
10011713721 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COvVID-19
Resolved - ), immunisation - n/a -
[n/a - 30ug -
Haemorrhoids Intramuscular])
thrombosed (n/a -
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Not Recovered/Not
Resolved -)
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 3-11  |Child Not No Injection site pain COMIRNATY Not reported ICSR
10011715577 Healthcare |Economic |available |Years Specified (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a-n/a-n/a])
Nausea (0d -
Recovered/Resolved
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Urticaria (n/a - COMIRNATY Not reported ICSR
10011715961 Healthcare |Economic |available |Years |Specified Unknown - ) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Fatigue (2wk - COMIRNATY 10 Not reported ICSR
10011717465 Healthcare |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area - Other Medically CONCENTRATE FOR
Important DISPERSION FOR
Condition), INJECTION
[TOZINAMERAN] (S
Pruritus (2wk - - COVID-19
Recovered/Resolved |immunisation - Not
- Other Medically applicable - [n/a -
Important Condition) |n/a - n/a])
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female [No Dizziness (n/a - COMIRNATY 10 Not reported ICSR
10011717466 Healthcare |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area - Other Medically CONCENTRATE FOR
Important DISPERSION FOR
Condition), INJECTION
[TOZINAMERAN] (S
Fatigue (n/a - - COVID-19
Recovered/Resolved |immunisation - Not
- Other Medically applicable - [n/a -
Important n/a - n/al)
Condition),
Headache (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Pruritus (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Lip swelling (n/a - COMIRNATY Not reported ICSR
10011718473 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - Other - n/a - Not
Medically Important |applicable - [n/a -
Condition), n/a - n/a))
Pruritus (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Swelling face (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female [No Abdominal pain TOZINAMERAN [CETIRIZINE, CETIRIZINE ICSR
10011719476 Professional |European |available |Years |Specified upper (n/a - Not [TOZINAMERAN] (S |DIHYDROCHLORIDE] (C - n/a
Economic Recovered/Not - COVID-19 -n/a-[n/a-n/a-n/a])
Area Resolved - ), immunisation - Not
applicable - [n/a -
Body temperature n/a - n/al)
abnormal (n/a -
Recovering/Resolving
=)
Chest discomfort
(n/a -
Recovering/Resolving
=)
Chills (n/a -
Recovering/Resolving
Dyspnoea (n/a -
Recovering/Resolving
=)
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Flushing (n/a - Not
Recovered/Not
Resolved - ),
Migraine (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity
(n/a -
Recovering/Resolving
=)
Palpitations (n/a -
Recovering/Resolving
=)
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Polymers allergy (n/a
Recovering/Resolving
=)
Still's disease (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Vomiting (n/a -
Recovering/Resolving
EU-EC- 25/02/2022 |Spontaneous |Non Non Not 3-11  |Not Male No Blindness transient | TOZINAMERAN Not reported ICSR
10011719500 Healthcare |European |available |Years |Specified (1h - [TOZINAMERAN] (S
Professional |Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a - n/a])
Deafness transitory
(1h -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011721739 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011722843 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 25/02/2022 | Spontaneous [Non Non Not 3-11  |Not Not No Angina pectoris (n/a |COMIRNATY Not reported ICSR
10011723692 Healthcare |European |available |Years |Specified |Specified - Unknown - Other  |[TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Cardiac disorder (n/a |n/a - n/a])
- Unknown - )
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Lymphadenopathy COMIRNATY Not reported ICSR
10011724437 Professional |Economic |available |Years (n/a - [TOZINAMERAN] (S
Area Recovering/Resolving |- COVID-19
- immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Vaccination site COMIRNATY Not reported ICSR
10011724445 Professional |Economic |available |Years lymphadenopathy [TOZINAMERAN] (S
Area (n/a- - COVID-19
Recovering/Resolving |immunisation - Not
-) applicable - [0d -
n/a - n/al)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Vaccination site COMIRNATY Not reported ICSR
10011724578 Professional |Economic |available |Years lymphadenopathy [TOZINAMERAN] (S
Area (n/a - - COVID-19
Recovering/Resolving |immunisation - Not
- applicable - [0d -
n/a - n/al)
EU-EC- 25/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (n/a - Unknown | COMIRNATY Not reported ICSR
10011724580 Healthcare |Economic |available |Years - Other Medically [TOZINAMERAN] (S
Professional |Area Important Condition) |- n/a - Not
applicable - [1d -
1{DF} - n/al)
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Myopericarditis (n/a - | COMIRNATY Not reported ICSR
10011724659 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation, immunisation - Not
Other Medically applicable - [1d -
Important Condition) |n/a - Intramuscular
- More in ICSR])
EU-EC- 25/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Epilepsy (0d - COMIRNATY AVAMYS 27.5 ICSR
10011724712 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S |MICROGRAMS/SPRAY NASAL
Area - Other Medically - COVID-19 SPRAY SUSPENSION
Important immunisation - Not |[FLUTICASONE FUROATE] (C
Condition), applicable - [n/a- |- Product used for unknown
n/a- indication - Not applicable -
Petit mal epilepsy Intramuscular]) [n/a - n/a - Nasal]),
Recovered/Resolved [DESLORATADINE] (C -
- Other Medically Product used for unknown
Important Condition) indication - Not applicable -
[n/a - n/a - Oral])
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Dermatitis allergic COMIRNATY Not reported ICSR
10011699508 Professional |Economic |available |Years |Specified (2d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
=) immunisation - Not
applicable - [n/a -
Rash maculo-papular |1{DF} -
- Intramuscular])
Recovered/Resolved
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Headache (n/a - COMIRNATY Not reported ICSR
10011699797 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation -
Pyrexia (n/a - Unknown - [n/a -
Recovered/Resolved |1{DF} -
=) Intramuscular])
Vertigo (n/a -
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Recovered/Resolved
-)
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Skin lesion (n/a - COMIRNATY Not reported ICSR
10011700088 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area -) - COVID-19
immunisation - n/a -
[n/a-.2mL-
Intramuscular])
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Influenza (10d - Not |COMIRNATY Not reported ICSR
10011700289 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Tachycardia (43d -
Recovered/Resolved
With Sequelae - )
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Syncope (0d - COMIRNATY Not reported ICSR
10011700298 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Other Medically - Immunisation - n/a
Important Condition) |- [n/a - n/a - n/a])
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Arrhythmia (26d - COMIRNATY Not reported ICSR
10011700301 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation), - [n/a - n/a - n/a])
Fatigue (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Angioedema (67d - |COMIRNATY Not reported ICSR
10011700302 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation), - [n/a - n/a - n/a])
Injection site pain
(67d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (5d - COMIRNATY Not reported ICSR
10011700304 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Influenza like iliness |COMIRNATY Not reported ICSR
10011700312 Healthcare |Economic |available |Years (16d - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - -[n/a-n/a-
Caused/Prolonged Intramuscular])
Hospitalisation),
Pyrexia (16d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Respiratory tract
infection (16d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Facial paresis (n/fa - |COMIRNATY Not reported ICSR
10011700317 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation) - [n/a - n/a - n/a])
EU-EC- 24/02/2022 | Spontaneous [Non European |Not 3-11  |Adolescent |Male No Facial paresis (4d - | COMIRNATY Not reported ICSR
10011700318 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a - n/a - n/a])
Hospitalisation)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Facial paresis (4d -  |COMIRNATY Not reported ICSR
10011700328 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - - Immunisation - n/a
Caused/Prolonged - [n/a - n/a - n/a])
Hospitalisation)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Abdominal pain COMIRNATY Not reported ICSR
10011700330 Healthcare |Economic |available |Years lower (60d - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), -[n/a-n/a-
Intramuscular])
Asthenia (60d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Gastrointestinal pain
(60d - Not
Recovered/Not
Resolved - ),
Headache (60d - Not
Recovered/Not
Resolved - ),
Lymphadenopathy
(61d - Not
Recovered/Not
Resolved - )
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Diarrhoea (n/a - Not |COMIRNATY Not reported ICSR
10011702182 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Rash (n/a - Not COMIRNATY Not reported ICSR
10011702346 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
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Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10011702370 Healthcare |Economic |available |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
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (n/a - Not COMIRNATY Not reported ICSR
10011702391 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 24/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Anaphylactic reaction | TOZINAMERAN Not reported ICSR
10011702515 Professional |European |available |Years |Specified (14min - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/al)
Cough (14min -
Recovered/Resolved
=)
Dyspnoea (14min -
Recovered/Resolved
=)
Respiratory tract
congestion (14min -
Recovered/Resolved
-)
EU-EC- 24/02/2022 |Spontaneous |Non Non Not 3-11  |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10011702649 Healthcare |European |available |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)
Gait disturbance (n/a
- Unknown - Other
Medically Important
Condition),
Pain in extremity
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Nausea (n/a - COMIRNATY Not reported ICSR
10011702725 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), -n/a-nfa-[n/a-
n/a-
Vaccination site Intramuscular])
erythema (n/a -
Recovered/Resolved
=)
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Abdominal pain COMIRNATY 10 Not reported ICSR
10011703067 Healthcare |Economic |available |Years |Specified upper (2h - MICROGRAMS/DOSE
Professional |Area Recovered/Resolved |CONCENTRATE FOR
=) DISPERSION FOR
INJECTION
Diarrhoea (2h - [TOZINAMERAN] (S
Recovered/Resolved |- COVID-19
-), immunisation - Not
applicable - [n/a -
Vomiting (2h - n/a - n/al)
Recovered/Resolved
-)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Abdominal pain COMIRNATY 10 Not reported ICSR
10011703178 Healthcare |Economic |available |Years |Specified upper (24h - MICROGRAMS/DOSE
Professional |Area Recovered/Resolved |CONCENTRATE FOR
=) DISPERSION FOR
INJECTION
Muscular weakness |[TOZINAMERAN] (S
(24h - - COVID-19
Recovered/Resolved |immunisation - Not
-), applicable - [n/a -
n/a - n/al)
Pain in extremity
(24h -
Recovered/Resolved
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Sensory loss (1d - COMIRNATY Not reported ICSR
10011704068 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- COVID-19
Hospitalisation, immunisation - n/a -
Other Medically [n/a - n/a - n/a])
Important Condition)
EU-EC- 24/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Dizziness (0d - COMIRNATY Not reported ICSR
10011704491 Professional |Economic |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- COVID-19
Condition), immunisation - n/a -
[n/a-n/a-
Loss of Intramuscular])
consciousness (5s -
Recovered/Resolved
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- Other Medically
Important
Condition),
Vomiting (0d -
Unknown - Other
Medically Important
Condition)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Guillain-Barre COMIRNATY Not reported ICSR
10011706823 Healthcare |Economic |available |Years syndrome (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - - Immunisation - n/a
Caused/Prolonged - [n/a - 2{DF} -
Hospitalisation) n/al)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Lymphadenopathy =~ |COMIRNATY Not reported ICSR
10011707754 Healthcare |Economic |available |Years (21d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a-n/a-n/a])
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female [No Dizziness (n/a - COMIRNATY 10 Not reported ICSR
10011708030 Professional |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Area =) CONCENTRATE FOR
DISPERSION FOR
Pityriasis rosea (n/a - |INJECTION
Recovered/Resolved |[TOZINAMERAN] (S
-) - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 24/02/2022 | Spontaneous [Non Non Not 3-11  |Not Male No Appendicitis (n/fa - | TOZINAMERAN Not reported ICSR
10011708787 Healthcare |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d -
Important Condition) |n/a - n/a])
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Fatigue (n/a - COMIRNATY 10 Not reported ICSR
10011709867 Healthcare |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area -), CONCENTRATE FOR
DISPERSION FOR
Headache (n/a - INJECTION
Recovered/Resolved |[TOZINAMERAN] (S
=) - COVID-19
immunisation - Not
Syncope (n/a - applicable - [n/a -
Recovered/Resolved |n/a - n/a])
EU-EC- 24/02/2022 |Spontaneous |Non Non Not 3-11  |Not Female |No Type 1 diabetes COMIRNATY Not reported ICSR
10011710432 Healthcare |European |available |Years |Specified mellitus (n/a - Not [TOZINAMERAN] (S
Professional |Economic Recovered/Not - COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition) n/a-
Intramuscular])
EU-EC- 24/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Angioedema (n/a - |COMIRNATY Not reported ICSR
10011711591 Professional |Economic |available |Years Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - Not
Condition), applicable - [56d -
1{DF} -
Urticaria (n/a - Not | Intramuscular])
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 24/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Application site pain  |COMIRNATY Not reported ICSR
10011712382 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- n/a-n/a-[n/a-
=) n/a - n/al)
Application site
reaction (n/a -
Recovered/Resolved
=)
Fatigue (n/a -
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female [No Polymenorrhoea (n/a |COMIRNATY Not reported ICSR
10011686656 Healthcare |Economic |available |Years |Specified - Unknown - ) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10011687073 Healthcare |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Nausea (n/a - immunisation - n/a -
Unknown - ), [n/a - 1{DF} -
Intramuscular])
Vomiting (n/a -
Unknown - )
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Abdominal pain (6d - | COMIRNATY Not reported ICSR
10011687137 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Decreased appetite |[n/a -n/a -
- Intramuscular])
Recovered/Resolved
=)
Eyelid oedema (6d -
Recovered/Resolved
=)
Headache (6d -
Recovered/Resolved
=)
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Injection site pain
(6d -
Recovered/Resolved
=)
Pyrexia (6d -
Recovered/Resolved
=)
Vomiting (6d -
Recovered/Resolved
-)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Rash (5d - COMIRNATY KEPPRA 750 MG FILM- ICSR
10011687293 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S |COATED TABLETS
Area =) - COVID-19 [LEVETIRACETAM] (C -
immunisation - n/a - |Epilepsy - n/a - [n/a - n/a -
Vasculitic rash (5d - |[n/a - .2mL - n/al)
Recovered/Resolved |Intramuscular])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Increased insulin COMIRNATY Not reported ICSR
10011689149 Healthcare |Economic |available |Years requirement (n/a - |[TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- Other Medically immunisation - n/a -
Important Condition) |[n/a - 1{DF} - n/a])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Arthralgia (10d - COMIRNATY Not reported ICSR
10011689474 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Peripheral swelling  |COMIRNATY 10 Not reported ICSR
10011689552 Healthcare |Economic |available |Years |Specified (n/a - Not MICROGRAMS/DOSE
Professional |Area Recovered/Not CONCENTRATE FOR
Resolved - DISPERSION FOR
Caused/Prolonged INJECTION
Hospitalisation, [TOZINAMERAN] (S
Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Rash (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Serum sickness (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Headache (n/a - COMIRNATY 10 Not reported ICSR
10011690338 Healthcare |Economic |available |Years Recovering/Resolving | MICROGRAMS/DOSE
Professional |Area -), CONCENTRATE FOR
DISPERSION FOR
Injection site INJECTION COVID-
erythema (n/a - 19 MRNA VACCINE
Recovering/Resolving | (NUCLEOSIDE
=) MODIFIED)
[TOZINAMERAN] (S
Myalgia (n/a - - COVID-19
Recovering/Resolving |immunisation - Not
-), applicable - [n/a -
n/a - n/al)
Pyrexia (n/a -
Recovering/Resolving
=)
Vaccination site pain
(n/a -
Recovering/Resolving
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Rash (1d - COMIRNATY Not reported ICSR
10011690446 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 23/02/2022 | Spontaneous [Non European |Not 3-11  |Child Male No Cough (n/a - Not COMIRNATY Not reported ICSR
10011690452 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Dyspnoea (n/a -
Recovering/Resolving
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Increased insulin COMIRNATY Not reported ICSR
10011690688 Healthcare |Economic |available |Years requirement (2.5wk - |[TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- Other Medically immunisation - n/a -
Important Condition) |[n/a - 1{DF} - n/a])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Vomiting (1h - COMIRNATY 10 Not reported ICSR
10011690784 Healthcare |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area -) CONCENTRATE FOR
DISPERSION FOR
INJECTION
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Axillary pain (n/a- |COMIRNATY Not reported ICSR
10011690920 Healthcare |Economic |available |Years Unknown - [TOZINAMERAN] (S
Professional |Area Disabling) - COVID-19
immunisation -
Unknown - [n/a -
.2mL -
Intramuscular])
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EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Rash (15min - COMIRNATY 10 Not reported ICSR
10011691146 Professional |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Area -) CONCENTRATE FOR
DISPERSION FOR
INJECTION
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
.2mL - n/a])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Rash (n/a - Unknown | COMIRNATY 10 Not reported ICSR
10011692047 Professional |Economic |available |Years |Specified - MICROGRAMS/DOSE
Area CONCENTRATE FOR
DISPERSION FOR
INJECTION
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
.2mL - n/a])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Chest pain (2d - COMIRNATY Not reported ICSR
10011692200 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- Immunisation - n/a
Hospitalisation), - [n/a - 2{DF} -
n/a])
Headache (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Paraesthesia (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011693478 Professional |Economic |available |Years - [TOZINAMERAN] (S
Area Recovering/Resolving |- COVID-19
- Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [5s -
1{DF} -
Chills (n/a - Intramuscular -
Recovering/Resolving |More in ICSR])
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Loss of COMIRNATY Not reported ICSR
10011694403 Healthcare |Economic |available |Years consciousness (n/a - |[TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- Other Medically immunisation - n/a -
Important Condition) |[n/a - n/a -
Intramuscular])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Rash maculo-papular | COMIRNATY Not reported ICSR
10011694694 Professional |Economic |available |Years (10d - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Chest pain (5d - COMIRNATY Not reported ICSR
10011694747 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Malaise (45min - COMIRNATY Not reported ICSR
10011694809 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [1d -
.25{DF} -
Intramuscular])
EU-EC- 23/02/2022 | Spontaneous [Non European |Not 3-11  |Child Female |No Nausea (0d - COMIRNATY Not reported ICSR
10011695316 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Vomiting (0d -
Recovered/Resolved
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011695426 Healthcare |Economic |available |Years (0od - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female [No Deafness (n/a - Not |COMIRNATY Not reported ICSR
10011695950 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Other - COVID-19
Medically Important |immunisation - Not
Condition) applicable - [1d -
n/a-
Intramuscular])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Fatigue (n/a - Not ~ |COMIRNATY Not reported ICSR
10011696132 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain
(n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 20/58



30.11.2022 03.34

Run Line Listing Report

Recovering/Resolving
=)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011696511 Healthcare |Economic |available |Years |Specified - Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Diarrhoea (n/a - immunisation - Not
Unknown - ), applicable - [1d -
n/a-
Flatulence (n/a - Intramuscular])
Unknown - )
EU-EC- 23/02/2022 |Spontaneous [Non Non Not 3-11  |Not Female |No COVID-19 (n/a - COMIRNATY [A/HONG KONG/4801/2014 |ICSR
10011696520 Healthcare |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S |(H3N2)-LIKE STRAIN
Professional |Economic Medically Important |- COVID-19 (A/HONG KONG/4801/2014,
Area Condition), immunisation - Not |X-263B),
applicable - [n/a - B/BRISBANE/60/2008-LIKE
Drug ineffective (n/a |n/a - n/al) STRAIN
- Unknown - Other (B/BRISBANE/60/2008, WILD
Medically Important TYPE), A/CALIFORNIA/7/2009
Condition), (H1N1)PDMO09-DERIVED
STRAIN USED (NYMC X-181),
Erythema (n/a - A/HONG KONG/4801/2014
Unknown - ), (H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014,
Product administered X-263B),
at inappropriate site B/BRISBANE/60/2008-LIKE
(n/a - Unknown - ), STRAIN
(B/BRISBANE/60/2008, WILD
Pruritus (n/a - TYPE), A/MICHIGAN/45/2015
Unknown - ), (H1N1)PDMO9-LIKE STRAIN
(A/SINGAPORE/GP1908/2015,
Swelling face (n/a - IVR-180), INFLUENZA
Unknown - ), VACCINE] (C - Immunisation -
n/a-[1d - n/a - n/a]),
Urticaria (n/a -
Unknown -) [HUMAN PAPILLOMAVIRUS
VACCINE] (C - Immunisation -
n/a-[1d - n/a - n/a]),
[INSULIN, INSULIN HUMAN]
(C-n/a-n/a-[nfa-n/a-
n/a)),
[MENINGOCOCCAL VACCINE]
(C - Immunisation - n/a - [1d
- n/a-n/aj)
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Epistaxis (n/a - COMIRNATY Not reported ICSR
10011697167 Healthcare |Economic |available |Years |Specified Unknown - ) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Pruritus (n/a - COMIRNATY Not reported ICSR
10011697172 Healthcare |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Rash erythematous |- [n/a - n/a -
(2d - Intramuscular])
Recovered/Resolved
-)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Pyrexia (4d - COMIRNATY Not reported ICSR
10011697743 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Vomiting (4d - applicable - [1d -
Recovered/Resolved |1{DF} - n/a])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Lymphadenopathy =~ |COMIRNATY Not reported ICSR
10011697760 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COvVID-19
Resolved - ), immunisation - Not
applicable - [1d -
Puncture site pain 1{DF} - n/al)
(n/a - Not
Recovered/Not
Resolved -)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Lymphadenopathy COMIRNATY Not reported ICSR
10011697763 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 23/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Lymphadenopathy COMIRNATY Not reported ICSR
10011697766 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
- immunisation - Drug
withdrawn - [1d -
n/a - Intramuscular
- More in ICSR])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Abdominal pain (2d - |[COMIRNATY Not reported ICSR
10011697771 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Diarrhoea (2d - applicable - [1d -
Recovered/Resolved |1{DF} - n/a])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011697775 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
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immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10011697793 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - Drug
Condition), withdrawn - [1d -
.2mL -
Presyncope (1d - Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
Seizure (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Lymphadenopathy =~ |COMIRNATY Not reported ICSR
10011697871 Professional |Economic |available |Years (n/a- [TOZINAMERAN] (S
Area Recovering/Resolving |- COVID-19
-), immunisation - Not
applicable - [1d -
Pyrexia (n/a - 1{DF} - Unknown])
Recovering/Resolving
Vaccination site pain
(n/a -
Recovering/Resolving
-)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Facial paresis (n/fa - |COMIRNATY Not reported ICSR
10011697976 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation) immunisation -
Unknown - [n/a -
1{DF} -
Intramuscular])
EU-EC- 23/02/2022 | Spontaneous |[Non European |Not 3-11  |Child Male No Loss of COMIRNATY Not reported ICSR
10011697993 Healthcare |Economic |available |Years consciousness (0d - |[TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
- Caused/Prolonged |immunisation - Not
Hospitalisation), applicable - [n/a -
1{DF} - n/a])
Seizure (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 23/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male Yes |COVID-19 (n/a - COMIRNATY Not reported ICSR
10011698015 Professional |Economic |available |Years Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
.3mg -
Intramuscular])
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Swelling (n/a - COMIRNATY Not reported ICSR
10011672590 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - -n/a-n/a-[n/a-
n/a-
Intramuscular])
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Arthralgia (n/a - COMIRNATY Not reported ICSR
10011672632 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area -), - COVID-19
immunisation - n/a -
Asthenia (n/a - [n/a-.2mL -
Recovering/Resolving | Intramuscular])
=)
Headache (n/a -
Recovering/Resolving
=)
Injection site pain
(n/a -
Recovering/Resolving
=
Paraesthesia (n/a -
Recovering/Resolving
=)
Urticaria (n/a -
Recovering/Resolving
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Asthenia (9d - COMIRNATY Not reported ICSR
10011672774 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important immunisation - n/a -
Condition), [n/a-.2mL -
Intramuscular])
Chest pain (9d -
Recovered/Resolved
- Other Medically
Important
Condition),
Dyspnoea (9d -
Recovered/Resolved
- Other Medically
Important
Condition),
Headache (9d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Abdominal pain (7d - |[COMIRNATY Not reported ICSR
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10011672858 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Asthenia (7d - [n/a-.2mL -
Recovered/Resolved |Intramuscular])
Decreased appetite
Recovered/Resolved
=)
Diarrhoea (7d -
Recovered/Resolved
=)
Flatulence (7d -
Recovered/Resolved
=)
Somnolence (7d -
Recovered/Resolved
=),
Vomiting (7d -
Recovered/Resolved
-)
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Pyrexia (n/a - COMIRNATY Not reported ICSR
10011673196 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - COVID-19
immunisation - Not
Rash (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} -
-), Intramuscular])
Vomiting (n/a -
Recovering/Resolving
-)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011673320 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - n/a -
Condition) [n/a-.2mL -
Intramuscular])
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Conjunctival COMIRNATY Not reported ICSR
10011673321 Professional |Economic |available |Years |Specified haemorrhage (4d - |[TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- Caused/Prolonged |immunisation - n/a -
Hospitalisation), [n/a-.2mL -
Intramuscular])
Contusion (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Restlessness (2d - |COMIRNATY Not reported ICSR
10011673346 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Vaccination site pain |[n/a - .2mL -
(2d - Intramuscular])
Recovered/Resolved
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Headache (1d - COMIRNATY Not reported ICSR
10011673347 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Vaccination site pain |[n/a - .2mL -
(1d - Intramuscular])
Recovered/Resolved
-)
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Abdominal pain COMIRNATY 10 Not reported ICSR
10011674873 Healthcare |Economic |available |Years upper (n/a - MICROGRAMS/DOSE
Professional |Area Recovering/Resolving | CONCENTRATE FOR
=) DISPERSION FOR
INJECTION COVID-
Chest pain (n/a - 19 MRNA VACCINE
Recovering/Resolving | (NUCLEOSIDE
- MODIFIED)
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011675269 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) -n/fa-nf/a-[1d-
n/a-
Vaccination failure Intramuscular])
(n/a -
Recovered/Resolved
-)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Lethargy (n/a - COMIRNATY Not reported ICSR
10011675439 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Pallor (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a - n/al)
Syncope (n/a -
Unknown - Other
Medically Important
Condition),
Tremor (n/a -
Unknown - )
EU-EC- 22/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10011675561 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Pallor (n/a - immunisation - Not
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Unknown - ), applicable - [n/a -
n/a - n/a))
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011676359 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Gianotti-Crosti COMIRNATY Not reported ICSR
10011676505 Professional |Economic |available |Years syndrome (n/a - Not |[TOZINAMERAN] (S
Area Recovered/Not -nfa-nfa-[1id-
Resolved - ), n/a-
Intramuscular])
Rash papular (n/a -
Not Recovered/Not
Resolved -)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Acute generalised COMIRNATY Not reported ICSR
10011676875 Professional |Economic |available |Years |Specified exanthematous [TOZINAMERAN] (S
Area pustulosis (1d - -n/a-n/a-[n/a-
Recovered/Resolved |n/a - n/a])
- Other Medically
Important Condition)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Immune COMIRNATY Not reported ICSR
10011677859 Professional |Economic |available |Years |Specified thrombocytopenia [TOZINAMERAN] (S
Area (n/a - Not - COVID-19
Recovered/Not immunisation - Not
Resolved - applicable - [n/a -
Caused/Prolonged n/a - n/al)
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Chills (12h - COMIRNATY 10 Not reported ICSR
10011677997 Healthcare |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area -), CONCENTRATE FOR
DISPERSION FOR
Fatigue (12h - INJECTION
Recovered/Resolved |[TOZINAMERAN] (S
=) - COVID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovered/Resolved |10ug - n/a])
=)
Headache (12h -
Recovered/Resolved
=)
Nausea (12h -
Recovered/Resolved
=)
Pyrexia (12h -
Recovered/Resolved
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011678089 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a-n/a-n/a])
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Fatigue (2d - COMIRNATY Not reported ICSR
10011678104 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Pyrexia (2d -
Recovered/Resolved
=)
Vomiting (1d -
Recovered/Resolved
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10011678532 Healthcare |Economic |available |Years |Specified Recovered/Resolved |CONCENTRATE FOR
Professional |Area =) DISPERSION FOR
INJECTION
Body temperature [TOZINAMERAN] (S
increased (n/a - - COVID-19
Recovered/Resolved |immunisation - Not
=) applicable - [n/a -
n/a-
Injection site pain Intramuscular])
(n/a -
Recovered/Resolved
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Body temperature COMIRNATY NOT AVAILABLE (C - n/a - ICSR
10011678940 Professional |Economic |available |Years |Specified decreased (n/a - [TOZINAMERAN] (S |Dose not changed - ),
Area Recovered/Resolved |- Immunisation -
=) Unknown - [n/a - [SODIUM VALPROATE] (C -
.2mL - n/a - Dose not changed - )
Bradycardia (n/a - Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
Hypotension (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Pallor (n/a -
Recovered/Resolved
=)
Peripheral coldness
(n/a -
Recovered/Resolved
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=)
Poor peripheral
circulation (n/a -
Recovered/Resolved
EU-EC- 22/02/2022 |Spontaneous [Non European |Not 3-11  |Child Male No Headache (0d - COMIRNATY Not reported ICSR
10011679012 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =), - Immunisation - n/a
- [n/a - n/a - n/a])
Pyrexia (1d -
Recovered/Resolved
-)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Haematoma (n/a- |COMIRNATY Not reported ICSR
10011679728 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Immune n/a - n/al)
thrombocytopenia
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Petechiae (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Menarche (n/a - COMIRNATY Not reported ICSR
10011680346 Healthcare |Economic |available |Years |Specified Unknown - ) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Headache (n/a - COMIRNATY [IBUPROFEN, IBUPROFEN ICSR
10011680466 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S |LYSINE, IBUPROFEN
Professional |Area - Disabling), - COVID-19 SODIUM] (C - n/a - Unknown
immunisation - Not |- [n/a - n/a - n/a])
Migraine (n/a - applicable - [n/a -
Recovering/Resolving |n/a - n/al)
- Disabling)
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Lymphadenopathy COMIRNATY Not reported ICSR
10011680875 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 22/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female [No Lymphadenopathy COMIRNATY Not reported ICSR
10011680923 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
- - [n/a-n/a-n/a])
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Abdominal pain COMIRNATY 10 Not reported ICSR
10011681157 Healthcare |Economic |available |Years |Specified upper (4h - MICROGRAMS/DOSE
Professional |Area Recovered/Resolved |CONCENTRATE FOR
- Other Medically DISPERSION FOR
Important INJECTION
Condition), [TOZINAMERAN] (S
- COVID-19
Chest discomfort (4h |immunisation - Not
- applicable - [n/a -
Recovered/Resolved |n/a - n/a])
- Other Medically
Important
Condition),
Chills (4h -
Recovered/Resolved
- Other Medically
Important
Condition),
Dizziness (4h -
Recovered/Resolved
- Other Medically
Important
Condition),
Dyspnoea (4h -
Recovered/Resolved
- Other Medically
Important
Condition),
Malaise (4h -
Recovered/Resolved
- Other Medically
Important
Condition),
Palpitations (4h -
Recovered/Resolved
- Other Medically
Important
Condition),
Photophobia (4h -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011681612 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [1d -
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Drug ineffective (n/a |n/a -
- Intramuscular])
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Angioedema (n/a- |COMIRNATY Not reported ICSR
10011681903 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Eczema (n/a - Not ~ |COMIRNATY Not reported ICSR
10011682000 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Vomiting (0d - COMIRNATY Not reported ICSR
10011682172 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 22/02/2022 |Spontaneous |Non Non Not 3-11  |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011682659 Healthcare |European |available |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/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 22/02/2022 |Spontaneous [Non Non Not 3-11  |Not Female |No Pyrexia (n/a - TOZINAMERAN Not reported ICSR
10011682712 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 22/02/2022 |Spontaneous |Non Non Not 3-11  |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011682718 Healthcare |European |available |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/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Cough (n/a - Not COMIRNATY Not reported ICSR
10011684143 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Nephrotic syndrome |applicable - [n/a -
(n/a - Not n/a-
Recovered/Not Intramuscular])
Resolved - Other
Medically Important
Condition),
Oedema (n/a - Not
Recovered/Not
Resolved - ),
Periorbital oedema
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Diarrhoea (n/a - Not |COMIRNATY Not reported ICSR
10011684334 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Drug
withdrawn - [1d -
n/a-
Intramuscular])
EU-EC- 22/02/2022 | Spontaneous [Non Non Not 3-11  |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011684759 Healthcare |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Vaccination failure
(n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Bell's palsy (n/a - COMIRNATY Not reported ICSR
10011685080 Professional |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - Not
Condition) applicable - [1d -
n/a - n/al)
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Tic (n/a - Not COMIRNATY Not reported ICSR
10011685099 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - Other - COVID-19
Medically Important |immunisation - Not
Condition) applicable - [1d -
.2mL -
Intramuscular])
EU-EC- 22/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (16d - COMIRNATY Not reported ICSR
10011685575 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 22/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Abdominal pain (n/fa |COMIRNATY Not reported ICSR
10011685646 Professional |Economic |available |Years - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
=) immunisation - Not
applicable - [n/a -
Headache (10h - .3mg - n/a])
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Recovered/Resolved
- Other Medically
Important
Condition),

Malaise (16h -
Recovered/Resolved
- Other Medically
Important
Condition),

Nausea (10h -
Recovered/Resolved
- Other Medically
Important
Condition),

Vomiting (10h -
Recovered/Resolved
- Other Medically
Important Condition)

EU-EC-
10011685720

22/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Child

Male

No

Pyrexia (1d -
Recovered/Resolved

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

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

Not reported

—
192
0

EU-EC-
10011660095

21/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

No

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

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

Not reported

—
(%]
0

EU-EC-
10011660382

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

No

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

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

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

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

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

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

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

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

Product administered
to patient of
inappropriate age
(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

ICSR

EU-EC-
10011660590

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

3-11
Years

Not
Specified

Male

No

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

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

Crying (n/a -

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

Not reported

—
(%]
|0
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Recovering/Resolving
=)
Facial discomfort
(n/a -
Recovering/Resolving
=l
Intentional self-injury
(n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Screaming (n/a -
Recovering/Resolving
-)
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Rash (n/a - Unknown | COMIRNATY Not reported ICSR
10011660667 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Not No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011660671 Professional |European |available |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- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Malaise (n/a - COMIRNATY Not reported ICSR
10011661033 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] (S
Professional |Area -n/a-n/a-[n/a-
Vomiting (n/a - n/a - n/al)
Unknown - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Hyperhidrosis (n/a - |COMIRNATY Not reported ICSR
10011661040 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) -n/a-nf/a-[1id-
n/a - n/al)
Pyrexia (n/a -
Recovered/Resolved
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10011661435 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic -), - COVID-19
Area immunisation - Not
Feeling hot (n/a - applicable - [1d -
Recovered/Resolved |n/a - n/al)
=)
Nausea (n/a -
Recovered/Resolved
=)
Seizure (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Chest discomfort COMIRNATY Not reported ICSR
10011661442 Professional |European |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Economic Recovered/Not - COvVID-19
Area Resolved - ), immunisation - Not
applicable - [n/a -
Chest pain (n/a - Not |n/a - n/a])
Recovered/Not
Resolved - ),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Palpitations (n/a -
Not Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Tachycardia (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10011661468 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Extensive swelling of
vaccinated limb (n/a
- Not Recovered/Not
Resolved - Other
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Medically Important
Condition),

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

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

EU-EC-
10011661485

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Male

No

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

Dyspnoea (n/a -
Unknown - )

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

Not reported

—
(%]
0

EU-EC-
10011661500

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

No

Anxiety (n/a -
Unknown - ),

Pallor (n/a -
Unknown - ),

Presyncope (n/a -
Unknown - ),

Tachycardia (n/a -
Unknown - ),

Throat irritation (n/a
- Unknown - ),

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

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

Vomiting (n/a -
Unknown - )

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

Not reported

=
(%]
0

EU-EC-
10011661508

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

No

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

Urticaria (n/a -
Unknown - )

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

Not reported

—
1%}
0

EU-EC-
10011661509

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

No

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

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

Not reported

—
(%]
0

EU-EC-
10011661512

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

Not reported

—
(9]
0

EU-EC-
10011661535

21/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

3-11
Years

Not
Specified

Male

No

Diarrhoea (n/a -
Recovering/Resolving
=)

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

Headache (n/a -
Recovering/Resolving

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

Not reported

—
{92}
0
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=)
Lethargy (n/a -
Recovering/Resolving
=)
Pallor (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
=)
Rash erythematous
(n/a -
Recovering/Resolving
=)
Tongue dry (n/a -
Recovering/Resolving
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female [No Enterocolitis (n/a - |COMIRNATY Not reported ICSR
10011661541 Professional |European |available |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)
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Loss of COMIRNATY Not reported ICSR
10011661546 Professional |European |available |Years |Specified consciousness (n/a - |[TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [1d -
Condition), n/a - n/al)
Nausea (n/a -
Recovered/Resolved
=)
Pallor (n/a -
Recovered/Resolved
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011661600 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic =) - COVID-19
Area immunisation - Not
Electrocardiogram ST |applicable - [1d -
segment elevation n/a - n/al)
(n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 21/02/2022 |Spontaneous |Non Non Not 3-11  |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011661612 Healthcare |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Nasopharyngitis (n/a |n/a - n/a - More in
- Unknown - ), ICSR])
Pyrexia (n/a -
Unknown - ),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Pruritus (n/a - Not ~ |COMIRNATY Not reported ICSR
10011662108 Healthcare |Economic |available |Years Recovered/Not CONCENTRATE FOR
Professional |Area Resolved - ), DISPERSION FOR
INJECTION COVID-
Rash (n/a - Not 19 MRNA VACCINE
Recovered/Not (NUCLEOSIDE
Resolved - ) MODIFIED)
[TOZINAMERAN] (S
- COVID-19
immunisation -
Unknown - [n/a -
n/a - n/a])
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Pain in extremity COMIRNATY COVID- |Not reported ICSR
10011662221 Healthcare |Economic |available |Years (n/a - 19 MRNA VACCINE
Professional |Area Recovering/Resolving | (NUCLEOSIDE
=) MODIFIED)
CONCENTRATE FOR
Petechiae (n/a - DISPERSION FOR
Recovering/Resolving | INJECTION 10
=) MICROGRAMS/DOSE
[TOZINAMERAN] (S
Rash (n/a - -n/a-n/a-[n/a-
Recovering/Resolving |n/a -
=) Intramuscular])
Vomiting (n/a -
Recovering/Resolving
-)
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011662302 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Vomiting (n/a -
Recovered/Resolved
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Chest pain (n/a - Not | COMIRNATY Not reported ICSR
10011662307 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
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Pericarditis (n/a - applicable - [1d -
Not Recovered/Not  |n/a - n/a])
Resolved - Other
Medically Important
Condition)
EU-EC- 21/02/2022 |Spontaneous |Non Non Not 3-11  |Not Male No Nausea (n/a - COMIRNATY Not reported ICSR
10011662439 Healthcare |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Urticaria (n/a - n/a - n/al)
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vertigo (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Angioedema (n/a- |COMIRNATY Not reported ICSR
10011662441 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Fatigue (1d - COMIRNATY Not reported ICSR
10011662551 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Limb discomfort (0d
Recovered/Resolved
=)
Pyrexia (1d -
Recovering/Resolving
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Rash (2d - COMIRNATY Not reported ICSR
10011662554 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 21/02/2022 | Spontaneous [Non European |Not 3-11  |Child Female |No Headache (0d - COMIRNATY Not reported ICSR
10011662573 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Headache (n/a -
Unknown - ),
Injection site pain
1d -
Recovered/Resolved
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011662586 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a-n/a-n/a])
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011662588 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - n/a])
Injection site
swelling (1d -
Recovered/Resolved
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011662595 Healthcare |Economic |available |Years (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
-) - [n/a - n/a - n/a])
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (1d - COMIRNATY Not reported ICSR
10011662604 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 21/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Male No Nausea (n/a - COMIRNATY Not reported ICSR
10011662957 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic -), - COVID-19
Area immunisation - Not
Syncope (n/a - applicable - [n/a -
Recovered/Resolved |n/a - n/a])
- Other Medically
Important
Condition),
Tremor (n/a -
Recovered/Resolved
EU-EC- 21/02/2022 | Spontaneous |[Non European |Not 3-11  |Child Male No Fatigue (1d - COMIRNATY Not reported ICSR
10011663503 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
(1d -
Recovered/Resolved
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Diarrhoea (n/a - Not |COMIRNATY NOT AVAILABLE (C - n/a - n/a |ICSR
10011663944 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S |- [n/a - n/a - n/a])
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Nausea (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} - n/a])
=)
Pyrexia (n/a -
Recovering/Resolving
=)
Vomiting (n/a -
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Recovered/Resolved
-)
EU-EC- 21/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Fatigue (n/a - Not COMIRNATY 10 Not reported ICSR
10011664492 Professional |Economic |available |Years |Specified Recovered/Not MICROGRAMS/DOSE
Area Resolved - ), CONCENTRATE FOR
DISPERSION FOR
Headache (n/a - Not |INJECTION
Recovered/Not [TOZINAMERAN] (S
Resolved - ), - COVID-19
immunisation - Not
Nausea (n/a - Not applicable - [n/a -
Recovered/Not n/a - n/al)
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Epistaxis (n/a - COMIRNATY 10 Not reported ICSR
10011665450 Healthcare |Economic |available |Years Recovering/Resolving | MICROGRAMS/DOSE
Professional |Area =), CONCENTRATE FOR
DISPERSION FOR
Headache (n/a - INJECTION COVID-
Recovering/Resolving | 19 MRNA VACCINE
=) (NUCLEOSIDE
MODIFIED)
Malaise (n/a - [TOZINAMERAN] (S
Recovering/Resolving |- COVID-19
-), immunisation - Not
applicable - [n/a -
Pyrexia (n/a - n/a - n/al)
Recovering/Resolving
-)
EU-EC- 21/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Livedo reticularis COMIRNATY 10 Not reported ICSR
10011665610 Professional |Economic |available |Years |Specified (n/a - Not MICROGRAMS/DOSE
Area Recovered/Not CONCENTRATE FOR
Resolved - Other DISPERSION FOR
Medically Important |INJECTION
Condition), [TOZINAMERAN] (S
- COVID-19
Rash papular (n/a - |immunisation - Not
Not Recovered/Not |applicable - [n/a -
Resolved - Other .2mL - n/a - More in
Medically Important |ICSR])
Condition),
Rash pruritic (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Urticaria (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Circulatory collapse | COMIRNATY Not reported ICSR
10011665893 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- Other Medically - [n/a - 1{DF} -
Important n/al)
Condition),
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (n/a -
Recovered/Resolved
EU-EC- 21/02/2022 |Spontaneous |Non Non Not 3-11  |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011666266 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition),
Nasal congestion
(n/a - Unknown - )
EU-EC- 21/02/2022 | Spontaneous |[Non Non Not 3-11  |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011666298 Healthcare |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Feeling abnormal n/a - n/al)
(n/a - Unknown - ),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 21/02/2022 |Spontaneous |Non Non Not 3-11  |Not Male No COVID-19 (n/a - Not | TOZINAMERAN Not reported ICSR
10011666309 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Economic Resolved - Other - COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Fatigue (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
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Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Rhinorrhoea (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Vaccination failure
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 21/02/2022 |Spontaneous |Non Non Not 3-11  |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011666357 Healthcare |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - Intramuscular
Drug ineffective (n/a |- More in ICSR])
- Unknown - Other
Medically Important
Condition)
EU-EC- 21/02/2022 |Spontaneous |Non Non Not 3-11  |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011666432 Healthcare |European |available |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/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 21/02/2022 |Spontaneous |Non Non Not 3-11  |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011666456 Healthcare |European |available |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- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Arrhythmia (n/a - COMIRNATY Not reported ICSR
10011666543 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Carditis (n/a - n/a - n/al)
Unknown - Other
Medically Important
Condition),
Chest discomfort
(n/a - Unknown - ),
Chest pain (n/a -
Unknown - ),
Heart rate irregular
(n/a - Unknown - ),
Lethargy (n/a -
Unknown - ),
Malaise (n/a -
Unknown - )
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Abdominal pain (nfa |COMIRNATY Not reported ICSR
10011666556 Professional |European |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Appendicitis (n/a - | applicable - [n/a -
Not Recovered/Not |n/a - n/a])
Resolved - Other
Medically Important
Condition),
Vomiting (n/a - Not
Recovered/Not
Resolved -)
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female [No Inflammatory marker | COMIRNATY Not reported ICSR
10011666570 Professional |European |available |Years |Specified increased (n/a - [TOZINAMERAN] (S
Economic Unknown - ), - COVID-19
Area immunisation - Not
Pneumonia (n/a - applicable - [n/a -
Unknown - Other n/a - n/al)
Medically Important
Condition),
Pyrexia (n/a -
Unknown - )
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10011666575 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic -), - COVID-19
Area immunisation - Not
Syncope (n/a - applicable - [1d -
Recovering/Resolving |n/a - n/al)
- Other Medically
Important Condition)
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Appendicitis (n/fa -  |COMIRNATY Not reported ICSR
10011666583 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition),
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applicable - [1d -
Oropharyngeal pain |n/a - n/a])
(n/a -
Recovering/Resolving
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Hyperhidrosis (n/a - |COMIRNATY Not reported ICSR
10011666623 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Pallor (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a - n/al)
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 21/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Pain in extremity (1d |COMIRNATY Not reported ICSR
10011666703 Professional |Economic |available |Years |Specified - Unknown - Other  |[TOZINAMERAN] (S
Area Medically Important |- Immunisation - n/a
Condition), -[n/a-n/a-
Intramuscular])
Syncope (1d -
Unknown - Other
Medically Important
Condition)
EU-EC- 21/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female [No Erythema multiforme | COMIRNATY Not reported ICSR
10011669117 Professional |European |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Economic Recovered/Not - COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [n/a -
Condition) n/a - n/al)
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Fatigue (24h - COMIRNATY 10 Not reported ICSR
10011669258 Healthcare |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area -), CONCENTRATE FOR
DISPERSION FOR
Headache (24h - INJECTION
Recovered/Resolved |[TOZINAMERAN] (S
=) - COVID-19
immunisation - Not
Malaise (24h - applicable - [n/a -
Recovered/Resolved |n/a - n/a])
=)
Menarche (n/a -
Recovered/Resolved
=)
Pain (24h -
Recovered/Resolved
=)
Pyrexia (24h -
Recovered/Resolved
=)
Somnolence (24h -
Recovered/Resolved
EU-EC- 21/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011669767 Professional |European |available |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
- Unknown - Other
Medically Important
Condition)
EU-EC- 21/02/2022 | Spontaneous [Non Non Not 3-11  |Not Female |No Poisoning (n/a - Not |COMIRNATY Not reported ICSR
10011669775 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Economic Resolved - Other - COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Pruritus (2h -
Recovered/Resolved
- Other Medically
Important
Condition),
Rash (50h -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Asthenia (27h - COMIRNATY 10 Not reported ICSR
10011670150 Healthcare |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area - Other Medically CONCENTRATE FOR
Important DISPERSION FOR
Condition), INJECTION
[TOZINAMERAN] (S
Hyperhidrosis (27h - |- COVID-19
Recovered/Resolved |immunisation - Not
- Other Medically applicable - [n/a -
Important 10ug - n/a - More in
Condition), ICSR])
Nausea (27h -
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (27h -
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (27h -
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Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Chills (1d - COMIRNATY Not reported ICSR
10011670440 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (1d -
Recovered/Resolved
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Malaise (21d - COMIRNATY Not reported ICSR
10011670444 Healthcare |Economic |available |Years Unknown - ) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 21/02/2022 |Spontaneous |[Non European |Not 3-11  |Child Male No Insomnia (11d - Not |COMIRNATY Not reported ICSR
10011670445 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Abdominal pain (n/fa |COMIRNATY Not reported ICSR
10011670450 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Gastroenteritis (n/a -
Not Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Weight decreased
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Headache (1d - COMIRNATY Not reported ICSR
10011670458 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011670459 Healthcare |Economic |available |Years (0od - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - n/a])
Noninfective
sialoadenitis (0d -
Recovered/Resolved
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Nasopharyngitis (3d |COMIRNATY Not reported ICSR
10011670465 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - n/a])
Rash (3d -
Recovered/Resolved
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10011670466 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Hypotonia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/02/2022 | Spontaneous [Non European |Not 3-11  |Child Female |No Arthritis (8d - COMIRNATY Not reported ICSR
10011670471 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Epistaxis (4d - COMIRNATY Not reported ICSR
10011670475 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Rash (n/a - Not COMIRNATY Not reported ICSR
10011670811 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Injection site pain COMIRNATY Not reported ICSR
10011670813 Healthcare |Economic |available |Years (16d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
=) - [n/a - n/a - nfa])
Injection site
swelling (10d -
Recovering/Resolving
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Dermatitis exfoliative | COMIRNATY Not reported ICSR
10011670816 Healthcare |Economic |available |Years generalised (0d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
=) - [n/a-n/a-n/a])
Rash (0d -
Recovering/Resolving
=)
Urticaria (0d -
Recovering/Resolving
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Pyrexia (0d - COMIRNATY Not reported ICSR
10011670818 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10011670824 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -
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- Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Peripheral swelling  |COMIRNATY Not reported ICSR
10011670830 Healthcare |Economic |available |Years (22d - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - Immunisation - n/a
Resolved - ), - [n/a - n/a - n/a])
Rash (22d - Not
Recovered/Not
Resolved - ),
Urticaria (22d - Not
Recovered/Not
Resolved -)
EU-EC- 21/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Syncope (1d - COMIRNATY Not reported ICSR
10011671650 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important Condition) |immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 21/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |Yes Viral myositis (n/a - |COMIRNATY Not reported ICSR
10011672386 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area - Caused/Prolonged |- COVID-19
Hospitalisation) immunisation -
Unknown - [n/a -
.2mL -
Intramuscular])
EU-EC- 20/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Urticaria (n/a - COMIRNATY Not reported ICSR
10011658836 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important Condition) |immunisation - n/a -
[n/a-.2mL -
Intramuscular])
EU-EC- 20/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011658869 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Pruritus (n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 20/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Eyelid oedema (1d - |COMIRNATY Not reported ICSR
10011658883 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Hyperaemia (1d - applicable - [n/a -
Recovered/Resolved |1{DF} -
-), Intramuscular])
Lip oedema (1d -
Recovered/Resolved
=)
Nasal obstruction (1d
Recovered/Resolved
=)
Pruritus (1d -
Recovered/Resolved
EU-EC- 20/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Conjunctival COMIRNATY Not reported ICSR
10011658884 Professional |Economic |available |Years |Specified hyperaemia (n/a - [TOZINAMERAN] (S
Area Recovering/Resolving |- n/a - nfa - [n/a -
-), n/a - n/al)
Eyelid oedema (n/a -
Recovering/Resolving
=)
Pruritus (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 20/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Cough (n/a - COMIRNATY Not reported ICSR
10011659189 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Area -), - COVID-19 - n/a -
[n/a - .3mL - n/a])
Injection site pain
(n/a -
Recovering/Resolving
=l
Pyrexia (n/a -
Recovering/Resolving
=)
Swelling (n/a -
Recovering/Resolving
-)
EU-EC- 20/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Chills (n/a - COMIRNATY Not reported ICSR
10011659324 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), -n/a-nfa-[n/a-
n/a - n/al)
Fatigue (n/a -
Recovered/Resolved
=)
Headache (n/a -
Recovered/Resolved
=)
Myalgia (n/a -
Recovered/Resolved
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=)
Nausea (n/a -
Recovered/Resolved
EU-EC- 20/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Rash (n/a - Not COMIRNATY Not reported ICSR
10011659369 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19 - n/a -
[n/a - .3mL - n/a])
EU-EC- 20/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Pityriasis rosea (n/a - |COMIRNATY Not reported ICSR
10011659383 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) -n/a-nfa-[n/a-
n/a - n/al)
EU-EC- 20/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Pityriasis rosea (n/a - | COMIRNATY Not reported ICSR
10011659389 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) -n/a-n/a-[n/a-
n/a - n/al)
EU-EC- 20/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Pityriasis rosea (n/a - |COMIRNATY Not reported ICSR
10011659685 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN] (S
Area -) - COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 20/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Gastroenteritis viral  |COMIRNATY Not reported ICSR
10011659799 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
- immunisation - n/a -
[n/a-n/a-n/a])
EU-EC- 19/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Dizziness postural COMIRNATY Not reported ICSR
10011656440 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Headache (n/a - Not |1{DF} - n/a])
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 19/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Axillary mass (n/a - |COMIRNATY Not reported ICSR
10011656443 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Pain in extremity applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 19/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10011656459 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 19/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Dyspnoea (n/a - Not |COMIRNATY NOT AVAILABLE (C - n/a - n/a |ICSR
10011656485 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S |- [n/a - n/a - n/a]),
Professional |Area Resolved - ) - COVID-19
immunisation - Not |[FLUTICASONE PROPIONATE]
applicable - [n/a- |(C-n/a-n/a-[n/fa-n/a-
1{DF} - n/a]) n/al)
EU-EC- 19/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Presyncope (n/a - COMIRNATY Not reported ICSR
10011656712 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 19/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Lip oedema (1d - COMIRNATY Not reported ICSR
10011656953 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) -nfa-nfa-[n/a-
n/a - n/a])
Pruritus (1d -
Recovered/Resolved
=)
Urticaria (1d -
Recovered/Resolved
EU-EC- 19/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Nausea (1d - COMIRNATY Not reported ICSR
10011658358 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - COVID-19 - n/a -
[n/a - .3mL - n/a])
Vomiting (1d -
Recovered/Resolved
EU-EC- 18/02/2022 | Spontaneous |Non European |Not 3-11  |Not Male No Pityriasis rosea (n/a - | COMIRNATY Not reported ICSR
10011643930 Healthcare |Economic |available |Years |Specified Not Recovered/Not  |[TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Dose
not changed - [n/a -
1{DF} -
Intramuscular])
EU-EC- 18/02/2022 | Spontaneous |Non European |Not 3-11  |Not Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10011644100 Healthcare |Economic |available |Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 18/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Feeling hot (n/a - COMIRNATY Not reported ICSR
10011644285 Professional |Economic |available |Years |Specified Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 18/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Altered state of COMIRNATY Not reported ICSR
10011646282 Professional |Economic |available |Years |Specified consciousness (n/a - |[TOZINAMERAN] (S
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Area Recovering/Resolving |- n/a - nfa - [n/a -
- Caused/Prolonged |n/a -
Hospitalisation), Intramuscular])
Encephalitis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Meningitis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pleocytosis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 18/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Lip erythema (n/a - |COMIRNATY [LEVOTHYROXINE SODIUM] |ICSR
10011646754 Professional |Economic |available |Years |Specified Unknown - Other [TOZINAMERAN] (S |(C - Hypothyroidism - n/a -
Area Medically Important |- COVID-19 [n/a - n/a - n/a])
Condition), immunisation - n/a -
[n/a - n/a - n/a])
Lip oedema (n/a -
Unknown - Other
Medically Important
Condition),
Pruritus (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Rash (n/a - Unknown
- Other Medically
Important Condition)
EU-EC- 18/02/2022 |Spontaneous |Non Non Not 3-11  |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011646982 Healthcare |European |available |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/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 18/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Cough (n/a - Not COMIRNATY 10 [MONTELUKAST SODIUM] (C |ICSR
10011647389 Healthcare |Economic |available |Years |Specified Recovered/Not MICROGRAMS/DOSE |- Asthma, Croup infectious -
Professional |Area Resolved - ), CONCENTRATE FOR |n/a - [n/a - n/a - n/a]),
DISPERSION FOR
Croup infectious (n/a |INJECTION [PARACETAMOL,
- Not Recovered/Not |[TOZINAMERAN] (S |PARACETAMOL PH. EUR.] (C -
Resolved - Other - COVID-19 Pyrexia - n/a - )
Medically Important |immunisation - Not
Condition), applicable - [n/a -
10ug - n/a - More in
Wheezing (n/a - Not |ICSR])
Recovered/Not
Resolved -)
EU-EC- 18/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Condition aggravated | COMIRNATY 10 Not reported ICSR
10011647633 Healthcare |Economic |available |Years |Specified (10min - MICROGRAMS/DOSE
Professional |Area Recovered/Resolved |CONCENTRATE FOR
- Other Medically DISPERSION FOR
Important INJECTION
Condition), [TOZINAMERAN] (S
- COVID-19
Seizure (10min - immunisation - Not
Recovered/Resolved |applicable - [n/a -
- Other Medically n/a - n/al)
Important Condition)
EU-EC- 18/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Lymphadenitis (n/a - |COMIRNATY Not reported ICSR
10011648211 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - Other Medically - COVID-19
Important immunisation - n/a -
Condition), [n/a - n/a - n/a])
Swelling (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 18/02/2022 | Spontaneous |Non European |Not 3-11  |Child Male No Chest pain (n/a - Not | COMIRNATY Not reported ICSR
10011648828 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - -n/fa-n/a-[1d-
Disabling), n/a-
Intramuscular])
Costochondritis (n/a
- Not Recovered/Not
Resolved - Disabling)
EU-EC- 18/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Myalgia (n/a - COMIRNATY 10 Not reported ICSR
10011649350 Professional |Economic |available |Years |Specified Unknown - Other MICROGRAMS/DOSE
Area Medically Important |CONCENTRATE FOR
Condition) DISPERSION FOR
INJECTION
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
.2mL - n/a - More in
ICSR])
EU-EC- 18/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Rash maculo-papular | COMIRNATY Not reported ICSR
10011649625 Professional |Economic |available |Years (n/a - Unknown - ) |[TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
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applicable - [n/a -
.2mL -
Intramuscular])
EU-EC- 18/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Syncope (0d - COMIRNATY Not reported ICSR
10011649787 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - COVID-19
Important Condition) |immunisation - Not
applicable - [0d -
.2mL -
Intramuscular])
EU-EC- 18/02/2022 |Spontaneous | Non European |Not 3-11  |Child Female |No Fatigue (2d - COMIRNATY Not reported ICSR
10011649883 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
(2d -
Recovering/Resolving
EU-EC- 18/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Rash (n/a - Not COMIRNATY Not reported ICSR
10011650006 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Other - COVID-19
Medically Important |immunisation -
Condition) Unknown - [n/a -
.2mL -
Intramuscular])
EU-EC- 18/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male Yes Cough (60min - COMIRNATY Not reported ICSR
10011650045 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically -n/a-nfa-[n/a-
Important .2mL -
Condition), Intramuscular])
Oropharyngeal
discomfort (60min -
Recovered/Resolved
- Other Medically
Important
Condition),
Salivary
hypersecretion
(60min -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 18/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Not No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011650344 Professional |European |available |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- 18/02/2022 |Spontaneous |Non Non Not 3-11  |Not Not No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011650351 Healthcare |European |available |Years |Specified |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/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 18/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female |No Headache (0d - COMIRNATY Not reported ICSR
10011650823 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Pyrexia (0d -
Recovered/Resolved
EU-EC- 18/02/2022 | Spontaneous |Non European |Not 3-11  |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011651536 Healthcare |Economic |available |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/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 18/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |Yes Abdominal pain (14d |COMIRNATY [PROPRANOLOL, ICSR
10011651675 Healthcare |Economic |available |Years - [TOZINAMERAN] (S |PROPRANOLOL
Professional |Area Recovered/Resolved |- COVID-19 HYDROCHLORIDE] (C - n/a -
- Disabling), immunisation - n/a - [n/a - 10mg - n/a])
Unknown - [n/a -
Diarrhoea (14d - .3mg - n/a])
Recovered/Resolved
=)
Headache (2d -
Recovered/Resolved
=)
Myalgia (2d -
Recovered/Resolved
=)
Pyrexia (6h -
Recovered/Resolved
=)
Vomiting (12h -
Recovered/Resolved
-)
EU-EC- 18/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10011652875 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation) immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
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EU-EC- 18/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Hyperthermia (n/a - |COMIRNATY Not reported ICSR
10011653030 Professional |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Drug
Urticaria (n/a - Not  |withdrawn - [1d -
Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 18/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female [No Rash pruritic (n/a - |COMIRNATY Not reported ICSR
10011653210 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 18/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Pyrexia (n/a - COMIRNATY COVID- |Not reported ICSR
10011653514 Healthcare |Economic |available |Years |Specified Recovered/Resolved |19 MRNA VACCINE
Professional |Area -) (NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
-n/a-nfa-[n/a-
.2mL -
Intramuscular])
EU-EC- 18/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Decreased appetite |COMIRNATY COVID- |Not reported ICSR
10011653781 Healthcare |Economic |available |Years |Specified (n/a - Not 19 MRNA VACCINE
Professional |Area Recovered/Not (NUCLEOSIDE
Resolved - ), MODIFIED)
[TOZINAMERAN] (S
Headache (n/a - Not |- n/a-n/a-[n/a-
Recovered/Not .2mL -
Resolved - ), Intramuscular])
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Mood altered (n/a -
Not Recovered/Not
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved -)
EU-EC- 18/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011654871 Professional |Economic |available |Years |Specified - [TOZINAMERAN] (S
Area Recovered/Resolved |- n/a-n/a-[n/a-
=) n/a-
Intramuscular])
Auditory disorder
(n/a-
Recovered/Resolved
=)
Dizziness (n/a -
Recovered/Resolved
-)
EU-EC- 18/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Vaccination site COMIRNATY Not reported ICSR
10011654875 Healthcare |Economic |available |Years |Specified erythema (n/a - Not |[TOZINAMERAN] (S
Professional |Area Recovered/Not -n/a-nfa-[n/a-
Resolved - ) n/a-
Intramuscular])
EU-EC- 18/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10011654968 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - -n/a-n/a-[n/a-
n/a-
Subcutaneous])
EU-EC- 18/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |No Arthralgia (n/a - Not |COMIRNATY [AMOROLFINE, AMOROLFINE |ICSR
10011655087 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S |HYDROCHLORIDE] (C - n/a -
Area Resolved - ), - COVID-19 n/a - [n/a - n/a - n/a])
immunisation -
Myalgia (n/a - Not Unknown - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 18/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10011655187 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area -), - COVID-19
immunisation - Not
Malaise (n/a - applicable - [0d -
Recovered/Resolved |n/a - n/al)
EU-EC- 17/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Abdominal pain (n/fa |COMIRNATY Not reported ICSR
10011631226 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
=) immunisation - n/a -
[n/a-.2mL -
Intermenstrual Intramuscular])
bleeding (n/a -
Recovering/Resolving
=)
Polymenorrhoea (n/a
Recovering/Resolving
-)
EU-EC- 17/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Kawasaki's disease | COMIRNATY Not reported ICSR
10011631613 Professional |Economic |available |Years |Specified (n/a- [TOZINAMERAN] (S
Area Recovering/Resolving |- COVID-19
- Caused/Prolonged  |immunisation - n/a -
Hospitalisation) [n/a - n/a - n/a])
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EU-EC- 17/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Injection site rash COMIRNATY Not reported ICSR
10011631732 Professional |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 17/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Limb discomfort (n/a | COMIRNATY Not reported ICSR
10011631764 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - n/a -
Myalgia (n/a - Not [n/a - 10ug -
Recovered/Not Intramuscular])
Resolved - ),
Rash macular (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 17/02/2022 |Spontaneous |Non Non Not 3-11  |Not Male No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011633499 Healthcare |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/a])
Headache (1d -
Recovered/Resolved
=)
Oropharyngeal pain
(6d -
Recovered/Resolved
=)
Pyrexia (3d -
Recovered/Resolved
=)
Vaccination failure
(n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 17/02/2022 |Spontaneous |Non Non Not 3-11  |Not Not No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10011633550 Healthcare |European |available |Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Cough (n/a - n/a - n/al)
Unknown - ),
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition),
Nasal congestion
(n/a - Unknown - )
EU-EC- 17/02/2022 | Spontaneous |Non Non Not 3-11  |Not Female |No COVID-19 (n/a - Not | TOZINAMERAN Not reported ICSR
10011633603 Healthcare |European |available |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)
Vaccination failure
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 17/02/2022 |Spontaneous |Non Non Not 3-11  |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011634413 Healthcare |European |available |Years |Specified - [TOZINAMERAN] (S
Professional |Economic Recovered/Resolved |- COVID-19
Area -), immunisation - Not
applicable - [1d -
Heart rate increased |n/a -
(n/a- Intramuscular])
Recovered/Resolved
=)
Hypoaesthesia (n/a -
Recovered/Resolved
=)
Hypotension (n/a -
Recovered/Resolved
=)
Loss of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Nausea (n/a -
Recovered/Resolved
EU-EC- 17/02/2022 | Spontaneous |Non European |Not 3-11  |Not Female |No Abdominal pain COMIRNATY 10 Not reported ICSR
10011635442 Healthcare |Economic |available |Years |Specified upper (2d - MICROGRAMS/DOSE
Professional |Area Recovered/Resolved |CONCENTRATE FOR
- Other Medically DISPERSION FOR
Important INJECTION
Condition), [TOZINAMERAN] (S
- COVID-19
Abnormal behaviour |immunisation - Not
(2d - applicable - [n/a -
Recovered/Resolved |n/a - n/a])
- Other Medically
Important
Condition),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 41/58
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Confusional state (2d
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Feeling abnormal (2d

Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Pain in extremity (2d
Recovered/Resolved
- Other Medically
Important
Condition),

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

Speech disorder (2d
Recovered/Resolved

- Other Medically
Important Condition)

EU-EC-
10011636672

17/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Child

Female

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

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

Not reported

EU-EC-
10011637910

17/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

No

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

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

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

Skin irritation (n/a -
Not Recovered/Not
Resolved - ),

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

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

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

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

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

[SALBUTAMOL, SALBUTAMOL
SULFATE] (C - Asthma - n/a -
[n/a - n/a - n/a])

EU-EC-
10011640977

17/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

3-11
Years

Not
Specified

Male

No

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

White blood cell

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

[ATOMOXETINE,
ATOMOXETINE
HYDROCHLORIDE] (C -
Attention deficit hyperactivity
disorder - n/a - [n/a - n/a -
Oral])

—
192
0
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count increased (n/a
- Unknown -)
EU-EC- 17/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female |Yes Thrombocytopenia ~ |COMIRNATY Not reported ICSR
10011641113 Professional |Economic |available |Years (n/a - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- Caused/Prolonged  |immunisation -
Hospitalisation) Unknown - [n/a -
.2mL -
Intramuscular])
EU-EC- 17/02/2022 |Spontaneous |Non Non Not 3-11  |Not Male No Off label use (n/a - |COMIRNATY Not reported ICSR
10011641335 Healthcare |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Product use issue n/a - n/al)
(n/a - Unknown -
Other Medically
Important
Condition),
Vision blurred (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 17/02/2022 |Spontaneous | Non Non Not 3-11  |Not Female [No Anaemia (n/a - Not | TOZINAMERAN Not reported ICSR
10011642195 Healthcare |European |available |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)
Full blood count
decreased (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Heavy menstrual
bleeding (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Menstruation
irregular (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 17/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No SARS-CoV-2 test COMIRNATY Not reported ICSR
10011642543 Healthcare |Economic |available |Years negative (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- n/a-n/a-[n/a-
-), n/a - n/al)
SARS-CoV-2 test
positive (n/a -
Recovered/Resolved
-)
EU-EC- 17/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Blister (n/a - Not COMIRNATY Not reported ICSR
10011642912 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Erythema (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Pruritus (n/a - Not
Recovered/Not
Resolved - ),
Skin exfoliation (n/a
- Not Recovered/Not
Resolved - ),
Skin hypertrophy
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10011642924 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Area =) - COVID-19
immunisation -
Fatigue (n/a - Unknown - [n/a -
Recovering/Resolving | 1{DF} -
=) Intramuscular])
Headache (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
EU-EC- 17/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Hyperaesthesia (2d - |COMIRNATY Not reported ICSR
10011643148 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Muscular weakness |applicable - [1d -
(2d - n/a-
Recovered/Resolved |Intramuscular])
=)
Urticaria (2d -
Recovered/Resolved
-)
EU-EC- 17/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Diarrhoea (2d - COMIRNATY Not reported ICSR
10011643191 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
https://dap.ema.europa.eu/analytics/saw.dlI?Go 43/58
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Area =) - COVID-19
immunisation - Not
Erythema (n/a - applicable - [1d -
Recovered/Resolved |n/a - n/a])
=)
Hypersensitivity (1d -
Recovered/Resolved
- Other Medically
Important
Condition),
Ocular hyperaemia
Recovered/Resolved
=)
Oxygen saturation
decreased (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (4d -
Recovered/Resolved
=)
Rhinorrhoea (1d -
Recovered/Resolved
EU-EC- 17/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female [No Headache (1d - COMIRNATY Not reported ICSR
10011643198 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Malaise (1d - applicable - [1d -
Recovered/Resolved |1{DF} - n/a])
=)
Somnolence (1d -
Recovered/Resolved
EU-EC- 17/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Child Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10011643238 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved -) immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 16/02/2022 | Spontaneous |Non European |Not 3-11  |Not Male No Skin reaction (n/a - |COMIRNATY Not reported ICSR
10011617843 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area With Sequelae - ) - COVID-19
immunisation - Not
applicable - [n/a -
AmL -
Intramuscular])
EU-EC- 16/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Not Male No Asthenia (6d - COMIRNATY Not reported ICSR
10011618084 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [n/a -
1{DF} -
Chest pain (6d - Intramuscular])
Recovered/Resolved
- Other Medically
Important
Condition),
Pericarditis (6d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Eye disorder (0d - COMIRNATY Not reported ICSR
10011618125 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Loss of n/a-
consciousness (0d - | Intramuscular])
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Muscle rigidity (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Musculoskeletal
stiffness (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 16/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Not Male No Rash (n/a - Not COMIRNATY Not reported ICSR
10011618228 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Petechiae (n/a - COMIRNATY Not reported ICSR
10011618336 Healthcare |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area - -n/a-nfa-[n/a-
n/a - n/al)
EU-EC- 16/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Not Male No Headache (0d - COMIRNATY Not reported ICSR
10011618418 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important immunisation - n/a -
Condition), [n/a-.2mL -
Intramuscular])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 44/58
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Syncope (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

EU-EC-
10011618461

16/02/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Not
Specified

Male

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

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

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

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

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

COMIRNATY
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
10ug -
Intramuscular])

Not reported

—
1%}
0

EU-EC-
10011618570

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

No

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

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

Loss of
consciousness (0d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

=
(2]
0

EU-EC-
10011620067

16/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Male

No

Cold sweat (n/a -
Recovering/Resolving
=)

Epistaxis (n/a -
Recovering/Resolving
=)

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

Tremor (n/a -
Recovering/Resolving
=)

Vaccination site
reaction (n/a -
Recovering/Resolving

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

Not reported

—
(2]
0

EU-EC-
10011620342

16/02/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not
available

3-11
Years

Not
Specified

Female

No

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

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

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

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

Nausea (n/a - Not

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

Not reported

—
(%]
pel
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Recovered/Not
Resolved - Other
Medically Important
Condition),
Rash papular (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 16/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Not Female |No COVID-19 (9d - COMIRNATY Not reported ICSR
10011620686 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [1d -
n/a-
Vaccination failure Intramuscular])
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 16/02/2022 | Spontaneous |Non European |Not 3-11  |Not Male No Lymphadenopathy | COMIRNATY Not reported ICSR
10011620723 Healthcare |Economic |available |Years |Specified (n/a- [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- COVID-19
-), immunisation - Not
applicable - [n/a -
Pruritus (n/a - n/a - n/al)
Recovered/Resolved
EU-EC- 16/02/2022 | Spontaneous |Non Non Not 3-11  |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011620724 Healthcare |European |available |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/a])
- Unknown - Other
Medically Important
Condition)
EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10011621033 Professional |Economic |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Pain in extremity
(n/a - Unknown -
Other Medically
Important
Condition),
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition),
Seizure (n/a -
Unknown - Other
Medically Important
Condition),
Vomiting (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 16/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female |No Chills (1d - COMIRNATY Not reported ICSR
10011621585 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN] (S
Professional |Area =) - Immunisation - n/a
- [n/a - n/a - n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain
(3d -
Recovered/Resolved
=)
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 16/02/2022 | Spontaneous |Non European |Not 3-11  |Child Male No Rash (2d - COMIRNATY Not reported ICSR
10011621592 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011621624 Healthcare |Economic |available |Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
- - [n/a - n/a - n/a])
EU-EC- 16/02/2022 | Spontaneous |Non European |Not 3-11  |Child Female |No Pyrexia (1d - COMIRNATY Not reported ICSR
10011621631 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - Immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 16/02/2022 |Spontaneous | Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011621657 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving |- Immunisation - n/a
=) - [n/a - n/a - nfa])
Nausea (1d -
Recovering/Resolving
=)
Pyrexia (1d -
Recovering/Resolving
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Fatigue (0d - COMIRNATY Not reported ICSR
10011621659 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -),
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- Immunisation - n/a
Injection site pain - [n/a - n/a - n/a])
(2d -
Recovered/Resolved
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10011621668 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
(n/a-
Recovering/Resolving
-)
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Dizziness (0d - COMIRNATY Not reported ICSR
10011621679 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Nausea (1d -
Recovered/Resolved
=)
Pyrexia (0d -
Recovered/Resolved
=)
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Nausea (n/a - Not COMIRNATY Not reported ICSR
10011621722 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
- [n/a - n/a - n/a])
Tachycardia (0d -
Recovered/Resolved
EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Lymphadenopathy COMIRNATY COVID- |Not reported ICSR
10011621785 Professional |Economic |available |Years |Specified (7d - 19 MRNA VACCINE
Area Recovered/Resolved |(NUCLEOSIDE
- Caused/Prolonged |MODIFIED)
Hospitalisation) CONCENTRATE FOR
DISPERSION FOR
INJECTION 10
MICROGRAMS/DOSE
[TOZINAMERAN] (S
- Prophylaxis - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Face injury (n/a - COMIRNATY COVID- |Not reported ICSR
10011621998 Healthcare |Economic |available |Years |Specified Recovered/Resolved |19 MRNA VACCINE
Professional |Area - Other Medically (NUCLEOSIDE
Important MODIFIED)
Condition), [TOZINAMERAN] (S
-n/a-n/a-[n/a-
Syncope (n/a - n/a-
Recovered/Resolved |Intramuscular])
EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Erythema multiforme | COMIRNATY [METHYLPHENIDATE ICSR
10011622010 Professional |Economic |available |Years |Specified (n/a - [TOZINAMERAN] (S |HYDROCHLORIDE] (C - n/a -
Area Recovering/Resolving |- COVID-19 Unknown - [n/a - n/a - n/a])
- Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [n/a -
Other Medically n/a - n/al)
Important
Condition),
Multisystem
inflammatory
syndrome in children
(n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Rash pruritic (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Skin disorder (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Fatigue (n/a - COMIRNATY COVID- |Not reported ICSR
10011624088 Healthcare |Economic |available |Years |Specified Recovering/Resolving | 19 MRNA VACCINE
Professional |Area -), (NUCLEOSIDE
MODIFIED)
Malaise (n/a - CONCENTRATE FOR
Recovering/Resolving | DISPERSION FOR
=) INJECTION 10
MICROGRAMS/DOSE
Myalgia (n/a - [TOZINAMERAN] (S
Recovering/Resolving |- n/a - n/a - [n/a -
=) n/a-
Subcutaneous])
Pyrexia (n/a -
Recovering/Resolving
=)
Rash (n/a -
Recovering/Resolving
-)
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Attention deficit COMIRNATY Not reported ICSR
10011624324 Healthcare |Economic |available |Years hyperactivity disorder |[TOZINAMERAN] (S
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Professional |Area (n/a - - Immunisation - n/a
Recovered/Resolved |- [n/a-n/a-
-), Intramuscular])
Logorrhoea (n/a -
Recovered/Resolved
=)
Psychomotor
hyperactivity (n/a -
Recovered/Resolved
-)
EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Urticaria (7d - COMIRNATY Not reported ICSR
10011624338 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area -) -n/a-n/a-[n/a-
n/a - nfal)
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Asthenia (1d - COMIRNATY Not reported ICSR
10011624402 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Disabling), - COVID-19
immunisation - Not
Decreased appetite |applicable - [n/a -
(1d - n/a - n/al)
Recovered/Resolved
- Disabling),
Headache (1d -
Recovered/Resolved
- Disabling),
Injection site
reaction (1d -
Recovered/Resolved
- Disabling),
Nausea (1d -
Recovered/Resolved
- Disabling),
Photophobia (1d -
Recovered/Resolved
- Disabling),
Pyrexia (1d -
Recovered/Resolved
- Disabling),
Vomiting (1d -
Recovered/Resolved
- Disabling)
EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Female |[No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011624646 Professional |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] (S
Area Resolved - -n/a-nf/a-[n/a-
Caused/Prolonged n/a - n/al)
Hospitalisation,
Other Medically
Important
Condition),
Appendicitis (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 16/02/2022 | Spontaneous |Non European |Not 3-11  |Not Female |No Eye pain (n/a - COMIRNATY 10 [BECLOMETASONE ICSR
10011625629 Healthcare |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE |DIPROPIONATE] (C - Asthma
Professional |Area =) CONCENTRATE FOR |- n/a - [n/a - n/a - n/a]),
DISPERSION FOR
Hand dermatitis (n/a |INJECTION [MONTELUKAST,
- [TOZINAMERAN] (S |MONTELUKAST SODIUM] (C -
Recovered/Resolved |- COVID-19 Asthma - n/a - [n/a-n/a -
-), immunisation - Not |n/a])
applicable - [n/a -
Pruritus (n/a - n/a - n/al)
Recovered/Resolved
=)
Rash (n/a -
Recovered/Resolved
=)
Swelling face (n/a -
Recovered/Resolved
=)
Urticaria (n/a -
Recovered/Resolved
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Injection site pain COMIRNATY 10 Not reported ICSR
10011627145 Healthcare |Economic |available |Years |Specified (n/a - Unknown - ), |MICROGRAMS/DOSE
Professional |Area CONCENTRATE FOR
Tinnitus (n/a - DISPERSION FOR
Recovered/Resolved |INJECTION
- Other Medically [TOZINAMERAN] (S
Important Condition) |- COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 16/02/2022 | Spontaneous |Non European |Not 3-11  |Not Male No Chills (2d - COMIRNATY 10 Not reported ICSR
10011627468 Healthcare |Economic |available |Years |Specified Recovered/Resolved |MICROGRAMS/DOSE
Professional |Area -), CONCENTRATE FOR
DISPERSION FOR
Pyrexia (2d - INJECTION
Recovered/Resolved |[TOZINAMERAN] (S
=) - COVID-19
immunisation - Not
Urticaria (n/a - applicable - [n/a -
n/a - n/al)
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Recovered/Resolved
-)
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Body temperature COMIRNATY Not reported ICSR
10011628433 Healthcare |Economic |available |Years |Specified increased (n/a - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- COVID-19
=) immunisation - Not
applicable - [1d -
Feeling cold (n/a - n/a - n/al)
Recovered/Resolved
=)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Pain (n/a -
Recovered/Resolved
=)
Pain in extremity
(n/a -
Recovered/Resolved
=)
Pallor (n/a -
Recovered/Resolved
=)
Vaccination site
urticaria (n/a -
Recovered/Resolved
=)
Vision blurred (n/a -
Recovered/Resolved
-)
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011628626 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Vaccination failure
(n/a-
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Child Female |No Diplopia (n/a - COMIRNATY Not reported ICSR
10011628951 Healthcare |Economic |available |Years Unknown - [TOZINAMERAN] (S
Professional |Area Caused/Prolonged - Immunisation - n/a
Hospitalisation), - [n/a - n/a - n/a])
Headache (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Injection site
erythema (n/a -
Unknown - ),
Lymphadenopathy
(n/a - Unknown - ),
Rash (n/a - Unknown
=)
Vaccination site pain
(n/a - Unknown - )
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Hepatitis (n/a - COMIRNATY Not reported ICSR
10011629094 Healthcare |Economic |available |Years Unknown - ) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - 1{DF} -
n/aj)
EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011629151 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - Not
Cough (n/a - applicable - [1d -
Recovered/Resolved |n/a -
=) Intramuscular])
Headache (n/a -
Recovered/Resolved
=)
Nasopharyngitis (n/a
- Unknown - ),
Oropharyngeal pain
(n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
=)
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 16/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Injection site pain COMIRNATY Not reported ICSR
10011629221 Healthcare |Economic |available |Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved |- Immunisation - n/a
=) - [n/a - n/a - n/a])
Vomiting (0d -
Recovered/Resolved
-)
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EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Female [No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011629229 Professional |Economic |available |Years - [TOZINAMERAN] (S
Area Recovered/Resolved |- COVID-19
- Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [1d -
Other Medically n/a - n/al)
Important
Condition),
Lymphadenitis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 16/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10011629477 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area - Other Medically - COVID-19
Important immunisation - Not
Condition), applicable - [1d -
n/a-
Drug ineffective (n/a |Intramuscular])
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 16/02/2022 | Spontaneous |Non European |Not 3-11  |Child Male No Skin reaction (0d - | COMIRNATY Not reported ICSR
10011629906 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 16/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Child Male No Pruritus (1d - COMIRNATY Not reported ICSR
10011629956 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - n/a -
[n/a - n/a - n/a])
EU-EC- 15/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Not Male No Erythema (n/a - Not |COMIRNATY Not reported ICSR
10011605644 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - n/a -
Hyperhidrosis (n/a - |[n/a - 1{DF} -
Not Recovered/Not  |Intramuscular])
Resolved - )
EU-EC- 15/02/2022 | Spontaneous |Healthcare |European |Not 3-11  |Not Female |No Dermatitis (28d - COMIRNATY Not reported ICSR
10011605686 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Area =) - COVID-19
immunisation - n/a -
Dermatitis atopic [n/a - 1{DF} -
(28d - Intramuscular])
Recovered/Resolved
=),
Erythema multiforme
(28d -
Recovered/Resolved
=)
Pruritus (28d -
Recovered/Resolved
-)
EU-EC- 15/02/2022 | Spontaneous | Non European |Not 3-11  |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10011605813 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - COVID-19
immunisation - Not
Vertigo (n/a - applicable - [n/a -
Recovered/Resolved |1{DF} -
-) Intramuscular])
EU-EC- 15/02/2022 |Spontaneous |Non European |Not 3-11  |Not Female |No Chest pain (n/a - Not | COMIRNATY Not reported ICSR
10011606082 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - n/a - Dose not
changed - [n/a - n/a
Neuralgia (n/a - Not |- n/a])
Recovered/Not
Resolved - ),
Nuchal rigidity (n/a -
Not Recovered/Not
Resolved - ),
Palpitations (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 15/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Rash pruritic (n/a - | COMIRNATY Not reported ICSR
10011606192 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 15/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Axillary pain (8d - COMIRNATY Not reported ICSR
10011606490 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - COVID-19
immunisation - n/a -
Bone pain (8d - [n/a-.3mL-
Recovered/Resolved | Intramuscular])
=)
Pain in extremity (8d
Recovered/Resolved
=),
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Pyrexia (8d -
Recovered/Resolved
-)
EU-EC- 15/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10011606513 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Asthenia (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Not Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10011606525 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Area - - COVID-19
immunisation -
Unknown - [n/a -
n/a-
Intramuscular])
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10011606649 Professional |European |available |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- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011606848 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011606894 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female [No Syncope (n/a - COMIRNATY Not reported ICSR
10011607065 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Vomiting (n/a -
Recovered/Resolved
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10011607069 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Syncope (n/a - Not  |applicable - [n/a -
Recovered/Not n/a - n/al)
Resolved - Other
Medically Important
Condition),
Urticaria (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Disorientation (n/a - |COMIRNATY Not reported ICSR
10011607111 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Dizziness (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a - n/al)
Pallor (n/a -
Unknown - ),
Respiratory rate
increased (n/a -
Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011607207 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Vomiting (n/a -
Recovering/Resolving
EU-EC- 15/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Anxiety (n/a - COMIRNATY Not reported ICSR
10011607210 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Pallor (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
n/a - n/al)
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
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EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011607620 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10011607622 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female [No Abdominal pain COMIRNATY Not reported ICSR
10011607641 Professional |European |available |Years |Specified upper (n/a - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area =) immunisation - Not
applicable - [1d -
Syncope (n/a - n/a - n/a))
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Chest pain (n/a - Not | COMIRNATY Not reported ICSR
10011607667 Professional |European |available |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- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Cerebrovascular COMIRNATY Not reported ICSR
10011607694 Professional |European |available |Years |Specified accident (n/a - Not | [TOZINAMERAN] (S
Economic Recovered/Not - COVID-19
Area Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition), n/a - n/al)
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Anxiety (n/a - COMIRNATY Not reported ICSR
10011607746 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic -), - COVID-19
Area immunisation - Not
Syncope (n/a - applicable - [1d -
Recovered/Resolved |n/a - n/a])
- Other Medically
Important Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011607761 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic -), - COVID-19
Area immunisation - Not
Lymphadenopathy  |applicable - [1d -
mediastinal (n/a - n/a - n/al)
Recovering/Resolving
=)
Musculoskeletal
chest pain (n/a -
Recovering/Resolving
=)
Myocarditis (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 15/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Male No Abdominal pain TOZINAMERAN Not reported ICSR
10011607827 Professional |European |available |Years |Specified upper (n/a - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a-
Intramuscular])
Lethargy (17h -
Recovered/Resolved
=)
Nausea (330min -
Recovered/Resolved
=)
Pyrexia (16h -
Recovered/Resolved
=)
Vomiting (330min -
Recovered/Resolved
-)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011607838 Professional |European |available |Years |Specified - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area -), immunisation - Not
applicable - [1d -
Nausea (n/a - n/a - n/al)
Recovered/Resolved
=)
Syncope (n/a -
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Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Angioedema (n/a- |COMIRNATY Not reported ICSR
10011608570 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10011608575 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic -), - COVID-19
Area immunisation - Not
Palpitations (n/a - applicable - [1d -
Recovered/Resolved |n/a - n/al)
=)
Pericarditis (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Pyrexia (n/a - COMIRNATY Not reported ICSR
10011608583 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic =) - COVID-19
Area immunisation - Not
Seizure (n/a - applicable - [1d -
Recovered/Resolved |n/a - n/a])
- Other Medically
Important Condition)
EU-EC- 15/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Demyelination (n/a - | TOZINAMERAN Not reported ICSR
10011608791 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Caused/Prolonged |- COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [n/a -
Important n/a-
Condition), Intramuscular])
Seizure (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 15/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10011608918 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Vomiting (n/a -
Recovering/Resolving
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10011609002 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 15/02/2022 |Spontaneous |Non Non Not 3-11  |Not Male No Cardiac murmur TOZINAMERAN Not reported ICSR
10011609061 Healthcare |European |available |Years |Specified (197h - [TOZINAMERAN] (S
Professional |Economic Recovered/Resolved |- COVID-19
Area =), immunisation - Not
applicable - [n/a -
Cough (197h - n/a-
Recovered/Resolved | Intramuscular])
With Sequelae - ),
Decreased appetite
(n/a - Unknown - ),
Inflammatory marker
increased (n/a -
Recovering/Resolving
=)
Lethargy (n/a -
Unknown - ),
Lymphadenopathy
(n/a -
Recovering/Resolving
=)
Nausea (14730min -
Recovered/Resolved
With Sequelae -
Disabling),
Pneumonia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pyrexia (246h -
Recovered/Resolved
With Sequelae -
Disabling),
Vomiting (14730min
Recovered/Resolved
With Sequelae -
Disabling),
Weight decreased
(n/a - Unknown - )
EU-EC- 15/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
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10011609065 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic -), - COVID-19
Area immunisation - Not
Myalgia (n/a - applicable - [1d -
Recovered/Resolved |n/a - n/a])
=)
Pericarditis (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/02/2022 |Spontaneous | Non Non Not 3-11  |Not Male No Asymptomatic TOZINAMERAN Not reported ICSR
10011609167 Healthcare |European |available |Years |Specified COVID-19 (n/a - [TOZINAMERAN] (S
Professional |Economic Unknown - Other - COVID-19
Area Medically Important |immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Drug ineffective (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10011609275 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition) immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 15/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Diarrhoea (n/a - Not |COMIRNATY Not reported ICSR
10011609571 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), -n/a-n/a-[n/a-
n/a - n/al)
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Pyrexia (n/a - COMIRNATY Not reported ICSR
10011610545 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area =), -n/a-nfa-[n/a-
n/a-
Swelling face (n/a - |Intramuscular])
Recovered/Resolved
-)
EU-EC- 15/02/2022 |Spontaneous |Non European |Not 3-11  |Not Male No Pyrexia (n/a - Not COMIRNATY 10 Not reported ICSR
10011610713 Healthcare |Economic |available |Years |Specified Recovered/Not MICROGRAMS/DOSE
Professional |Area Resolved - ) CONCENTRATE FOR
DISPERSION FOR
INJECTION
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 15/02/2022 | Spontaneous |Non European |Not 3-11  |Not Male No Asthenia (n/a - Not |COMIRNATY 10 Not reported ICSR
10011610790 Healthcare |Economic |available |Years |Specified Recovered/Not MICROGRAMS/DOSE
Professional |Area Resolved - ), CONCENTRATE FOR
DISPERSION FOR
Back pain (n/a - Not |INJECTION
Recovered/Not [TOZINAMERAN] (S
Resolved - ), - COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not n/a - n/al)
Resolved - ),
Nasal congestion
(n/a - Not
Recovered/Not
Resolved - ),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - ),
Somnolence (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 15/02/2022 | Spontaneous |Non European |Not 3-11  |Not Female |No Headache (n/a - Not |COMIRNATY 10 Not reported ICSR
10011611101 Healthcare |Economic |available |Years |Specified Recovered/Not MICROGRAMS/DOSE
Professional |Area Resolved - ), CONCENTRATE FOR
DISPERSION FOR
Malaise (n/a - Not INJECTION
Recovered/Not [TOZINAMERAN] (S
Resolved - ), - COVID-19
immunisation - Not
Nausea (n/a - Not applicable - [n/a -
Recovered/Not n/a - n/al)
Resolved - ),
Pain (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/02/2022 |Spontaneous |Non European |Not 3-11  |Child Male No Fatigue (0d - COMIRNATY Not reported ICSR
10011611331 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -), - Immunisation - n/a
- [n/a - n/a - n/a])
Injection site pain
Recovered/Resolved
=)
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Pyrexia (0d -
Recovered/Resolved

-)

EU-EC-
10011611704

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

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

Vomiting (n/a -
Recovered/Resolved

-)

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

Not reported

=
(%2}
0

EU-EC-
10011611706

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Male

Chest discomfort
(n/a - Unknown - ),

Chest pain (n/a -
Unknown - ),

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

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

Vomiting (n/a -
Unknown - )

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

Not reported

—
1%}
0

EU-EC-
10011611707

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

Throat irritation (n/a
- Not Recovered/Not
Resolved -)

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

Not reported

—
(%]
0

EU-EC-
10011611712

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Female

No

Dyspnoea (n/a -
Recovering/Resolving

=)

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

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

Not reported

—
(2]
0

EU-EC-
10011611717

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Male

No

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

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

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

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

Feeling of body
temperature change
(n/a - Not
Recovered/Not
Resolved - ),

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

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

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

Not reported

=
(2]
0

EU-EC-

15/02/2022

Spontaneous

Healthcare

Non

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

Not

Not

Female

No

Chest discomfort

COMIRNATY

Not reported

ICSR
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Professional

European
Economic
Area

available

Years

Specified

Run Line Listing Report

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

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

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

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

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

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

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

Product administered
to patient of
inappropriate age
(n/a - Unknown - ),

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

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

EU-EC-
10011611739

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

3-11
Years

Not
Specified

Male

No

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

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

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

Not reported

=
(%]
0

EU-EC-
10011611749

15/02/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

3-11
Years

Not
Specified

Female

No

Abdominal pain
upper (n/a -
Recovered/Resolved
=)

Cardiac discomfort
(n/a -
Recovered/Resolved
=)

Chest pain (n/a -
Recovered/Resolved

=)

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

Dyspnoea (n/a -
Recovered/Resolved
=)

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

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

Oropharyngeal pain
(n/a -
Recovered/Resolved

=)

Palpitations (n/a -
Recovered/Resolved
=)

Pyrexia (n/a -
Recovered/Resolved

=)

Staphylococcal
infection (n/a -
Recovered/Resolved
=)

Tremor (n/a -
Recovered/Resolved
=)

Troponin increased
(n/a -
Recovered/Resolved

)2

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

Not reported

—
192
|0
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Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Syncope (n/a - COMIRNATY Not reported ICSR
10011611758 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Angioedema (n/a- |COMIRNATY Not reported ICSR
10011611761 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Arrhythmia (n/a - COMIRNATY Not reported ICSR
10011611772 Professional |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Carditis (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Chest pain (n/a -
Recovering/Resolving
=)
Electrocardiogram
abnormal (n/a -
Recovering/Resolving
=),
Lethargy (n/a -
Recovering/Resolving
=)
Malaise (n/a -
Recovering/Resolving
-)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Pallor (n/a - COMIRNATY Not reported ICSR
10011611776 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Syncope (n/a - immunisation - Not
Unknown - Other applicable - [n/a -
Medically Important |n/a - n/a])
Condition)
EU-EC- 15/02/2022 | Spontaneous |Healthcare |Non Not 3-11  |Not Male No Angioedema (n/a- |COMIRNATY Not reported ICSR
10011611784 Professional |European |available |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)
Rash (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Dizziness (n/a - Not |COMIRNATY Not reported ICSR
10011611801 Professional |European |available |Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - ), - COVID-19
Area immunisation - Not
Dyspnoea (n/a - Not |applicable - [1d -
Recovered/Not n/a - n/al)
Resolved - ),
Oropharyngeal pain
(n/a - Not
Recovered/Not
Resolved - ),
Syncope (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Angioedema (n/a- |COMIRNATY Not reported ICSR
10011611822 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Chills (n/a -
Recovered/Resolved
=)
Headache (n/a -
Recovered/Resolved
=)
Lethargy (n/a -
Recovered/Resolved
=)
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (n/a -
Recovered/Resolved
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10011613092 Professional |European |available |Years |Specified - [TOZINAMERAN] (S
Economic Recovered/Resolved |- COVID-19
Area -), immunisation - Not
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applicable - [1d -
Nausea (n/a - n/a - n/al)
Recovered/Resolved
=)
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Female [No Nausea (n/a - COMIRNATY Not reported ICSR
10011613105 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN] (S
Economic -), - COVID-19
Area immunisation - Not
Pallor (n/a - applicable - [n/a -
Recovered/Resolved |n/a - n/al)
=)
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |Non Not 3-11  |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10011613112 Professional |European |available |Years |Specified Recovering/Resolving | [TOZINAMERAN] (S
Economic =) - COVID-19
Area immunisation - Not
Palpitations (n/a - applicable - [1d -
Recovering/Resolving |n/a - n/a])
=)
Pericarditis (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 15/02/2022 |Spontaneous |Healthcare |European |Not 3-11  |Child Male No Asthenia (1d - COMIRNATY Not reported ICSR
10011613776 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] (S
Area - Caused/Prolonged |- COVID-19
Hospitalisation), immunisation - Not
applicable - [1d -
Malaise (1d - 1{DF} -
Recovered/Resolved |Intramuscular])
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