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Primary Suspect/interacting  |Concomitant/Not
EV . Source . Patient . . Drug List (Drug Char |Administered Drug
Primary Patient . Parent |Reaction List PT (Duration — A )
EU Local Gateway Report Type |Source Country || jterature Reference Age Age Group |Patient -4 | outcome - Seriousness - Indication PT - List (Drug Char -
umber Receipt Qualification for Group (as per Sex Report |Criteria) Action taken - Indication PT - Action
Date Regulatory reporter) [Duration - Dose - taken - [Duration -
Purposes Route]) Dose - Route])
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Influenza like illness (3d - Not |COMIRNATY Not reported
10010713352 Healthcare |Economic Years Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain (2d - COMIRNATY Not reported
10010713397 Healthcare |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
- n/al)
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain (n/a - COMIRNATY Not reported
10010713400 Healthcare |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
- n/al)
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (1d - Unknown - ), COMIRNATY Not reported
10010713434 Healthcare |Economic Years [TOZINAMERAN] (S -
Professional |Area Dizziness (1d - Unknown - ), n/a-n/a-[n/a-n/a
- n/a])
Dyspnoea (1d - Unknown - ),
Fatigue (1d - Unknown - ),
Headache (1d - Unknown - ),
Influenza (1d - Unknown - ),
Injection site pain (1d -
Unknown - ),
Nausea (1d - Unknown - ),
Tachycardia (1d - Unknown - )
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain (1d - COMIRNATY Not reported
10010713452 Healthcare |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
- n/a])
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain (2d - COMIRNATY Not reported
10010713532 Healthcare |Economic Years Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
Myalgia (1d - - n/a])
Recovered/Resolved - ),
Rash (2d - Not Recovered/Not
Resolved - )
EU-EC- 22/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Blood loss anaemia (n/a - Not |COMIRNATY Not reported
10010713560 Professional |Economic Years Recovered/Not Resolved - [TOZINAMERAN] (S -
Area Caused/Prolonged Immunisation - n/a -
Hospitalisation), [n/a-n/a-
Intramuscular])
Heavy menstrual bleeding (n/a
- Not Recovered/Not Resolved
- Caused/Prolonged
Hospitalisation),
Polymenorrhoea (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Syncope (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Injection site pain (1d - COMIRNATY Not reported
10010713780 Healthcare |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
- n/a])
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain (n/a - COMIRNATY Not reported
10010713858 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
- n/a])
EU-EC- 22/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Dyspnoea (n/a - Not COMIRNATY Not reported
10010713906 Healthcare |European Years | Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional | Economic Other Medically Important COVID-19
Area Condition) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 22/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY Not reported
10010714036 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual bleeding (n/a - |COMIRNATY Not reported
10010714227 Healthcare |Economic Years |Specified Not Recovered/Not Resolved - |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 22/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Gaze palsy (17h - COMIRNATY NOVORAPID [INSULIN
10010714314 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S - |ASPART] (C- Type 1
Economic Caused/Prolonged COVID-19 diabetes mellitus - n/a
Area Hospitalisation, Other immunisation - Not -[n/a-n/a-
Medically Important applicable - [1d - n/a |Subcutaneous]),
Condition), - Intramuscular])
TRESIBA [INSULIN
Mobility decreased (17h - DEGLUDEC] (C - Type
Recovered/Resolved - 1 diabetes mellitus -
Caused/Prolonged n/a-[n/a-n/a-
Hospitalisation), Subcutaneous]),
Pyrexia (n/a - [LEVOTHYROXINE
Recovered/Resolved - SODIUM,
Caused/Prolonged LEVOTHYROXINE
Hospitalisation), SODIUM, HYDRATE]
(C - Thyroiditis chronic
Seizure (n/a -
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Recovered/Resolved - -nf/a-[n/a-n/a-
Caused/Prolonged Oral])
Hospitalisation, Other
Medically Important
Condition),
Tonic convulsion (17h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Urinary incontinence (17h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - Not COMIRNATY Not reported
10010714315 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Urticaria (n/a - Not [n/a-n/a-
Recovered/Not Resolved - ) Intramuscular])
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chest pain (n/a - Unknown - ), | COMIRNATY Not reported
10010714322 Healthcare |Economic Years |Specified [TOZINAMERAN] (S -
Professional |Area Infectious mononucleosis (n/a |Immunisation - n/a -
- Not Recovered/Not Resolved |[n/a - n/a -
- Intramuscular])
EU-EC- 22/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a - COMIRNATY Not reported
10010714326 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Alopecia (n/a - - n/a])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Erythema (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Swelling face (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Systemic lupus erythematosus
(n/a - Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 22/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria (n/a - COMIRNATY Not reported
10010714570 Professional |Economic Years Recovering/Resolving - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation reaction (3d - | COMIRNATY Not reported
10010714589 Healthcare |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - COMIRNATY Not reported
10010714732 Healthcare |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Heavy menstrual bleeding (n/a |[n/a - n/a -
- Recovering/Resolving - ), Intramuscular])
Menstrual disorder (n/a -
Recovering/Resolving - ),
Polymenorrhoea (n/a -
Unknown - )
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Cold sweat (n/a - Not COMIRNATY [FERROUS SULFATE]
10010714751 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S - |(C-n/a-n/a-[n/a-
Professional |Area Immunisation - n/a - [n/a - n/a]),
Dysmenorrhoea (n/a - Not [n/a-n/a-
Recovered/Not Resolved - ) Intramuscular]) [VITAMIN D] (C - n/a
-nf/a-[n/a-nfa-
n/a])
EU-EC- 22/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder (n/a - COMIRNATY [CICLOSPORIN] (C -
10010714772 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S - |Renal disorder - n/a -
Professional |Area Immunisation - n/a - |[n/a - 125mg - n/a]),
Menstruation delayed (n/a - [n/a-n/a-
Unknown - ), Intramuscular]) [ENALAPRIL
MALEATE] (C - Renal
Menstruation irregular (n/a - disorder - n/a - [n/a -
Not Recovered/Not Resolved - 7.5mg - n/a]),
[PREDNISOLON] (C -
Renal disorder - n/a -
[n/a - 5mg - n/a])
EU-EC- 22/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - COMIRNATY HYRIMOZ 40 MG
10010714787 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S - |SOLUTION FOR
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Professional |Area Immunisation - n/a - |[INJECTION IN PRE-
Menstrual disorder (n/a - Not |[n/a - n/a- FILLED PEN
Recovered/Not Resolved - ) Intramuscular]) [ADALIMUMAB] (C -
Psoriasis - n/a - [n/a -
n/a - n/a])
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Polymenorrhoea (n/a - Not COMIRNATY [DESLORATADINE] (C
10010714794 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S - |- Hypersensitivity -
Professional |Area Immunisation - n/a - |n/a-[n/a-5mg -
[n/a-n/a- n/al),
Intramuscular])
[SERTRALINE,
SERTRALINE
HYDROCHLORIDE] (C
- Depression,
Prophylaxis - n/a -
[n/a - 75mg - n/al),
[THIAMINE
HYDROCHLORIDE,
RETINOL] (C - n/a -
n/a - [n/a - n/a - n/a])
EU-EC- 22/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY Not reported
10010714909 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - Not COMIRNATY Not reported
10010714937 Professional |Economic Years Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [21d -
1{DF} -
Intramuscular])
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pruritus (4d - COMIRNATY Not reported
10010715019 Healthcare  |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Rash (4d - Recovered/Resolved |immunisation - n/a -
- [1d - 1{DF} -
Intramuscular])
EU-EC- 22/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (12050min - COMIRNATY Not reported
10010715026 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a - n/a
Gait disturbance (12050min - |- n/a])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Headache (12050min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Nausea (12050min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 22/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Immunisation reaction (n/a - |COMIRNATY Not reported
10010715044 Professional |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Herpes zoster (n/a - Not COMIRNATY Not reported
10010715053 Healthcare |Economic Years Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Lymphadenopathy (2d - Not immunisation - Not
Recovered/Not Resolved - ) applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dyspnoea (n/a - TOZINAMERAN [DICLOFENAC,
10010715060 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S - | DICLOFENAC
Economic Medically Important COVID-19 POTASSIUM,
Area Condition), immunisation - Not DICLOFENAC
applicable - [1d - n/a |SODIUM] (C - n/a -
Facial spasm (n/a - - n/a - More in ICSR]) |n/a - [n/a-n/a -
Recovered/Resolved - Other n/al),
Medically Important
Condition), [MELOXICAM] (C - n/a
-nf/a-[n/a-n/a-
Oropharyngeal discomfort (n/a n/al),
- Recovered/Resolved - Other
Medically Important [NORETHISTERONE
Condition), ACETATE,
ETHINYLESTRADIOL,
Pruritus (n/a - FERROUS FUMARATE]
Recovered/Resolved - Other (C-n/a-n/a-[n/a-
Medically Important n/a - n/al)
Condition),
Rash (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Urticaria (n/a -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 22/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a - COMIRNATY Not reported
10010715064 Professional |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/11/2021 | Spontaneous |Non European |Not available 12-17 | Adult Male No Diarrhoea (1d - COMIRNATY Not reported
10010715102 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Influenza like illness (3d - immunisation - Drug
Recovered/Resolved - ), withdrawn - [1d -
3mL -
Vomiting (1d - Intramuscular])
Recovered/Resolved - )
EU-EC- 22/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Cough (n/a - COMIRNATY Not reported
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10010715138 Healthcare |European Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional | Economic COVID-19
Area Inappropriate schedule of immunisation - Not
product administration (n/a -  |applicable - [n/a - n/a
Unknown - ), - n/a])
Influenza (n/a -
Recovering/Resolving - ),
Pyrexia (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Rhinitis (n/a -
Recovering/Resolving - )
EU-EC- 22/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Not No Dizziness (5d - COMIRNATY Not reported
10010715489 Professional |European Years |Specified |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a - n/a
Fatigue (5d - - n/a])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Gait inability (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Headache (105h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Malaise (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Movement disorder (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Sleep disorder (n/a -
Recovered/Resolved - )
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Myocarditis (n/a - Not COMIRNATY Not reported
10010715802 Healthcare  |Economic Years Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation delayed (n/a - COMIRNATY Not reported
10010715964 Healthcare |Economic Years Not Recovered/Not Resolved - |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 22/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
10010716076 Professional |Economic Years Recovered/Resolved - Life [TOZINAMERAN] (S -
Area Threatening, COVID-19
Caused/Prolonged immunisation - Drug
Hospitalisation) withdrawn - [n/a -
1{DF} -
Intramuscular])
EU-EC- 22/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Abdominal pain (n/a - COMIRNATY Not reported
10010716145 Professional |Economic Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Area Caused/Prolonged COvID-19
Hospitalisation), immunisation - Not
applicable - [1d -
Hepatosplenomegaly (n/a - 1{DF} -
Recovered/Resolved - Other Intramuscular])
Medically Important Condition)
EU-EC- 22/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Fatigue (2d - COMIRNATY Not reported
10010716714 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area n/fa-n/a-[n/a-n/a
Vaccination site erythema (3d - |- n/a])
Recovered/Resolved - ),
Vaccination site swelling (3d -
Recovered/Resolved - )
EU-EC- 22/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Blood creatine phosphokinase | TOZINAMERAN Not reported
10010716796 Professional |European Years |Specified increased (n/a - Unknown - [TOZINAMERAN] (S -
Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Blood urine (n/a - Unknown - |- Intramuscular])
)
Face oedema (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Metabolic function test
abnormal (n/a - Unknown - ),
Myalgia (n/a -
Recovered/Resolved - ),
Pyrexia (n/a -
Recovered/Resolved - ),
Rhabdomyolysis (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Swelling face (n/a -
Recovering/Resolving - ),
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Vomiting (n/a -
Recovered/Resolved - )
EU-EC- 22/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Abdominal pain upper (n/a- |COMIRNATY Not reported
10010717215 Healthcare |European Years |Specified Unknown - Disabling), [TOZINAMERAN] (S -
Professional | Economic COVID-19
Area Affect lability (n/a - Unknown - |immunisation - Not
Disabling), applicable - [n/a - n/a
- n/a])
Chest pain (n/a - Unknown -
Disabling),
Chronic gastritis (n/a -
Unknown - Disabling),
Constipation (3d -
Recovered/Resolved -
Disabling),
Delirium (n/a - Unknown -
Disabling, Other Medically
Important Condition),
Diarrhoea (n/a - Unknown -
Disabling),
Disturbance in attention (n/a -
Unknown - Disabling),
Feeling hot (n/a - Unknown -
Disabling),
Increased appetite (n/a -
Unknown - Disabling),
Muscle twitching (n/a -
Unknown - Disabling),
Pain (n/a - Unknown -
Disabling),
Parasomnia (n/a - Unknown -
Disabling),
Pollakiuria (n/a - Unknown -
Disabling),
Postural orthostatic tachycardia
syndrome (n/a -
Recovered/Resolved With
Sequelae - Disabling),
Syncope (n/a - Unknown -
Disabling, Other Medically
Important Condition),
Thirst (n/a - Unknown -
Disabling)
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Drug hypersensitivity (0d - COMIRNATY Not reported
10010717291 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Rash (0d - Recovered/Resolved |immunisation - Not
- applicable - [n/a -
1{DF} - n/a]),
KIOVIG 100 MG/ML
SOLUTION FOR
INFUSION [HUMAN
NORMAL
IMMUNOGLOBULIN]
(S - Product used for
unknown indication -
n/a - [n/a - 1{DF} -
n/a])
EU-EC- 22/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Not No Hypersensitivity (n/a - COMIRNATY Not reported
10010717478 Healthcare |European Years |Specified |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Nausea (n/a - - n/a])
Recovering/Resolving - Other
Medically Important
Condition),
Paraesthesia oral (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Throat irritation (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 22/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Erythema (n/a - Not COMIRNATY Not reported
10010717519 Healthcare |Economic Years Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Immunisation reaction (n/a - |[n/a - n/a - n/a])
Not Recovered/Not Resolved -
EU-EC- 22/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Anxiety (n/a - Unknown - ), COMIRNATY Not reported
10010717615 Healthcare |Economic Years |Specified [TOZINAMERAN] (S -
Professional |Area Crying (n/a - Unknown - ), COVID-19
immunisation - Not
Depersonalisation/derealisation |applicable - [n/a - n/a
disorder (n/a - Unknown - ), -n/a])
Fatigue (n/a - Unknown - ),
Headache (n/a - Unknown - ),
Malaise (n/a - Unknown - ),
Mood altered (n/a - Unknown -
Nausea (n/a - Unknown - )
EU-EC- 22/11/2021 |Spontaneous |Healthcare |Non Minocha, P.. Recurrence of 12-17 |Not Male No Disease recurrence (n/a - TOZINAMERAN Not reported
10010717715 Professional |European |Acute Myocarditis Temporally Years |Specified Recovered/Resolved - Life [TOZINAMERAN] (S -
Economic |Associated with Receipt of the Threatening, COVID-19
Area mRNA Coronavirus Disease 2019 Caused/Prolonged immunisation - Not
(COVID-19) Vaccine in a Male Hospitalisation, Other
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Adolescent.. Journal of Medically Important applicable - [1d - n/a
Pediatrics. 2021;238:321-323. Condition), - n/a])
doi:10.1016/j.jpeds.2021.06.035
Myocarditis (n/a -
Recovered/Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 22/11/2021 |Spontaneous |Healthcare |Non Ambati, S.. Acute 12-17 |Not Male No Myopericarditis (n/a - TOZINAMERAN Not reported
10010717743 Professional |European |myopericarditis after covid-19 Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic |vaccine in teenagers. Case Caused/Prolonged COVID-19
Area Reports in Cardiology. Hospitalisation, Other immunisation - Not
2021;10.1155/2021/8268755. Medically Important Condition) |applicable - [n/a - n/a
doi:10.1155/2021/8268755 - n/a])
EU-EC- 22/11/2021 |Spontaneous |Healthcare |Non Ambati, S.. Acute 12-17 |Not Male No Myopericarditis (n/a - TOZINAMERAN Not reported
10010717748 Professional |European |myopericarditis after covid-19 Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic |vaccine in teenagers. Case Caused/Prolonged COVID-19
Area Reports in Cardiology. Hospitalisation, Other immunisation - Not
2021;10.1155/2021/8268755. Medically Important Condition) |applicable - [n/a - n/a
doi:10.1155/2021/8268755 - n/a])
EU-EC- 22/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Genital ulceration (n/a - Not TOZINAMERAN [METHYLPHENIDATE
10010717866 Professional |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S - |HYDROCHLORIDE] (C
Economic Other Medically Important COVID-19 -nfa-n/a-[n/fa-n/a
Area Condition) immunisation - Not |- n/a])
applicable - [1d - n/a
- n/a])
EU-EC- 22/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination site COMIRNATY Not reported
10010719118 Professional | Economic Years lymphadenopathy (n/a - [TOZINAMERAN] (S -
Area Unknown - ) COVID-19
immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 22/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a - COMIRNATY Not reported
10010719122 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 22/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Incorrect dose administered ~ [COMIRNATY Not reported
10010719193 Professional | Economic Years (n/a - Unknown - ), [TOZINAMERAN] (S -
Area COVID-19
No adverse event (n/a - immunisation - Not
Unknown - ) applicable - [1d - n/a
- n/al)
EU-EC- 22/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Erythema multiforme (n/a - COMIRNATY Not reported
10010719218 Professional |Economic Years Recovering/Resolving - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (2d - COMIRNATY Not reported
10010705478 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Myalgia (3d - immunisation - Not
Recovered/Resolved - ) applicable - [n/a -
1{DF} - n/a])
EU-EC- 21/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - |COMIRNATY Not reported
10010705671 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/fa-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 21/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Body temperature increased COMIRNATY Not reported
10010705694 Healthcare |Economic Years (7d - Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Ear pain (7d - immunisation - Not
Recovered/Resolved - ) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 21/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (6h - COMIRNATY Not reported
10010705702 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Nausea (6h - immunisation - Not
Recovered/Resolved - ) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 21/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Child Female |No Headache (12h - COMIRNATY Not reported
10010705760 Professional | Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Injection site pain (n/a - immunisation - Not
Recovered/Resolved - ), applicable - [n/a -
1{DF} -
Lymphadenopathy (n/a - Intramuscular])
Recovered/Resolved - ),
Malaise (18h -
Recovered/Resolved - ),
Nausea (10h -
Recovered/Resolved - )
EU-EC- 21/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - Not COMIRNATY Not reported
10010705893 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 21/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arthralgia (5d - COMIRNATY Not reported
10010705913 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Fatigue (5d - immunisation - Not
Recovered/Resolved - ), applicable - [n/a -
1{DF} - n/a])
Headache (5d -
Recovered/Resolved - ),
Heavy menstrual bleeding (n/a
- Not Recovered/Not Resolved
Injection site inflammation (3d
- Recovered/Resolved - ),
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Injection site pain (3d -
Recovered/Resolved - ),
Injection site warmth (3d -
Recovered/Resolved - ),
Malaise (5d -
Recovered/Resolved - ),
Myalgia (5d -
Recovered/Resolved - ),
Nausea (5d -
Recovered/Resolved - ),
Pyrexia (5d -
Recovered/Resolved - )
EU-EC- 21/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Angioedema (n/a - Not COMIRNATY Not reported
10010705927 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 21/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Anaphylactic reaction (n/a - COMIRNATY Not reported
10010705950 Professional |European Years |Specified Recovered/Resolved - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Erythema (n/a - Unknown - ), |- n/a])
Nervousness (n/a - Unknown -
Other Medically Important
Condition),
Paraesthesia (n/a - Unknown -
Other Medically Important
Condition),
Peripheral coldness (n/a -
Unknown - Other Medically
Important Condition),
Pyrexia (n/a - Unknown -
Other Medically Important
Condition),
Rash (n/a - Unknown - Other
Medically Important Condition)
EU-EC- 21/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Blood pressure decreased (n/a | COMIRNATY Not reported
10010705957 Professional |European Years |Specified - Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Heart rate decreased (n/a - immunisation - Not
Unknown - ), applicable - [n/a - n/a
- n/a])
Syncope (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 21/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Body temperature increased COMIRNATY [INFLUENZA VIRUS]
10010705990 Healthcare |European Years |Specified (n/a - Not Recovered/Not [TOZINAMERAN] (S - |(C - Immunisation -
Professional |Economic Resolved - Other Medically COVID-19 n/a - [n/a - n/a - n/al)
Area Important Condition), immunisation - Not
applicable - [1d - n/a
Chills (n/a - Not Recovered/Not |- n/a])
Resolved - Other Medically
Important Condition),
Immunisation (n/a - Unknown
- Other Medically Important
Condition),
Off label use (n/a - Unknown -
Other Medically Important
Condition),
Pain in extremity (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 21/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Amyotrophic lateral sclerosis | TOZINAMERAN Not reported
10010706045 Healthcare |European Years |Specified (n/a - Not Recovered/Not [TOZINAMERAN] (S -
Professional |Economic Resolved - Other Medically COVID-19
Area Important Condition) immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 21/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - Not Recovered/Not | COMIRNATY Not reported
10010706104 Healthcare |Economic Years |Specified Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Fatigue (n/a - Not immunisation - Not
Recovered/Not Resolved - ), applicable - [n/a -
1{DF} - n/a])
Headache (n/a - Not
Recovered/Not Resolved - ),
Malaise (n/a - Not
Recovered/Not Resolved - ),
Nausea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 21/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed (8wk - | COMIRNATY Not reported
10010706145 Healthcare |Economic Years |Specified Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 21/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder (n/a - Not |COMIRNATY Not reported
10010706226 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 21/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Unknown |COMIRNATY Not reported
10010706234 Healthcare |Economic Years |Specified - [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 21/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - | COMIRNATY Not reported
10010706272 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
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Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 21/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY Not reported
10010706282 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/fa-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 21/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Epistaxis (1d - [TOZINAMERAN] (S - |Not reported
10010706343 Healthcare |Economic Years |Specified Recovered/Resolved - Other n/a - Unknown - [n/a
Professional |Area Medically Important - n/a-n/al)
Condition),
Epistaxis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Thrombosis (1d -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 21/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY Not reported
10010706374 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 21/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed (n/a - COMIRNATY Not reported
10010706460 Healthcare |Economic Years |Specified Not Recovered/Not Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported
10010701286 Healthcare |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Chills (1d - immunisation - Not
Recovered/Resolved - ), applicable - [n/a -
1{DF} - n/a])
Fatigue (n/a - Not
Recovered/Not Resolved - ),
Headache (n/a - Not
Recovered/Not Resolved - ),
Malaise (n/a -
Recovered/Resolved - ),
Myalgia (n/a - Not
Recovered/Not Resolved - ),
Nausea (1d -
Recovered/Resolved - ),
Pyrexia (1d -
Recovered/Resolved - )
EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation irregular (n/fa -  |COMIRNATY Not reported
10010701889 Healthcare |Economic Years |Specified Recovering/Resolving - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 20/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported
10010701899 Professional |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Area COVID-19
Cough (n/a - Not immunisation - Not
Recovered/Not Resolved - ), applicable - [n/a -
1{DF} - n/al)
Dyspnoea (n/a - Not
Recovered/Not Resolved - ),
Headache (n/a -
Recovered/Resolved - ),
Injection site erythema (n/a -
Not Recovered/Not Resolved -
)
Injection site inflammation
(n/a - Not Recovered/Not
Resolved - ),
Injection site pain (n/a - Not
Recovered/Not Resolved - ),
Injection site swelling (n/a -
Not Recovered/Not Resolved -
)
Injection site warmth (n/a -
Not Recovered/Not Resolved -
)
Lymphadenopathy (n/a - Not
Recovered/Not Resolved - ),
Malaise (n/a - Not
Recovered/Not Resolved - ),
Mobility decreased (n/a -
Unknown - ),
Myalgia (9d -
Recovered/Resolved - ),
Pyrexia (n/a -
Recovered/Resolved - )
EU-EC- 20/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY Not reported
10010701919 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
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EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - Not COMIRNATY Not reported
10010702971 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Chills (n/a - Not Recovered/Not |immunisation - Not
Resolved - ), applicable - [n/a -
1{DF} - n/a])
Headache (n/a - Not
Recovered/Not Resolved - ),
Malaise (n/a - Not
Recovered/Not Resolved - ),
Myalgia (n/a - Not
Recovered/Not Resolved - ),
Pyrexia (n/a - Not
Recovered/Not Resolved - )
EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Dizziness (n/a - Not COMIRNATY Not reported
10010702979 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Headache (n/a - Not immunisation - Not
Recovered/Not Resolved - ), applicable - [n/a -
1{DF} - n/a])
Malaise (n/a - Not
Recovered/Not Resolved - ),
Nausea (n/a - Not
Recovered/Not Resolved - ),
Pyrexia (n/a - Not
Recovered/Not Resolved - )
EU-EC- 20/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dyspnoea (5d - COMIRNATY Not reported
10010702992 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Fatigue (n/a - immunisation - Not
Recovering/Resolving - ), applicable - [n/a -
1{DF} - n/a])
Muscular weakness (n/a -
Recovering/Resolving - ),
Palpitations (n/a -
Recovering/Resolving - )
EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (3d - COMIRNATY NOT AVAILABLE (C -
10010703002 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S- |n/a-n/a-[n/a-n/a-
Professional |Area COvVID-19 n/a])
Headache (53d - immunisation - Not
Recovered/Resolved - ), applicable - [n/a -
1{DF} - n/a])
Malaise (3d -
Recovered/Resolved - ),
Myalgia (2d -
Recovered/Resolved - )
EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a - COMIRNATY Not reported
10010703072 Healthcare |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Chills (n/a - Not Recovered/Not |immunisation - Not
Resolved - ), applicable - [n/a -
1{DF} - n/a])
Malaise (n/a - Not
Recovered/Not Resolved - ),
Nausea (n/a -
Recovering/Resolving - )
EU-EC- 20/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Fall (n/a - COMIRNATY Not reported
10010703474 Professional |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Area COVID-19
Jaw fracture (n/a - immunisation - n/a -
Recovering/Resolving - ), [n/a - n/a - n/a])
Pain in extremity (n/a -
Recovering/Resolving - ),
Syncope (n/a -
Recovering/Resolving - )
EU-EC- 20/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (6d - COMIRNATY Not reported
10010703751 Professional |Economic Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Pyrexia (6d - .3mL -
Recovered/Resolved - Intramuscular])
Caused/Prolonged
Hospitalisation),
Vertigo (6d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Vomiting (6d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 20/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Epilepsy (n/a - COMIRNATY [TOPIRAMATE] (C -
10010703756 Professional |Economic Years |Specified Recovering/Resolving - Other | [TOZINAMERAN] (S - |Epilepsy - n/a - [n/a -
Area Medically Important Condition) |COVID-19 150mg - Oral])
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 20/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - | COMIRNATY Not reported
10010704520 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 20/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY Not reported
10010704547 Professional | Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (30h - COMIRNATY Not reported
10010704568 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Body temperature increased immunisation - Not
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(36h - Recovered/Resolved - ), |applicable - [n/a -
1{DF} - n/al)
Chills (38h -
Recovered/Resolved - ),
Dizziness (36h -
Recovered/Resolved - ),
Extensive swelling of
vaccinated limb (n/a - Not
Recovered/Not Resolved - ),
Fatigue (2d -
Recovered/Resolved - ),
Headache (38h -
Recovered/Resolved - ),
Injection site erythema (n/a -
Not Recovered/Not Resolved -
)
Injection site pain (n/a - Not
Recovered/Not Resolved - ),
Injection site swelling (n/a -
Not Recovered/Not Resolved -
)
Injection site warmth (n/a -
Not Recovered/Not Resolved -
)
Malaise (2d -
Recovered/Resolved - )
EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported
10010704704 Healthcare |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Chills (n/a - Not Recovered/Not |immunisation - Not
Resolved - ), applicable - [n/a -
1{DF} - n/a])
Cough (n/a - Not
Recovered/Not Resolved - ),
Fatigue (n/a - Not
Recovered/Not Resolved - ),
Headache (n/a - Not
Recovered/Not Resolved - ),
Malaise (n/a - Not
Recovered/Not Resolved - ),
Myalgia (n/a -
Recovering/Resolving - ),
Nausea (n/a - Not
Recovered/Not Resolved - ),
Pyrexia (n/a - Not
Recovered/Not Resolved - )
EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Body temperature increased COMIRNATY Not reported
10010704722 Healthcare |Economic Years |Specified (n/a - Recovered/Resolved - ), |[TOZINAMERAN] (S -
Professional |Area COVID-19
Chills (n/a - immunisation - Not
Recovering/Resolving - ), applicable - [n/a -
1{DF} - n/a])
Lymphadenopathy (n/a - Not
Recovered/Not Resolved - ),
Malaise (n/a -
Recovering/Resolving - )
EU-EC- 20/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pneumonia (2wk - COMIRNATY Not reported
10010704886 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (n/a - immunisation - Not
Recovered/Resolved - ) applicable - [n/a -
1{DF} - n/a])
EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY Not reported
10010704887 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY Not reported
10010704902 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - COMIRNATY Not reported
10010704910 Healthcare |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Fatigue (n/a - Not immunisation - Not
Recovered/Not Resolved - ),  |applicable - [n/a -
1{DF} - n/a])
Headache (n/a - Not
Recovered/Not Resolved - ),
Malaise (n/a - Not
Recovered/Not Resolved - ),
Myalgia (n/a -
Recovering/Resolving - ),
Nausea (n/a -
Recovering/Resolving - ),
Vomiting (n/a -
Recovering/Resolving - )
EU-EC- 20/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Epistaxis (10min - COMIRNATY Not reported
10010704928 Professional |Economic Years |Specified Recovering/Resolving - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation irregular (n/a -  |COMIRNATY Not reported
10010705142 Healthcare |Economic Years Unknown - ) [TOZINAMERAN] (S -
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Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Polymenorrhoea (n/a - COMIRNATY Not reported
10010705145 Healthcare |Economic Years |Specified Recovering/Resolving - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (1d - COMIRNATY Not reported
10010705309 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Malaise (1d - immunisation - Not
Recovered/Resolved - ), applicable - [n/a -
1{DF} - n/a])
Myalgia (n/a - Not
Recovered/Not Resolved - ),
Nausea (1d -
Recovered/Resolved - ),
Polymenorrhoea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 20/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation irregular (88d - | COMIRNATY Not reported
10010705379 Healthcare |Economic Years |Specified Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Impetigo (10d - COMIRNATY Not reported
10010690769 Professional |Economic Years |Specified Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Neutropenia (n/a - Not COMIRNATY Not reported
10010691027 Professional |Economic Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Area Other Medically Important COVID-19
Condition) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Productive cough (12d - COMIRNATY Not reported
10010691037 Healthcare |Economic Years |Specified Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - n/a -
[n/a-.3mL -
Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Diarrhoea (28d - COMIRNATY Not reported
10010691129 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Menstruation irregular (28d -  |immunisation - n/a -
Recovered/Resolved - ), [n/a-.3mL -
Intramuscular])
Pain in extremity (28d -
Recovered/Resolved - )
EU-EC- 19/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Pericarditis (n/a - Not COMIRNATY Not reported
10010691780 Professional |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Economic Other Medically Important COVID-19
Area Condition) immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 19/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pericarditis (n/a - Not COMIRNATY Not reported
10010691825 Professional |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Economic Other Medically Important COVID-19
Area Condition) immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 19/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Pericarditis (n/a - Unknown - | COMIRNATY Not reported
10010691826 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition) COVID-19
Area immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 19/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Peripheral swelling (6d - COMIRNATY Not reported
10010692117 Healthcare |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Swelling (6d - - n/a])
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 19/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pericarditis (n/a - Unknown - | COMIRNATY Not reported
10010692474 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition) COVID-19
Area immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 19/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Pericarditis (n/a - Not COMIRNATY Not reported
10010692525 Professional |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Economic Other Medically Important COVID-19
Area Condition) immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 19/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Lip swelling (2d - COMIRNATY [FLUTICASONE
10010692575 Healthcare |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S - |PROPIONATE] (C -
Professional |Economic Medically Important COVID-19 Asthma - n/a - [n/a -
Area Condition), immunisation - Not n/a - n/al),
applicable - [1d - n/a
Oral contusion (n/a - - n/a]) [INFLUENZA VIRUS]
Recovering/Resolving - Other (C-n/a-nfa-[n/a-
Medically Important n/a - n/al),
Condition),
[METHYLPHENIDATE
Oral mucosal erythema (1d - HYDROCHLORIDE] (C
Recovered/Resolved - Other - Attention deficit
Medically Important hyperactivity disorder
Condition), -n/a-[n/a-nfa-
n/al),
Oral pain (1d -
Recovered/Resolved - Other [MONTELUKAST,
Medically Important MONTELUKAST
Condition), SODIUM] (C - Asthma
-n/a-[n/a-n/a-
Oral pruritus (1d - n/al),
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Recovered/Resolved - Other
Medically Important Condition) [PARACETAMOL] (C -
Analgesic therapy -
n/a-[n/a-n/a-
n/al),
[SALBUTAMOL,
SALBUTAMOL
MICRONIZED,
SALBUTAMOL
SULFATE] (C - Asthma
-nfa-[n/a-n/a-
n/a])
EU-EC- 19/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Back pain (n/a - Not COMIRNATY Not reported
10010692580 Healthcare |European Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional | Economic COVID-19
Area Chills (n/a - Not Recovered/Not |immunisation - Not
Resolved - ), applicable - [1d - n/a
- n/a])
Fatigue (n/a - Not
Recovered/Not Resolved - ),
Hot flush (n/a - Not
Recovered/Not Resolved - ),
Nausea (n/a - Not
Recovered/Not Resolved - ),
Syncope (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (6d - COMIRNATY Not reported
10010692676 Professional |Economic Years Recovered/Resolved - [TOZINAMERAN] (S -
Area Caused/Prolonged Immunisation - n/a -
Hospitalisation) [n/a - n/a - n/a])
EU-EC- 19/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Herpes zoster (n/a - Not COMIRNATY Not reported
10010692881 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional | Economic Other Medically Important COVID-19
Area Condition) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 19/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Dizziness (n/a - Not COMIRNATY Not reported
10010692890 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional | Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Dizziness (n/a - Unknown - - n/a])
Other Medically Important
Condition),
Epistaxis (1d -
Recovered/Resolved With
Sequelae - Other Medically
Important Condition),
Syncope (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Myocarditis (n/a - Not COMIRNATY Not reported
10010692898 Professional |Economic Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Area Other Medically Important COVID-19
Condition) immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Syncope (n/a - COMIRNATY Not reported
10010692916 Healthcare |Economic Years Recovered/Resolved - Other [TOZINAMERAN] (S -
Professional |Area Medically Important COVID-19
Condition), immunisation - n/a -
[n/a - 1{DF} - n/a])
Vaccination site pain (n/a -
Recovered/Resolved - )
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Depressed mood (n/a - Not COMIRNATY Not reported
10010693238 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Menstrual disorder (n/a - Not |[n/a-n/a-
Recovered/Not Resolved - ) Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Anaphylactic reaction (n/a - COMIRNATY Not reported
10010693694 Professional |European Years |Specified Recovered/Resolved - Life [TOZINAMERAN] (S -
Economic Threatening) COVID-19
Area immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Feeding tube user (n/a - TOZINAMERAN Not reported
10010693711 Healthcare |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Professional | Economic Hospitalisation), COVID-19
Area immunisation - Not
Wheelchair user (n/a - applicable - [n/a - n/a
Unknown - Caused/Prolonged |- n/a])
Hospitalisation, Disabling)
EU-EC- 19/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Herpes zoster (n/a - TOZINAMERAN Not reported
10010693724 Healthcare |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Professional |Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Inappropriate schedule of - Intramuscular])
product administration (n/a -
Unknown - ),
Pain in extremity (n/a -
Recovered/Resolved - )
EU-EC- 19/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Chills (1d - TOZINAMERAN Not reported
10010693736 Healthcare |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Headache (3d - - n/a))
Recovered/Resolved - Other
Medically Important
Condition),
Influenza like illness (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Myalgia (3d -
Recovered/Resolved - Other
Medically Important
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Condition),

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

EU-EC-
10010693748

19/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

Not reported

EU-EC-
10010693763

19/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10010693769

19/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Urticaria (1d -
Recovered/Resolved With
Sequelae - Other Medically
Important Condition)

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

[CHLORPHENAMINE
MALEATE] (C - n/a -
n/a - [n/a - n/a - n/a])

EU-EC-
10010693776

19/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

COVID-19 (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

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

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

Not reported

EU-EC-
10010693789

19/11/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

- n/a])

[INFLUENZA VIRUS]
(C - Immunisation -
n/a - [n/a - n/a - n/al)
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Condition),
Oropharyngeal pain (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Pain in extremity (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Pyrexia (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Restlessness (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Vomiting (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal discomfort (41d - | COMIRNATY Not reported
10010694222 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Chills (41d - [n/a - n/a - n/a])
Recovered/Resolved - ),
Head discomfort (41d -
Recovered/Resolved - ),
Hypoaesthesia (41d -
Recovered/Resolved - ),
Nausea (41d -
Recovered/Resolved - )
EU-EC- 19/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Herpes zoster (n/a - COMIRNATY Not reported
10010694234 Healthcare |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain (1d - COMIRNATY Not reported
10010694262 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Paraesthesia (1d - [n/a - n/a - n/a])
Recovered/Resolved - )
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a - COMIRNATY Not reported
10010694506 Healthcare |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Menstruation delayed (n/a - immunisation - Not
Recovering/Resolving - ) applicable - [n/a -
1{DF} - n/a])
EU-EC- 19/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (25min - COMIRNATY Not reported
10010694610 Healthcare |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Pyrexia (25min - immunisation - n/a -
Recovering/Resolving - ) [n/a - 1{DF} - n/a])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual bleeding (n/a - |COMIRNATY [CYPROTERONE
10010694906 Healthcare |Economic Years |Specified Not Recovered/Not Resolved - |[TOZINAMERAN] (S - |ACETATE,
Professional |Area Immunisation - n/a - |ETHINYLESTRADIOL]
[n/a-n/a- (C - Acne, Heavy
Intramuscular]) menstrual bleeding -
n/a - [n/a - n/a - n/a])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Heavy menstrual bleeding (n/a | COMIRNATY Not reported
10010695184 Healthcare |Economic Years |Specified - Not Recovered/Not Resolved |[TOZINAMERAN] (S -
Professional |Area =), COVID-19
immunisation - Not
Polymenorrhoea (n/a - Not applicable - [n/a -
Recovered/Not Resolved - ) 1{DF} - n/a])
EU-EC- 19/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY Not reported
10010695199 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 19/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Feeling abnormal (n/a - COMIRNATY Not reported
10010695255 Healthcare |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Professional |Economic Important Condition), COVID-19
Area immunisation - Not
Tliness (1d - applicable - [1d - n/a
Recovered/Resolved - Other |- n/a])
Medically Important Condition)
EU-EC- 19/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Chest pain (n/a - Unknown - ), | COMIRNATY Not reported
10010695269 Healthcare |European Years |Specified [TOZINAMERAN] (S -
Professional |Economic Myocarditis (n/a - Not COVID-19
Area Recovered/Not Resolved - immunisation - Not
Other Medically Important applicable - [1d - n/a
Condition), - n/a])
Palpitations (n/a - Unknown -
,
Tachycardia (n/a - Unknown - )
EU-EC- 19/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Arrhythmia (n/a - Not TOZINAMERAN [NADOLOL] (C - n/a -
10010695396 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S - |n/a - [n/a - 20mg -
Professional |Economic Caused/Prolonged COVID-19 n/a])
Area Hospitalisation, Other immunisation - Not
Medically Important applicable - [n/a - n/a
Condition), - Intramuscular])
Cardiac arrest (n/a - Unknown
- Life Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Dizziness (n/a - Unknown - ),
Nausea (n/a - Unknown - ),
Seizure (n/a - Not
Recovered/Not Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation, Other

14/54



30.11.2022 10.56

Run Line Listing Report

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

Medically Important
Condition),
Shock (n/a - Unknown - Other
Medically Important Condition)
EU-EC- 19/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed (20d - | COMIRNATY [BUDESONIDE,
10010695934 Healthcare |Economic Years |Specified Recovered/Resolved - ) [TOZINAMERAN] (S - |FORMOTEROL
Professional |Area COVID-19 FUMARATE
immunisation - Not DIHYDRATE] (C - n/a
applicable - [n/a - -n/a-[n/a-n/a-
1{DF} - n/a]) n/al)
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY Not reported
10010695945 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Oligomenorrhoea (n/a - Not COMIRNATY Not reported
10010696091 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Vaginal discharge (n/a - [n/a-n/a-
Unknown - ) Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Oligomenorrhoea (n/a - Not | COMIRNATY Not reported
10010696107 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Not No Epilepsy (n/a - Unknown - COMIRNATY Not reported
10010696675 Healthcare |European Years |Specified |Specified Other Medically Important [TOZINAMERAN] (S -
Professional | Economic Condition), COVID-19
Area immunisation - Not
Headache (n/a - Unknown - ), |applicable - [1d - n/a
- n/a])
Malaise (n/a - Unknown - ),
Movement disorder (n/a -
Unknown - ),
Pyrexia (n/a - Unknown - )
EU-EC- 19/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Rash (n/a - Not Recovered/Not | COMIRNATY Not reported
10010696763 Healthcare |European Years |Specified Resolved - Other Medically [TOZINAMERAN] (S -
Professional |Economic Important Condition) COVID-19
Area immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 19/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Body temperature increased TOZINAMERAN Not reported
10010696775 Healthcare |European Years |Specified (n/a - Unknown - ), [TOZINAMERAN] (S -
Professional | Economic COVID-19
Area Bronchospasm (4d - immunisation - Not
Recovered/Resolved - Other applicable - [n/a - n/a
Medically Important - Intramuscular])
Condition),
Cough (5d -
Recovered/Resolved - ),
Myalgia (n/a - Unknown - )
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain (3d - COMIRNATY Not reported
10010696927 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Pain in extremity (3d - [n/a - n/a - n/a])
Recovered/Resolved - ),
Vaccination site pain (3d -
Recovered/Resolved - )
EU-EC- 19/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Fatigue (1d - COMIRNATY Not reported
10010696938 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Headache (2d - [n/a - n/a - n/a])
Recovered/Resolved - ),
Lymph node pain (3d -
Recovered/Resolved - ),
Lymphadenopathy (3d -
Recovered/Resolved - )
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Dermatitis allergic (2h - COMIRNATY Not reported
10010697116 Professional |Economic Years Recovered/Resolved - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Dyspnoea (2h - 1{DF} -
Recovered/Resolved - Intramuscular])
Caused/Prolonged
Hospitalisation),
Erythema (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Flushing (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Lip swelling (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Skin reaction (2h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Swelling face (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 19/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (n/a - Not COMIRNATY Not reported
10010697158 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Lethargy (n/a - Unknown - - n/a])
Other Medically Important
Condition),
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Nausea (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Neck pain (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 19/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Chest pain (22d - COMIRNATY [GENTAMICIN,
10010697562 Healthcare |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S - |GENTAMICIN
Professional |Economic Medically Important COVID-19 SULFATE] (C-n/a -
Area Condition), immunisation - Not  |n/a - [n/a - n/a - n/a])
applicable - [1d - n/a
Chest pain (n/a - Unknown - |- n/a])
Other Medically Important
Condition),
Ear infection viral (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Fatigue (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Immune thrombocytopenia COMIRNATY MODIGRAF
10010697773 Professional |Economic Years (n/a - Not Recovered/Not [TOZINAMERAN] (S - |[TACROLIMUS,
Area Resolved - Caused/Prolonged |COVID-19 TACROLIMUS
Hospitalisation) immunisation - Not MONOHYDRATE] (C -
applicable - [n/a - nfa-n/a-),
1{DF} - Parenteral])
[ALFACALCIDOL] (C -
nfa-n/a-),
[CAPTOPRIL] (C - n/a
-nfa-),
[PARACETAMOL] (C -
nfa-n/a-),
[PREDNISOLONE] (C -
nfa-n/a-),
[ZINC, ZINC
GLUCONATE] (C-n/a
-nfa-)
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Immune thrombocytopenia COMIRNATY Not reported
10010697935 Professional |Economic Years (n/a - Recovering/Resolving - | [TOZINAMERAN] (S -
Area Other Medically Important COVID-19
Condition) immunisation - Drug
withdrawn - [n/a -
1{DF} -
Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Cough (n/a - Not COMIRNATY Not reported
10010697952 Healthcare |Economic Years Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Area Other Medically Important COVID-19
Condition), immunisation - n/a -
[n/a - 1{DF} -
Dyspnoea (n/a - Not Intramuscular])
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Polymenorrhoea (n/a - COMIRNATY Not reported
10010698149 Healthcare |Economic Years |Specified Unknown -) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Feeling cold (24h - COMIRNATY Not reported
10010698150 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Hypomenorrhoea (n/a - Not [n/a-n/a-
Recovered/Not Resolved - ), Intramuscular])
Nausea (n/a -
Recovered/Resolved - ),
Polymenorrhoea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual bleeding (n/a | COMIRNATY [DROSPIRENONE,
10010698151 Healthcare |Economic Years |Specified - Recovering/Resolving - ) [TOZINAMERAN] (S - |ETHINYLESTRADIOL]
Professional |Area Immunisation - n/a - |(C - Dysmenorrhoea -
[n/a-n/a- n/a - [n/a - n/a - n/al)
Intramuscular])
EU-EC- 19/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menometrorrhagia (n/a - Not ~ |COMIRNATY Not reported
10010698158 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstrual disorder (n/a - Not |COMIRNATY Not reported
10010698165 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Bell's palsy (n/a - Unknown - | COMIRNATY Not reported
10010698488 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition) COVID-19
Area immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Lymphadenitis (n/a - Unknown |COMIRNATY Not reported
10010698636 Healthcare |Economic Years - [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [30d -
1{DF} -
Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Influenza like illness (2d - Not |COMIRNATY Not reported
10010698736 Professional |Economic Years Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Area COvID-19
Menstrual disorder (n/a - Not |immunisation - Not
Recovered/Not Resolved - ), applicable - [1d -
1{DF} -
Vomiting (n/a - Not Intramuscular])
Recovered/Not Resolved - ),
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Weight decreased (n/a - Not
Recovered/Not Resolved - )
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menometrorrhagia (n/a - COMIRNATY Not reported
10010698769 Healthcare |Economic Years Recovering/Resolving - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Drug
withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (4d - COMIRNATY Not reported
10010699146 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Gastrointestinal disorder (4d - |immunisation - Not
Recovered/Resolved - ), applicable - [1d -
1{DF} -
Respiratory disorder (4d - Intramuscular])
Recovered/Resolved - ),
Testicular pain (4d -
Recovered/Resolved - )
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstruation delayed (n/a - COMIRNATY Not reported
10010699334 Healthcare |Economic Years Not Recovered/Not Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Presyncope (1d - COMIRNATY Not reported
10010699342 Professional |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Hyperhidrosis (n/a - COMIRNATY Not reported
10010699344 Healthcare |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Presyncope (1d - COMIRNATY Not reported
10010699345 Professional |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COvID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not COMIRNATY Not reported
10010699585 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Chills (n/a - immunisation - Not
Recovering/Resolving - ), applicable - [n/a -
1{DF} - n/a])
Fatigue (n/a - Not
Recovered/Not Resolved - ),
Headache (n/a -
Recovering/Resolving - ),
Malaise (n/a -
Recovering/Resolving - ),
Myalgia (n/a - Not
Recovered/Not Resolved - ),
Nausea (0d -
Recovered/Resolved - ),
Pyrexia (n/a -
Recovering/Resolving - )
EU-EC- 19/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Not No Dizziness (n/a - Unknown - ), |COMIRNATY Not reported
10010699695 Healthcare |European Years |Specified |Specified [TOZINAMERAN] (S -
Professional |Economic Syncope (n/a - COVID-19
Area Recovered/Resolved With immunisation - Not
Sequelae - Other Medically applicable - [1d - n/a
Important Condition), - n/al)
Vision blurred (n/a - Not
Recovered/Not Resolved - )
EU-EC- 19/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Clonic convulsion (3d - COMIRNATY [ALFACALCIDOL] (C -
10010699867 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S- |n/a-n/a-[n/a-n/a-
Economic Caused/Prolonged COVID-19 Oral]),
Area Hospitalisation, Other immunisation - Not
Medically Important applicable - [n/a - n/a |[CLOSTRIDIUM
Condition), - Intramuscular]) BUTYRICUM] (C - n/a
-nf/a-[n/a-n/a-
Epilepsy (3d - Oral]),
Recovered/Resolved -
Caused/Prolonged [FAMOTIDINE] (C -
Hospitalisation, Other n/fa-n/a-[n/a-n/a-
Medically Important Oral]),
Condition),
[LEVOCARNITINE] (C
Pyrexia (1d - - Epilepsy - n/a - [n/a
Recovered/Resolved - - n/a - Oral]),
Caused/Prolonged
Hospitalisation), [MOSAPRIDE,
MOSAPRIDE CITRATE]
Seizure (0d - (C-n/a-nfa-[n/a-
Recovered/Resolved - n/a - Oral]),
Caused/Prolonged
Hospitalisation, Other [SODIUM
Medically Important VALPROATE] (C -
Condition), Epilepsy - n/a - [n/a -
n/a - Oral])
Vaccination site erythema (3d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Vaccination site swelling (3d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 19/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY Not reported
10010700126 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
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immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 19/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported
10010700269 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other immunisation - Not
Medically Important Condition) |applicable - [1d - n/a
- Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Crying (n/a - COMIRNATY Not reported
10010700373 Healthcare |Economic Years |Specified Recovering/Resolving - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY Not reported
10010700501 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - Unknown - ), |COMIRNATY Not reported
10010701651 Professional |Economic Years [TOZINAMERAN] (S -
Area Pyrexia (n/a - Unknown - ), COVID-19
immunisation - Not
Vaccination site pain (n/a - applicable - [n/a -
Unknown - ) 1{DF} - Unknown])
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pyrexia (n/a - Unknown - ) COMIRNATY Not reported
10010701663 Professional |Economic Years [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} - Unknown])
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Myalgia (n/a - Unknown - ), COMIRNATY Not reported
10010701693 Professional |Economic Years [TOZINAMERAN] (S -
Area Pyrexia (n/a - Unknown - ) COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - Unknown])
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Oligomenorrhoea (12d - COMIRNATY Not reported
10010701696 Healthcare |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Drug
withdrawn - [1d - n/a
- Intramuscular])
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Menstrual disorder (n/a - COMIRNATY Not reported
10010701734 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Drug
withdrawn - [1d -
.3mL - Intramuscular
- More in ICSR])
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Asymptomatic COVID-19 (5d - |COMIRNATY Not reported
10010701767 Professional |Economic Years Recovered/Resolved - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - Not
applicable - [1d -
Focal segmental .3mL -
glomerulosclerosis (31d - Intramuscular])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Nephrotic syndrome (31d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Rhabdomyolysis (8d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 19/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - Unknown - COMIRNATY Not reported
10010702024 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 19/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Facial pain (n/a - Not COMIRNATY Not reported
10010702338 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Headache (n/a - - n/a])
Recovering/Resolving - Other
Medically Important
Condition),
Pain (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 19/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - | COMIRNATY Not reported
10010702425 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 19/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Injection site pain (n/a - Not  |[TOZINAMERAN] (S - [[INFLUENZA VIRUS]
10010702463 Healthcare |Economic Years |Specified Recovered/Not Resolved - n/a - Unknown - [n/a |(C-n/a-n/a-[n/a-
Professional |Area Other Medically Important -n/a-n/al) n/a - n/al)
Condition),
Injection site pruritus (n/a -
Not Recovered/Not Resolved -
Other Medically Important
Condition),
Injection site swelling (n/a -
Not Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 19/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Accidental overdose (n/a - TOZINAMERAN Not reported
10010702603 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
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Chills (n/a - Unknown - ), applicable - [n/a - n/a
- Intramuscular])
Decreased appetite (n/a -
Unknown - ),
Dizziness (n/a - Unknown - ),
Fatigue (n/a - Unknown - ),
Headache (n/a - Unknown - ),
Otorrhoea (n/a - Unknown -
Other Medically Important
Condition),
Pyrexia (n/a - Unknown - ),
Somnolence (n/a - Unknown -
)
Vaccination site pain (n/a -
Unknown - ),
Vomiting (n/a - Unknown - )
EU-EC- 19/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - Unknown - ), |COMIRNATY Not reported
10010702697 Professional |European Years |Specified [TOZINAMERAN] (S -
Economic Respiration abnormal (n/a - COVID-19
Area Unknown - ), immunisation - Not
applicable - [1d - n/a
Syncope (n/a - Unknown - -n/a))
Other Medically Important
Condition)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Abdominal pain upper (2d - COMIRNATY Not reported
10010679000 Professional |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Pyrexia (2d - immunisation - n/a -
Recovered/Resolved - ), [n/a-.3mL -
Intramuscular])
Vomiting (2d -
Recovered/Resolved - )
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Lymphadenopathy (n/a - COMIRNATY Not reported
10010679063 Healthcare |Economic Years |Specified Recovering/Resolving - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY Not reported
10010679069 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Headache (n/a - COMIRNATY Not reported
10010679344 Healthcare |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Nausea (n/a - immunisation - Not
Recovering/Resolving - ), applicable - [n/a -
1{DF} -
Pyrexia (n/a - Intramuscular])
Recovering/Resolving - ),
Somnolence (n/a -
Recovering/Resolving - ),
Vomiting (n/a -
Recovering/Resolving - )
EU-EC- 18/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (1d - COMIRNATY Not reported
10010679430 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Pyrexia (1d - immunisation - n/a -
Recovered/Resolved - ) [n/a - 30ug -
Intramuscular])
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (0d - COMIRNATY Not reported
10010679433 Healthcare |Economic Years |Specified Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - n/a -
[n/a - 30ug -
Intramuscular])
EU-EC- 18/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported
10010679728 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Electrocardiogram ST segment |applicable - [1d - n/a
elevation (n/a - Unknown - - Unknown])
Other Medically Important
Condition),
Electrocardiogram
repolarisation abnormality (n/a
- Unknown - Other Medically
Important Condition),
Sinus arrhythmia (n/a -
Unknown - )
EU-EC- 18/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Inflammatory marker COMIRNATY Not reported
10010679737 Professional |European Years |Specified increased (n/a - Unknown - [TOZINAMERAN] (S -
Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Pruritus (n/a - - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 18/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10010679744 Healthcare |European Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional | Economic COVID-19
Area Syncope (0d - immunisation - Not
Recovered/Resolved - Other applicable - [1d - n/a
Medically Important Condition) |- n/a])
EU-EC- 18/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported
10010679761 Healthcare |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
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Professional |Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Headache (n/a - - n/a])
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 18/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Dizziness (n/a - Not COMIRNATY Not reported
10010679813 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 18/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Arrhythmia (n/a - Not COMIRNATY Not reported
10010680008 Professional |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Chest pain (1d - .3mL -
Recovered/Resolved - Other | Intramuscular])
Medically Important Condition)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Bell's palsy (n/a - COMIRNATY Not reported
10010680021 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Hydrocephalus (n/a - Unknown |- n/a])
- Other Medically Important
Condition)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Abdominal pain (n/a - COMIRNATY Not reported
10010680138 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Dizziness (n/a - Unknown - applicable - [1d - n/a
Other Medically Important - n/a))
Condition),
Sinus tachycardia (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dyspnoea (n/a - COMIRNATY Not reported
10010680151 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Myocarditis (n/a - - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 18/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - Unknown - COMIRNATY Not reported
10010680152 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Headache (n/a - Unknown - applicable - [1d -
Other Medically Important .3mL -
Condition), Intramuscular])
Vomiting (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 18/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY [INFLUENZA VIRUS]
10010680154 Healthcare |European Years | Specified Recovered/Resolved - Other  |[TOZINAMERAN] (S - |(C - Immunisation -
Professional | Economic Medically Important COVID-19 n/a-[1d - n/a - n/a])
Area Condition), immunisation - Not
applicable - [n/a - n/a
Nausea (n/a - Not - n/a])
Recovered/Not Resolved -
Other Medically Important
Condition),
Syncope (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 18/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pneumothorax (n/a - COMIRNATY Not reported
10010680168 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 18/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported
10010680171 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation, Other COVID-19
Area Medically Important immunisation - Not
Condition), applicable - [1d - n/a
- Unknown])
Chest pain (n/a - Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 18/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (1d - COMIRNATY Not reported
10010680254 Healthcare |European Years |Specified Recovered/Resolved - Other  |[TOZINAMERAN] (S -
Professional | Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Fatigue (n/a - Not - n/a))
Recovered/Not Resolved -
Other Medically Important
Condition),
Myalgia (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Nausea (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 18/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (n/a - Not COMIRNATY Not reported
10010680256 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Headache (n/a - Not - n/a])
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 18/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dysmenorrhoea (16d - COMIRNATY [ETHINYLESTRADIOL]
10010680301 Professional | Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S - |(C - Endometriosis -
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Area Immunisation - n/a - |n/a - [n/a - n/a - n/a])
Heavy menstrual bleeding (16d |[n/a - n/a -
- Recovered/Resolved - ) Intramuscular])
EU-EC- 18/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Fall (n/a - COMIRNATY Not reported
10010680497 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Generalised tonic-clonic seizure |- n/a])
(n/a - Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Headache (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Oculogyric crisis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Off label use (n/a - Unknown -
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Seizure (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dry eye (n/a - Unknown - COMIRNATY Not reported
10010680506 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Facial paralysis (n/a - Unknown |applicable - [1d - n/a
- Caused/Prolonged - n/a])
Hospitalisation)
EU-EC- 18/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Feeling hot (n/a - Unknown - | COMIRNATY Not reported
10010680511 Healthcare |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Professional |Economic Condition), COVID-19
Area immunisation - Not
Iliness (n/a - Unknown - Other |applicable - [1d - n/a
Medically Important - Parenteral])
Condition),
Malaise (n/a - Unknown -
Other Medically Important
Condition),
Nausea (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 18/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported
10010680516 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Chest pain (n/a - Unknown - |applicable - [1d - n/a
Other Medically Important - n/a])
Condition)
EU-EC- 18/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Insomnia (n/a - Not COMIRNATY Not reported
10010680521 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 18/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Fall (n/a - COMIRNATY Not reported
10010680522 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Skin laceration (n/a - - n/a])
Recovering/Resolving - Other
Medically Important
Condition),
Somnolence (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - Unknown - |COMIRNATY Not reported
10010680634 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Drug ineffective (n/a - applicable - [n/a - n/a
Unknown - Other Medically - n/a])
Important Condition)
EU-EC- 18/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Blindness (7min - COMIRNATY Not reported
10010681334 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Dizziness (7min - immunisation - Not
Recovered/Resolved - ) applicable - [n/a -
1{DF} - n/a])
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Intermenstrual bleeding (n/a - |COMIRNATY Not reported
10010681887 Healthcare |Economic Years |Specified Not Recovered/Not Resolved - |[TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a - COMIRNATY Not reported
10010682032 Healthcare |Economic Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged Immunisation - n/a -
Hospitalisation), [n/a-n/a-
Intramuscular])
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Lymphadenopathy (n/a -
Unknown - Caused/Prolonged
Hospitalisation)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Headache (n/a - Not COMIRNATY Not reported
10010682034 Professional |Economic Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Area Other Medically Important Immunisation - n/a -
Condition), [n/a - n/a - n/a])
Loss of personal independence
in daily activities (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 18/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Headache (n/a - Not COMIRNATY Not reported
10010682199 Healthcare |Economic Years Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Pyrexia (n/a - Not [n/a - n/a - n/a])
Recovered/Not Resolved - )
EU-EC- 18/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent [Female |No Facial paresis (n/a - Unknown - | COMIRNATY Not reported
10010682253 Healthcare |Economic Years Caused/Prolonged [TOZINAMERAN] (S -
Professional |Area Hospitalisation) Immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 18/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Abdominal pain (8d - COMIRNATY Not reported
10010682311 Healthcare |Economic Years Recovered/Resolved - [TOZINAMERAN] (S -
Professional |Area Disabling), COVID-19
immunisation - Not
Blindness transient (15min - applicable - [n/a -
Recovered/Resolved - .3mL -
Disabling), Intramuscular])
Diarrhoea (8d -
Recovered/Resolved -
Disabling),
Presyncope (1d -
Recovered/Resolved -
Disabling),
Tremor (30min -
Recovered/Resolved -
Disabling)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Chest pain (n/a - IBUPROFEN Not reported
10010682366 Professional | Economic Years |Specified Recovering/Resolving - Other | [IBUPROFEN,
Area Medically Important IBUPROFEN SODIUM]
Condition), (S - n/a - Unknown -
[n/a - n/a - n/a]),
Chest pain (n/a - Unknown - ),
[TOZINAMERAN] (S -
Dyspnoea (n/a - Unknown - n/a - Unknown - [n/a
Other Medically Important - n/a-n/a])
Condition),
Palpitations (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Palpitations (n/a - Unknown -
,
Tachycardia (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Renal artery stent placement  |COMIRNATY Not reported
10010682371 Professional |Economic Years (n/a - Recovered/Resolved [TOZINAMERAN] (S -
Area With Sequelae - Life nfa-nfa-[1d-n/a-
Threatening), n/al)
Renal artery thrombosis (n/a -
Recovered/Resolved With
Sequelae - Life Threatening),
Renal failure (n/a -
Recovered/Resolved With
Sequelae - Life Threatening),
Renal infarct (n/a -
Recovered/Resolved With
Sequelae - Life Threatening),
Subclavian artery occlusion
(n/a - Recovered/Resolved
With Sequelae - Life
Threatening)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Cerebral venous sinus COMIRNATY [DIENOGEST,
10010682391 Professional |Economic Years thrombosis (n/a - [TOZINAMERAN] (S - |ETHINYLESTRADIOL,
Area Recovering/Resolving - Life n/a-n/a-[1d - n/a- |LACTOSE
Threatening) Intramuscular]) MONOHYDRATE] (C -
Acne - n/a-[n/a-n/a
- Oral]),
[TETRACYCLINE,
TETRACYCLINE
HYDROCHLORIDE] (C
- Acne-n/a-[n/a-
n/a - Oral])
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Application site pain (n/a - COMIRNATY Not reported
10010682688 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area n/a-n/a-[n/a-n/a
Circulatory collapse (n/a - - n/a))
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 18/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Dizziness (n/a - Not COMIRNATY Not reported
10010682845 Healthcare |European Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional | Economic COVID-19
Area Epistaxis (n/a - Not immunisation - Not
Recovered/Not Resolved - ), applicable - [n/a - n/a
- n/a])
Fatigue (n/a - Not
Recovered/Not Resolved - ),
Iliness (n/a - Not
Recovered/Not Resolved - ),
Loss of consciousness (n/a -
Not Recovered/Not Resolved -
Other Medically Important
Condition),
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Syncope (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myopericarditis (n/a - COMIRNATY Not reported
10010682864 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other immunisation - Not
Medically Important Condition) |applicable - [1d - n/a
- n/a])
EU-EC- 18/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Vomiting (n/a - TOZINAMERAN Not reported
10010682908 Healthcare |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Professional | Economic Medically Important Condition) |COVID-19
Area immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 18/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Syncope (0d - COMIRNATY Not reported
10010682909 Healthcare |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important COvVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Vomiting (n/a - Not - n/a])
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 18/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Headache (n/a - Not COMIRNATY Not reported
10010682922 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Nasopharyngitis (n/a - - n/al)
Unknown - Other Medically
Important Condition),
Nausea (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Tinnitus (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 18/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Diarrhoea (n/a - COMIRNATY Not reported
10010682959 Healthcare |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Professional | Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Limb discomfort (n/a - Not - n/a])
Recovered/Not Resolved -
Other Medically Important
Condition),
Malaise (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Atrioventricular block (n/a - COMIRNATY Not reported
10010682971 Professional |European Years |Specified Not Recovered/Not Resolved - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Atrioventricular block second |- n/a])
degree (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Atrioventricular block second
degree (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Migraine (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Sinus bradycardia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Syncope (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 18/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - Unknown - COMIRNATY Not reported
10010683011 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Euphoric mood (n/a - applicable - [1d - n/a
Unknown - Other Medically - Intramuscular])
Important Condition),
Hyperhidrosis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Nausea (n/a - Unknown -
Other Medically Important
Condition),
Pallor (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Seizure (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 18/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Chills (n/a - Not Recovered/Not | COMIRNATY Not reported
10010683064 Healthcare |European Years |Specified Resolved - Other Medically [TOZINAMERAN] (S -
Professional |Economic Important Condition), COVID-19
Area immunisation - Not
Headache (n/a - Not
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Recovered/Not Resolved - applicable - [1d - n/a
Other Medically Important -n/a))
Condition),
Nausea (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (1d - COMIRNATY Not reported
10010683082 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important Condition) |COVID-19
Area immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 18/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Nausea (n/a - COMIRNATY Not reported
10010683100 Healthcare |European Years |Specified Recovered/Resolved With [TOZINAMERAN] (S -
Professional |Economic Sequelae - Other Medically COVID-19
Area Important Condition), immunisation - Not
applicable - [1d - n/a
Pain in extremity (n/a - Not - n/a])
Recovered/Not Resolved -
Other Medically Important
Condition),
Somnolence (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported
10010683126 Healthcare |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Inappropriate schedule of immunisation - Not
product administration (n/a - |applicable - [n/a - n/a
Unknown - ), - n/a])
Poor quality sleep (n/a -
Recovering/Resolving - )
EU-EC- 18/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Pityriasis rosea (n/a - Not COMIRNATY Not reported
10010683222 Professional | Economic Years Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Area n/a-n/a-[n/a-n/a
- Intramuscular])
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY Not reported
10010683806 Healthcare  |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Hypoaesthesia (0d - [n/a-n/a-
Recovered/Resolved - ), Intramuscular])
Injection site pain (2d -
Recovered/Resolved - ),
Local reaction (2d -
Recovered/Resolved - ),
Sensory disturbance (0d -
Recovered/Resolved - ),
Vaccination site induration (2d
- Recovered/Resolved - )
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - COMIRNATY Not reported
10010684364 Healthcare |Economic Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Injection site pain (n/a - immunisation - Not
Recovering/Resolving - ), applicable - [n/a -
1{DF} - n/a])
Nausea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 18/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - COMIRNATY Not reported
10010684441 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/fa-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 18/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Abdominal pain upper (n/a- |COMIRNATY Not reported
10010684899 Healthcare |European Years |Specified Not Recovered/Not Resolved - |[TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Decreased appetite (n/a - Not |- n/al)
Recovered/Not Resolved -
Other Medically Important
Condition),
Fatigue (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Headache (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Pain (n/a - Not Recovered/Not
Resolved - Other Medically
Important Condition)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Anaphylactic reaction (n/a - COMIRNATY Not reported
10010684900 Professional |European Years | Specified Recovered/Resolved - Other  [[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Asthenia (n/a - - n/a))
Recovered/Resolved - Other
Medically Important
Condition),
Dizziness (n/a - Unknown -
Other Medically Important
Condition),
Euphoric mood (n/a -
Unknown - Other Medically
Important Condition),
Hyperhidrosis (n/a - Unknown
- Other Medically Important
Condition),
Loss of consciousness (n/a -

24/54



30.11.2022 10.56

Run Line Listing Report

Unknown - Other Medically
Important Condition),

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

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

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

EU-EC-
10010684906

18/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10010684983

18/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10010684990

18/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10010685307

18/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Blood pressure decreased (n/a
- Recovering/Resolving - Other
Medically Important
Condition),

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

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

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

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

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

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

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

Unresponsive to stimuli (n/a -
Recovering/Resolving - Other
Medically Important Condition)

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

Not reported

EU-EC-
10010685316

18/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10010685507

18/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Chills (0d -
Recovered/Resolved - ),

Lymphadenopathy (1d - Not
Recovered/Not Resolved - )

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

Not reported

EU-EC-
10010685698

18/11/2021

Spontaneous

Non
Healthcare

Non
European

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

Not available

12-17
Years

Not
Specified

Male

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

COMIRNATY
[TOZINAMERAN] (S -

Not reported
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Professional |Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Cough (n/a - Not - n/a])
Recovered/Not Resolved -
Other Medically Important
Condition),
Fatigue (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Iliness (n/a - Unknown - Other
Medically Important
Condition),
Myalgia (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Nasal discomfort (n/a -
Unknown - Other Medically
Important Condition),
Oropharyngeal pain (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Rhinalgia (7d -
Recovered/Resolved - Other
Medically Important
Condition),
Rhinorrhoea (7d -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - Unknown - | COMIRNATY Not reported
10010685949 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 18/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Anaphylactic reaction (n/a - COMIRNATY Not reported
10010686114 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COvVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Blood pressure decreased (n/a |- Intramuscular])
- Unknown - ),
Fall (n/a - Recovered/Resolved
=)
Feeling abnormal (0d -
Recovered/Resolved - ),
Loss of consciousness (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Orthostatic hypotension (0d -
Recovered/Resolved - ),
Presyncope (n/a -
Recovered/Resolved - )
EU-EC- 18/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Atonic seizures (1d - COMIRNATY Not reported
10010686206 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Muscle rigidity (n/a - - n/a])
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Abdominal pain upper (4d - COMIRNATY Not reported
10010686571 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Nausea (4d - immunisation - Drug
Recovered/Resolved - ) withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Pyrexia (2d - COMIRNATY Not reported
10010686592 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Vomiting (2d - immunisation - n/a -
Recovered/Resolved - ) [1d - 1{DF} -
Intramuscular])
EU-EC- 18/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Influenza like illness (n/a - Not | COMIRNATY Not reported
10010686594 Professional | Economic Years Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[1d - 1{DF} -
Intramuscular])
EU-EC- 18/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Aphthous ulcer (n/a - COMIRNATY Not reported
10010686597 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Lip oedema (n/a - immunisation - n/a -
Recovered/Resolved - ) [1d - 1{DF} -
Intramuscular])
EU-EC- 18/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Nausea (2h - COMIRNATY Not reported
10010686600 Professional |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Presyncope (2h - immunisation - n/a -
Recovered/Resolved - ), [1d - 1{DF} -
Intramuscular])
Vomiting (2h -
Recovered/Resolved - )
EU-EC- 18/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Lymphadenopathy (n/a - Not ~ |COMIRNATY Not reported
10010686633 Healthcare |Economic Years Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])

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

26/54



30.11.2022 10.56

Run Line Listing Report

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

EU-EC- 18/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (1wk - COMIRNATY Not reported
10010686634 Professional | Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a - Not COMIRNATY Not reported
10010686663 Healthcare |Economic Years Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 18/11/2021 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No Sleep disorder (1mo - COMIRNATY Not reported
10010686716 Professional |Economic Years Unknown - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 18/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Urticaria (n/a - Unknown - ) COMIRNATY Not reported
10010686724 Professional | Economic Years [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Fatigue (7d - COMIRNATY ANTICONCEPTIEPIL
10010686902 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S - |[NOT AVAILABLE] (C -
Professional |Area COVID-19 n/a-n/a-[n/a-n/a-
Headache (7d - immunisation - Not n/al),
Recovered/Resolved - ), applicable - [n/a -
1{DF} - n/a]) NOT AVAILABLE (C -
Hypotension (n/a - n/a-n/a-[n/a-nfa-
Recovered/Resolved - ), n/al)
Injection site reaction (n/a -
Recovered/Resolved - ),
Pyrexia (4d -
Recovered/Resolved - ),
Urticaria (6d -
Recovered/Resolved - )
EU-EC- 18/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Meningitis viral (9d - COMIRNATY Not reported
10010687312 Healthcare |Economic Years Recovered/Resolved - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 18/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Chest pain (1d - COMIRNATY Not reported
10010687335 Professional |Economic Years Recovered/Resolved - Other  |[TOZINAMERAN] (S -
Area Medically Important Condition) |COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 18/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
10010687345 Professional |Economic Years Recovering/Resolving - Life [TOZINAMERAN] (S -
Area Threatening, COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 18/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported
10010687423 Professional |Economic Years Recovering/Resolving - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 18/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Influenza (n/a - Not COMIRNATY Not reported
10010687471 Healthcare  |Economic Years Recovered/Not Resolved - ),  |[TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Rash (n/a - Not Recovered/Not |[n/a - n/a - n/a])
Resolved - )
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - Not COMIRNATY Not reported
10010687863 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Headache (n/a - Not immunisation - Not
Recovered/Not Resolved - ) applicable - [n/a -
1{DF} - n/a])
EU-EC- 18/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Acute disseminated TOZINAMERAN Not reported
10010688265 Professional |European Years |Specified encephalomyelitis (n/a - [TOZINAMERAN] (S -
Economic Recovered/Resolved - Other COVID-19
Area Medically Important Condition) |immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 18/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Syncope (n/a - Not COMIRNATY Not reported
10010688437 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY Not reported
10010688445 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 18/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY Not reported
10010688446 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 18/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - | COMIRNATY Not reported
10010688678 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 18/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - Unknown - | TOZINAMERAN Not reported

27/54



30.11.2022 10.56

Run Line Listing Report

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

10010688698 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Drug ineffective (n/a - applicable - [n/a - n/a
Unknown - Other Medically - n/a])
Important Condition),
False positive investigation
result (n/a - Unknown - )
EU-EC- 18/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pericarditis (n/a - Not COMIRNATY Not reported
10010689837 Professional |Economic Years Recovered/Not Resolved - [TOZINAMERAN] (S -
Area Other Medically Important COVID-19
Condition) immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 18/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Seizure (n/a - Unknown - TOZINAMERAN Not reported
10010690056 Healthcare |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Professional | Economic Condition), COVID-19
Area immunisation - Not
Syncope (n/a - Unknown - applicable - [n/a - n/a
Other Medically Important - n/a])
Condition)
EU-EC- 18/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Asthenia (n/a - COMIRNATY Not reported
10010690180 Healthcare |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Professional | Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Blood pH decreased (n/a - - n/a])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Malaise (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Type 1 diabetes mellitus (n/a -
Not Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 18/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Myalgia (n/a - COMIRNATY Not reported
10010690263 Healthcare |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Professional |Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Nausea (n/a - - n/a))
Recovering/Resolving - Other
Medically Important
Condition),
Pain in extremity (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Parapsoriasis (n/a - Not COMIRNATY Not reported
10010666015 Professional |Economic Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Area n/a - Drug withdrawn
-[n/a-n/a-
Intramuscular])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (4d - COMIRNATY Not reported
10010666258 Professional |Economic Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - n/a -
[n/a-n/a-
Myocarditis (4d - Intramuscular])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pain in extremity (2d - COMIRNATY Not reported
10010666307 Professional |Economic Years |Specified Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female [No Asthmatic crisis (n/a - COMIRNATY Not reported
10010666377 Healthcare |Economic Years |Specified Recovering/Resolving - Life [TOZINAMERAN] (S -
Professional |Area Threatening), COVID-19
immunisation - n/a -
Hyperpyrexia (n/a - [n/a-.3mL -
Recovering/Resolving - Life Intramuscular])
Threatening)
EU-EC- 17/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Amenorrhoea (64d - COMIRNATY Not reported
10010666404 Healthcare |Economic Years |Specified Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Syncope (0d - COMIRNATY Not reported
10010666457 Professional |Economic Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Area Medically Important Condition) |COVID-19
immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Chills (n/a - Not Recovered/Not | TOZINAMERAN Not reported
10010666859 Healthcare |European Years |Specified Resolved - Other Medically [TOZINAMERAN] (S -
Professional | Economic Important Condition), COVID-19
Area immunisation - Not
Palpitations (n/a - Not applicable - [1d - n/a
Recovered/Not Resolved - - n/a])
Other Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
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Tonsillar hypertrophy (n/a -
Not Recovered/Not Resolved -
Other Medically Important
Condition)

EU-EC-
10010666879

17/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

Poor quality sleep (n/a -
Recovering/Resolving - Other
Medically Important
Condition),

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

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

Not reported

EU-EC-
10010666949

17/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10010666954

17/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10010666965

17/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

Musculoskeletal stiffness (n/a -
Recovered/Resolved - ),

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

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

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

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

Not reported

EU-EC-
10010666970

17/11/2021

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Blood pressure increased (n/a
- Unknown - Caused/Prolonged
Hospitalisation),

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

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

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

Not reported
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Dyspnoea (n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Gait inability (n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

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

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

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

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

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

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

EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported
10010667191 Healthcare |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Professional |Economic Important Condition), COVID-19
Area immunisation - Not
Diarrhoea (n/a - Not applicable - [1d - n/a
Recovered/Not Resolved - - n/al)
Other Medically Important
Condition)
EU-EC- 17/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Vomiting (n/a - Not COMIRNATY Not reported
10010667199 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Axillary pain (n/a - Unknown - |COMIRNATY Not reported
10010667240 Healthcare |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Professional | Economic Condition), COVID-19
Area immunisation - Not
Lymphadenopathy (n/a - Not  |applicable - [n/a - n/a
Recovered/Not Resolved - - n/a])
Other Medically Important
Condition),
Tenderness (n/a - Unknown - )
EU-EC- 17/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported
10010667249 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional | Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Headache (n/a - Not - n/a])
Recovered/Not Resolved -
Other Medically Important
Condition),
Peripheral swelling (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation irregular (n/a -  |COMIRNATY Not reported
10010668450 Healthcare |Economic Years |Specified Not Recovered/Not Resolved - |[TOZINAMERAN] (S -
Professional |Area ) COVID-19
immunisation - Not
Polymenorrhoea (n/a - Not applicable - [n/a -
Recovered/Not Resolved - ) 1{DF} - n/a])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Seizure (n/a - COMIRNATY Not reported
10010668641 Professional |European Years |Specified Recovering/Resolving - Life [TOZINAMERAN] (S -
Economic Threatening, Other Medically ~|COVID-19
Area Important Condition) immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (n/a - Unknown - COMIRNATY Not reported
10010668678 Healthcare |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Professional | Economic Condition), COVID-19
Area immunisation - Not
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EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Anaphylactic reaction (n/a - COMIRNATY Not reported
10010668721 Professional |European Years |Specified Unknown - Life Threatening), |[TOZINAMERAN] (S -
Economic COVID-19
Area Cough (n/a - Unknown - Life  |immunisation - Not
Threatening), applicable - [1d - n/a
- Intramuscular])
Dizziness (n/a - Unknown - Life
Threatening),
Dyspnoea (n/a - Unknown -
Life Threatening),
Pruritus (n/a - Unknown - Life
Threatening),
Tachypnoea (n/a - Unknown -
Life Threatening),
Urticaria (n/a - Unknown - Life
Threatening),
Vomiting (n/a - Unknown - Life
Threatening)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported
10010668741 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a - n/a
Vision blurred (n/a - - n/a])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported
10010668743 Healthcare |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Professional |Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Dizziness (n/a - - n/a))
Recovering/Resolving - Other
Medically Important
Condition),
Immunisation (n/a - Unknown
- Other Medically Important
Condition),
Lymphadenopathy (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Nausea (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Pyrexia (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Lymphadenopathy (n/a - Not |COMIRNATY Not reported
10010668749 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional | Economic Other Medically Important COVID-19
Area Condition) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - Unknown - ), |COMIRNATY Not reported
10010668785 Professional |European Years |Specified [TOZINAMERAN] (S -
Economic Fear of injection (n/a - COVID-19
Area Unknown - ), immunisation - Not
applicable - [1d - n/a
Syncope (n/a - Unknown - - Intramuscular])
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Myocarditis (n/a - Unknown - | TOZINAMERAN Not reported
10010668858 Healthcare |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Professional |Economic Hospitalisation, Other COvVID-19
Area Medically Important Condition) |immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported
10010668925 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Chest pain (n/a - Unknown - |applicable - [1d - n/a
Caused/Prolonged - Unknown])
Hospitalisation),
Vomiting (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - Unknown - COMIRNATY Not reported
10010668926 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Headache (n/a - Unknown - applicable - [1d -
Caused/Prolonged 3mL -
Hospitalisation), Intramuscular])
Hypoaesthesia (n/a - Unknown
- Caused/Prolonged
Hospitalisation),
Muscular weakness (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported
10010668930 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Chest pain (n/a - Unknown - ), |immunisation - Not
applicable - [1d - n/a
Dizziness (n/a - Unknown - ), |- n/al)
Dyspnoea (n/a - Unknown - ),
Syncope (n/a - Unknown -
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Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10010668933 Professional |European Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Infusion related reaction (n/a - |immunisation - Not
Recovering/Resolving - ), applicable - [n/a - n/a
- Intramuscular])
Sinus arrhythmia (n/a -
Recovering/Resolving - ),
Syncope (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain upper (n/a- |COMIRNATY Not reported
10010668940 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Asthenia (n/a - Unknown - applicable - [1d - n/a
Caused/Prolonged - Unknown])
Hospitalisation),
Dyspnoea (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Hypoaesthesia (n/a - Unknown
- Caused/Prolonged
Hospitalisation),
Muscular weakness (n/a -
Unknown - Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a - COMIRNATY Not reported
10010668944 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Abdominal pain upper (n/a- |- Unknown])
Recovered/Resolved - ),
Bradycardia (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Chest pain (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dizziness (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Guillain-Barre syndrome (n/a -
Unknown - Caused/Prolonged
Hospitalisation),
Headache (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Sinusitis (n/a - Unknown - ),
Tachycardia (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported
10010668946 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Chest pain (n/a - Unknown - |applicable - [1d - n/a
Other Medically Important - Intramuscular])
Condition),
Fatigue (n/a - Unknown -
Other Medically Important
Condition),
Heart rate increased (n/a -
Unknown - Other Medically
Important Condition),
Heart rate irregular (n/a -
Unknown - Other Medically
Important Condition),
Vomiting (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Angina pectoris (n/a - COMIRNATY Not reported
10010668951 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition) COvID-19
Area immunisation - Not
applicable - [1d - n/a
- Unknown])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (9d - COMIRNATY Not reported
10010668958 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (9d - - Intramuscular])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (8d - COMIRNATY Not reported
10010668960 Professional |European Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Syncope (6d - immunisation - Not
Recovered/Resolved - Other applicable - [1d - n/a
Medically Important Condition) |- Intramuscular])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported
10010668963 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Hospitalisation), COVID-19
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Economic immunisation - Not
Area Palpitations (n/a - Unknown - |applicable - [1d -
Caused/Prolonged 3mL -
Hospitalisation) Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - Unknown - |COMIRNATY Not reported
10010668966 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Dizziness (n/a - Unknown - applicable - [n/a - n/a
Other Medically Important - n/a])
Condition),
Pyrexia (n/a - Unknown -
Other Medically Important
Condition),
Vomiting (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10010668967 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Dehydration (n/a - Unknown - |- Intramuscular])
Gastroenteritis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Syncope (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Myocarditis (n/a - COMIRNATY Not reported
10010668969 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Blood pressure decreased (n/a |COMIRNATY Not reported
10010668978 Professional |European Years |Specified - Unknown - Other Medically |[TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Headache (n/a - Unknown - applicable - [1d -
Caused/Prolonged 3mL -
Hospitalisation, Other Intramuscular])
Medically Important
Condition),
Oropharyngeal pain (n/a -
Unknown - Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - Unknown - | COMIRNATY Not reported
10010668982 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Headache (n/a - applicable - [1d - n/a
Recovering/Resolving - Other |- Intramuscular])
Medically Important Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a - COMIRNATY Not reported
10010668984 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COvID-19
Area immunisation - Not
Chest pain (n/a - Unknown - | applicable - [1d - n/a
Caused/Prolonged - Unknown])
Hospitalisation),
Cough (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Fatigue (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Headache (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asthma (n/a - Unknown - COMIRNATY Not reported
10010668985 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Blood immunoglobulin E applicable - [1d - n/a
increased (n/a - Unknown - - Unknown])
Caused/Prolonged
Hospitalisation),
Blood pressure increased (n/a
- Unknown - Caused/Prolonged
Hospitalisation),
Chest pain (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Dizziness (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
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Headache (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Oxygen saturation decreased
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Angina pectoris (0d - COMIRNATY Not reported
10010668986 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Cardiac discomfort (0d - - Unknown])
Recovered/Resolved - )
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Unknown - | COMIRNATY Not reported
10010668988 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition) COVID-19
Area immunisation - Not
applicable - [n/a - n/a
- Unknown])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported
10010668991 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Chest pain (n/a - Unknown - |applicable - [1d - n/a
Other Medically Important - Unknown])
Condition),
Dizziness (n/a - Unknown -
Other Medically Important
Condition),
Hypoaesthesia (n/a - Unknown
- Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Facial paralysis (n/a - Unknown | COMIRNATY Not reported
10010668997 Professional |European Years |Specified - Other Medically Important [TOZINAMERAN] (S -
Economic Condition) COvID-19
Area immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Palpitations (n/a - COMIRNATY Not reported
10010668998 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Sinus tachycardia (n/a - - Intramuscular])
Unknown - Other Medically
Important Condition),
Vaccination site pain (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Unknown - | COMIRNATY Not reported
10010669001 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Sinus tachycardia (n/a - applicable - [1d - n/a
Unknown - Other Medically - Unknown])
Important Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Gastroenteritis (n/a - Unknown | COMIRNATY Not reported
10010669002 Professional |European Years |Specified - Other Medically Important [TOZINAMERAN] (S -
Economic Condition) COVID-19
Area immunisation - Not
applicable - [1d - n/a
- Unknown])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (n/a - Not COMIRNATY Not reported
10010669004 Professional |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Discomfort (n/a - Not - Intramuscular])
Recovered/Not Resolved -
Other Medically Important
Condition),
Heart rate abnormal (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dermatochalasis (n/a - COMIRNATY Not reported
10010669010 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Eye disorder (n/a - Unknown - |applicable - [1d -
Caused/Prolonged .3mL -
Hospitalisation) Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Pain in extremity (n/a - COMIRNATY Not reported
10010669012 Professional |Economic Years |Specified Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a - n/a
- n/a])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - Unknown - COMIRNATY Not reported
10010669013 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Palpitations (n/a - Unknown - |applicable - [1d -
Caused/Prolonged 3mL -
Hospitalisation), Intramuscular])
Respiration abnormal (n/a -
Unknown - Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Pruritus (n/a - Unknown - COMIRNATY Not reported
10010669016 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Rash (n/a - Unknown - Other |applicable - [n/a - n/a
Medically Important Condition) |- Intramuscular])
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EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood potassium decreased COMIRNATY Not reported
10010669019 Professional |European Years |Specified (n/a - Unknown - [TOZINAMERAN] (S -
Economic Caused/Prolonged COvID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Blood pressure decreased (n/a |.3mL -
- Unknown - Caused/Prolonged | Intramuscular])
Hospitalisation),
Chest discomfort (n/a -
Unknown - Caused/Prolonged
Hospitalisation),
Cold sweat (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Syncope (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported
10010669026 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Headache (n/a - - Unknown])
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported
10010669029 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Urinary tract infection (n/a - applicable - [1d -
Unknown - Caused/Prolonged |.3mL -
Hospitalisation) Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Fatigue (n/a - Unknown - COMIRNATY Not reported
10010669030 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Headache (n/a - Unknown - applicable - [n/a - n/a
Caused/Prolonged - n/a])
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain (15d - COMIRNATY Not reported
10010669034 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (16d - - n/a))
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Headache (16d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Myalgia (15d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Asthenia (n/a - Not COMIRNATY RELVAR ELLIPTA
10010669097 Professional |Economic Years Recovered/Not Resolved - [TOZINAMERAN] (S - |[FLUTICASONE
Area Disabling), n/a-n/a-[43d - n/a |FUROATE,
- Intramuscular]) VILANTEROL] (C -
Body temperature decreased Asthma - n/a - [n/a -
(n/a - Not Recovered/Not n/a - Respiratory
Resolved - Disabling), (inhalation)]),
Fatigue (n/a - Not [LEVOCETIRIZINE] (C
Recovered/Not Resolved - - Hypersensitivity -
Disabling), n/a-[n/a-n/a-
Oral])
Headache (n/a - Not
Recovered/Not Resolved -
Disabling),
Nausea (n/a - Not
Recovered/Not Resolved -
Disabling),
Pyrexia (n/a - Not
Recovered/Not Resolved -
Disabling),
Vomiting (n/a - Not
Recovered/Not Resolved -
Disabling),
Wheezing (n/a - Not
Recovered/Not Resolved -
Disabling)
EU-EC- 17/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (4d - COMIRNATY Not reported
10010669633 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Hypoaesthesia (1d - [n/a - 1{DF} - n/a])
Recovered/Resolved - )
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (0d - COMIRNATY Not reported
10010669680 Professional |European Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Economic n/a - Not applicable -
Area Loss of consciousness (0d - [n/a-n/a-
Recovered/Resolved - Other Intramuscular]),
Medically Important Condition)
[INFLUENZA A VIRUS
A/BRISBANE/10/2010
(H1N1) ANTIGEN
(MDCK CELL
DERIVED,
PROPIOLACTONE
INACTIVATED)] (S -
n/a - Not applicable -
[n/a-n/a-
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female [No Headache (n/a - Not COMIRNATY Not reported
10010670084 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
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Inappropriate schedule of applicable - [n/a - n/a
product administration (n/fa - |- n/a])
Unknown - )
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Eye swelling (n/a - Unknown - |COMIRNATY Not reported
10010670092 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Mycoplasma infection (n/a - applicable - [1d -
Unknown - Caused/Prolonged |.3mL -
Hospitalisation), Intramuscular])
Pruritus (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (4d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Rash (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Skin injury (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY Not reported
10010670975 Healthcare |Economic Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Professional |Area Disabling), COVID-19
immunisation - Not
Headache (n/a - applicable - [n/a - n/a
Recovering/Resolving - - n/a])
Disabling),
Injection site reaction (n/a -
Recovering/Resolving -
Disabling),
Malaise (n/a -
Recovering/Resolving -
Disabling),
Nausea (n/a -
Recovering/Resolving -
Disabling),
Pyrexia (n/a -
Recovering/Resolving -
Disabling),
Syncope (n/a -
Recovering/Resolving -
Disabling, Other Medically
Important Condition)
EU-EC- 17/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported
10010671244 Healthcare |Economic Years Recovering/Resolving - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Myalgia (n/a - immunisation - Not
Recovering/Resolving - ) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myopericarditis (6d - Not COMIRNATY Not reported
10010671254 Healthcare |Economic Years Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged nfa-n/a-[n/a-
Hospitalisation) 2{DF} - n/al)
EU-EC- 17/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pyrexia (1d - COMIRNATY Not reported
10010671358 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Pyrexia (3d - immunisation - Not
Recovered/Resolved - ) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthenia (6d - COMIRNATY Not reported
10010671359 Professional |Economic Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Area Caused/Prolonged COvVID-19
Hospitalisation), immunisation - Not
applicable - [n/a - n/a
Diplopia (6d - - n/a])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Gait disturbance (6d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Headache (6d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Vertigo (6d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Vision blurred (6d -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Dermatitis allergic (n/a - Not | COMIRNATY Not reported
10010671947 Healthcare |Economic Years | Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged COVID-19
Hospitalisation, Disabling, immunisation - Not
Other Medically Important applicable - [n/a - n/a
Condition), - n/a))
Malaise (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation, Disabling,
Other Medically Important
Condition),
Nasal congestion (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
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Hospitalisation, Disabling,
Other Medically Important
Condition),
Rash (n/a - Not Recovered/Not
Resolved - Caused/Prolonged
Hospitalisation, Disabling,
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dyspnoea (n/a - Unknown - COMIRNATY Not reported
10010672197 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Pyrexia (n/a - Unknown - applicable - [1d - n/a
Caused/Prolonged - Unknown])
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Syncope (n/a - Unknown - COMIRNATY Not reported
10010672205 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Underdose (n/a - Unknown - ) |applicable - [1d - n/a
- Intramuscular])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Unknown - | COMIRNATY Not reported
10010672208 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Dizziness (n/a - Unknown - applicable - [1d - n/a
Other Medically Important - n/a])
Condition),
Headache (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Hypersensitivity (n/a - COMIRNATY Not reported
10010672214 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Rash (n/a - - n/a])
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Facial paralysis (n/a - Unknown | COMIRNATY Not reported
10010672220 Professional |European Years |Specified - Other Medically Important [TOZINAMERAN] (S -
Economic Condition) COVID-19
Area immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported
10010672224 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Chest pain (n/a - Unknown - |applicable - [n/a - n/a
Other Medically Important - Intramuscular])
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Hypoaesthesia (n/a - COMIRNATY Not reported
10010672231 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Muscular weakness (n/a - - Unknown])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Tremor (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Vaccination site pain (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported
10010672234 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Pyrexia (2d - - Intramuscular])
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Chest discomfort (n/a - COMIRNATY Not reported
10010672237 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Chest pain (n/a - Unknown - |applicable - [n/a - n/a
Other Medically Important - Intramuscular])
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Head injury (n/a - COMIRNATY Not reported
10010672245 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [n/a - n/a
Syncope (n/a - -n/a))
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Abdominal pain (n/a - Not COMIRNATY NOVORAPID [INSULIN
10010672250 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S - |ASPART] (C - Type 1
Professional | Economic Other Medically Important COVID-19 diabetes mellitus - n/a
Area Condition), immunisation - Not - [n/a-n/a-n/a)),
applicable - [1d - n/a
Blood glucose increased (n/a - |- n/al) [LISDEXAMFETAMINE]
Not Recovered/Not Resolved - (C - Attention deficit
Other Medically Important hyperactivity disorder
Condition), -n/a-[nfa-n/a-
n/al),
Chest pain (n/a - Not
Recovered/Not Resolved - [SALBUTAMOL,
Other Medically Important SALBUTAMOL
Condition), SULFATE] (C - Asthma
-nfa-[n/a-nfa-
Chest pain (n/a - Unknown - n/a])
Other Medically Important
Condition),
Dyspnoea (n/a - Not
Recovered/Not Resolved -
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Other Medically Important
Condition),

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

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

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

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

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

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

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

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

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

EU-EC-
10010672253

17/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10010672254

17/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10010672255

17/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Creatine urine decreased (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

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

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

Not reported

EU-EC-
10010672256

17/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10010672259

17/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10010672263

17/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Acute cutaneous lupus
erythematosus (n/a - Unknown
- Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC- 17/11/2021

Spontaneous

Healthcare

Non

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

Not available

12-17

Not

Female

No

Blood pressure decreased (n/a

COMIRNATY

Not reported
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10010672264 Professional |European Years |Specified - Unknown - Other Medically |[TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Chest pain (n/a - Unknown - |applicable - [1d -
Other Medically Important 3mL -
Condition), Intramuscular])
Cough (n/a - Unknown - Other
Medically Important
Condition),
Palpitations (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - Unknown - COMIRNATY Not reported
10010672269 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Headache (n/a - Unknown - applicable - [1d - n/a
Caused/Prolonged - Unknown])
Hospitalisation),
Pyrexia (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female [No Abdominal discomfort (n/a - COMIRNATY Not reported
10010672289 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S -
Economic COVID-19
Area Arrhythmia (n/a - Unknown - |immunisation - Not
Other Medically Important applicable - [1d - n/a
Condition), - n/a])
Chest discomfort (n/a -
Unknown - ),
Dizziness (n/a - Unknown - ),
Headache (n/a - Unknown - ),
Syncope (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain (n/a - COMIRNATY Not reported
10010672290 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Blood creatine phosphokinase |applicable - [1d - n/a
increased (n/a - Unknown - - Unknown])
Caused/Prolonged
Hospitalisation),
Chest pain (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Heart rate increased (n/a -
Unknown - Caused/Prolonged
Hospitalisation),
Hypertension (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Burkitt's lymphoma stage I COMIRNATY Not reported
10010672292 Professional |European Years |Specified (n/a - Not Recovered/Not [TOZINAMERAN] (S -
Economic Resolved - Caused/Prolonged |COVID-19
Area Hospitalisation, Other immunisation - Not
Medically Important applicable - [1d - n/a
Condition), - Intramuscular])
Pyrexia (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Carditis (n/a - Unknown - COMIRNATY Not reported
10010672294 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation, Other COVID-19
Area Medically Important Condition) |immunisation - Not
applicable - [n/a -
.3mL - Unknown])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Respiration abnormal (n/a - COMIRNATY Not reported
10010672306 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition) COVID-19
Area immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cardiac discomfort (n/a - COMIRNATY Not reported
10010672309 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Chest discomfort (n/a - - Intramuscular])
Unknown - Other Medically
Important Condition),
Palpitations (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Asthenia (n/a - Unknown - COMIRNATY Not reported
10010672310 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Chest discomfort (n/a - applicable - [1d - n/a
Unknown - Caused/Prolonged |- Unknown])
Hospitalisation),
Chest pain (1d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Gait disturbance (n/a -
Unknown - Caused/Prolonged
Hospitalisation),
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Headache (n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

EU-EC-
10010672316

17/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Loss of personal independence
in daily activities (n/a -
Unknown - Other Medically
Important Condition),

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

Maternal exposure during
pregnancy (n/a - Unknown -
Other Medically Important
Condition),

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

Poor quality sleep (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported

EU-EC-
10010672319

17/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10010672322

17/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Blood pressure increased (n/a
- Unknown - Caused/Prolonged
Hospitalisation),

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

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

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

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

Not reported

EU-EC-
10010672330

17/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

EU-EC-
10010672332

17/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10010672336

17/11/2021

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

[INFLUENZA VIRUS]
(C - Influenza
immunisation - n/a -
[1d - n/a - n/a])
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Pericarditis (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Bell's palsy (n/a - Unknown - | COMIRNATY Not reported
10010672556 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Facial paralysis (n/a - Unknown |applicable - [1d - n/a
- Other Medically Important - n/al)
Condition)
EU-EC- 17/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Pulmonary embolism (n/a - COMIRNATY Not reported
10010672595 Healthcare |European Years |Specified Fatal - Results in Death) [TOZINAMERAN] (S -
Professional |Economic COVID-19
Area immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Febrile neutropenia (3d - COMIRNATY Not reported
10010672625 Professional |Economic Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Area Caused/Prolonged COvVID-19
Hospitalisation) immunisation - Not
applicable - [1d - n/a
- n/fal),
TISAGENLECLEUCEL
[TISAGENLECLEUCEL]
(S - Non-Hodgkin's
lymphoma refractory
- Unknown - [n/a -
n/a - Intravenous
(not otherwise
specified)]),
TOCILIZUMAB
[TOCILIZUMAB] (S -
Non-Hodgkin's
lymphoma refractory
- Unknown - [n/a -
n/a - Intravenous
(not otherwise
specified)])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No C-reactive protein increased TOZINAMERAN Not reported
10010672670 Professional |European Years |Specified (n/a - Recovering/Resolving - |[TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - n/a])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Electrocardiogram ST segment
abnormal (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pain (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Syncope (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Troponin increased (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Generalised tonic-clonic seizure | TOZINAMERAN Not reported
10010672678 Healthcare |European Years |Specified (n/a - Recovered/Resolved - | [TOZINAMERAN] (S -
Professional | Economic Caused/Prolonged COVID-19
Area Hospitalisation, Other immunisation - Not
Medically Important Condition) |applicable - [1d - n/a
- n/al)
EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (n/a - Unknown - COMIRNATY Not reported
10010672748 Healthcare |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Professional |Economic Condition), COVID-19
Area immunisation - Not
Insomnia (n/a - Unknown - applicable - [1d - n/a
Other Medically Important - n/a])
Condition),
Loss of consciousness (5min -
Recovered/Resolved - Other
Medically Important
Condition),
Pain in extremity (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Pain of skin (n/a - Unknown -
Other Medically Important
Condition),
Pyrexia (2d -
Recovered/Resolved - Other
Medically Important
Condition),
Syncope (0d -
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Recovered/Resolved - Other
Medically Important
Condition),
Tremor (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - Unknown - TOZINAMERAN Not reported
10010672761 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Drug ineffective (n/a - applicable - [n/a - n/a
Unknown - Other Medically - n/a])
Important Condition),
Fatigue (n/a - Unknown - )
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported
10010672762 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (n/a - - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Decreased appetite (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Dizziness (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (n/a - Unknown - | COMIRNATY [ADAPALENE,
10010672799 Professional | Economic Years | Specified Caused/Prolonged [TOZINAMERAN] (S - |BENZOYL PEROXIDE]
Area Hospitalisation) Immunisation - n/fa - |(C - Acne - n/a - [n/a
[n/a-n/a- - 1{DF} -
Intramuscular]) Cutaneous]),
[LYMECYCLINE] (C -
Acne - n/a - [n/a-
300mg - Oral])
EU-EC- 17/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a - Not COMIRNATY Not reported
10010672810 Healthcare |Economic Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Chest discomfort (n/a - [n/a-n/a-
Unknown - ), Intramuscular])
Chest pain (n/a - Not
Recovered/Not Resolved - ),
Dysmenorrhoea (n/a - Not
Recovered/Not Resolved - ),
Menstruation irregular (n/a -
Not Recovered/Not Resolved -
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Blood pressure decreased (0d - | COMIRNATY Not reported
10010672941 Professional |European Years |Specified Recovered/Resolved - Life [TOZINAMERAN] (S -
Economic Threatening), COVID-19
Area immunisation - Not
Depressed level of applicable - [n/a - n/a
consciousness (n/a - - Intramuscular])
Recovered/Resolved - Life
Threatening, Other Medically
Important Condition),
Heart rate decreased (0d -
Recovered/Resolved - Life
Threatening),
Nausea (n/a -
Recovered/Resolved - Life
Threatening)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (n/a - Unknown - | COMIRNATY Not reported
10010672952 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Dizziness (n/a - Unknown - applicable - [n/a - n/a
Other Medically Important - n/a])
Condition),
Headache (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported
10010672959 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Chest pain (n/a - Unknown - |applicable - [1d - n/a
Caused/Prolonged - n/a])
Hospitalisation),
Fatigue (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Headache (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Feeling hot (n/a - Unknown - | COMIRNATY Not reported
10010672963 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
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Economic Condition), COVID-19
Area immunisation - Not
Pallor (n/a - Unknown - Other |applicable - [1d - n/a
Medically Important - Intramuscular])
Condition),
Syncope (1d -
Recovered/Resolved - Other
Medically Important
Condition),
Visual impairment (n/a -
Unknown - Other Medically
Important Condition),
Vomiting (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Roseola (n/a - Unknown - COMIRNATY Not reported
10010673212 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition) COVID-19
Area immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported
10010673213 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Pericarditis (n/a - Unknown - |applicable - [1d - n/a
Caused/Prolonged - Intramuscular])
Hospitalisation),
Pyrexia (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Angina pectoris (n/a - COMIRNATY Not reported
10010673220 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Chest discomfort (n/a - applicable - [1d - n/a
Unknown - ), - n/a])
Dyspnoea (n/a - Unknown - )
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported
10010673226 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Chest pain (n/a - Unknown - |applicable - [1d - n/a
Caused/Prolonged - Unknown])
Hospitalisation),
Headache (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Myalgia (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY [PROPRANOLOL,
10010673351 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S - |PROPRANOLOL
Economic Caused/Prolonged COVID-19 HYDROCHLORIDE] (C
Area Hospitalisation), immunisation - Not -n/a-n/a-[n/fa-n/a
applicable - [1d - n/a |- n/a])
Headache (n/a - - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Injection site pain (n/a -
Unknown - Caused/Prolonged
Hospitalisation),
Palpitations (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asthenia (n/a - Unknown - COMIRNATY Not reported
10010673352 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Chest discomfort (n/a - applicable - [1d - n/a
Unknown - Other Medically - Intramuscular])
Important Condition),
Dizziness (n/a - Unknown -
Other Medically Important
Condition),
Pain in extremity (n/a -
Unknown - Other Medically
Important Condition),
Tachycardia (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Ear pain (n/a - Not COMIRNATY Not reported
10010673353 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition) immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain upper (n/a- | COMIRNATY Not reported
10010673365 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Blood creatine phosphokinase |applicable - [1d - n/a
MB increased (n/a - Unknown - |- Intramuscular])
Caused/Prolonged
Hospitalisation),
Diarrhoea (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
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Vomiting (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
White blood cell count
increased (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Heavy menstrual bleeding (n/a | COMIRNATY ANTICONCEPTIEPIL
10010673501 Healthcare |Economic Years |Specified - Not Recovered/Not Resolved |[TOZINAMERAN] (S - [[NOT AVAILABLE] (C -
Professional |Area =) COVID-19 COVID-19
immunisation - Not immunisation - n/a -
Intermenstrual bleeding (n/a - |applicable - [n/a - [n/a - 1{DF} - n/a])
Not Recovered/Not Resolved - |1{DF} - n/a])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (9d - COMIRNATY Not reported
10010673732 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (2d - - n/a])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Hypertension (9d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Fatigue (n/a - Unknown - COMIRNATY Not reported
10010673733 Healthcare |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Professional |Economic Condition), COvVID-19
Area immunisation - Not
Pain (n/a - Unknown - Other  |applicable - [1d - n/a
Medically Important - n/a])
Condition),
Pain in extremity (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Pyrexia (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Sleep disorder (n/a - Unknown
- Other Medically Important
Condition),
Vaccination site pain (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - Unknown - ), |COMIRNATY Not reported
10010673734 Professional |European Years |Specified [TOZINAMERAN] (S -
Economic Headache (2d - COVID-19
Area Recovered/Resolved - ), immunisation - Not
applicable - [1d - n/a
Syncope (2d - - n/a))
Recovered/Resolved - Other
Medically Important
Condition),
Vomiting (2d -
Recovered/Resolved - )
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Asthma (n/a - Unknown - COMIRNATY Not reported
10010673739 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Chest discomfort (n/a - applicable - [1d -
Unknown - Caused/Prolonged |.3mL -
Hospitalisation), Intramuscular])
Dyspnoea (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dyspnoea (n/a - Unknown - COMIRNATY Not reported
10010673747 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COVID-19
Area immunisation - Not
Pain (3d - Recovered/Resolved |applicable - [n/a - n/a
- Other Medically Important - Intramuscular])
Condition),
Palpitations (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Abdominal pain (n/a - COMIRNATY Not reported
10010673750 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Decreased appetite (n/a - applicable - [1d - n/a
Unknown - Caused/Prolonged |- Intramuscular])
Hospitalisation),
Diarrhoea (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Fatigue (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Palpitations (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Pericardial fibrosis (n/a -
Unknown - Caused/Prolonged
Hospitalisation),
Pulmonary embolism (n/a -
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Unknown - Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder (11d - Not |COMIRNATY COVID- |Not reported
10010673775 Healthcare |Economic Years Recovered/Not Resolved - ) 19 MRNA VACCINE
Professional |Area (NUCLEOSIDE
MODIFIED)
CONCENTRATE FOR
DISPERSION FOR
INJECTION
[TOZINAMERAN] (S -
Immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Hypoaesthesia (n/a - Not COMIRNATY Not reported
10010673822 Healthcare |European Years |Specified Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional | Economic COVID-19
Area immunisation - Not
applicable - [1d - n/a
- n/al)
EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Dizziness (0d - COMIRNATY Not reported
10010673942 Healthcare |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Headache (2d - - n/a])
Recovered/Resolved - Other
Medically Important
Condition),
Hypoaesthesia (0d -
Recovered/Resolved - Other
Medically Important
Condition),
Nausea (0d -
Recovered/Resolved - Other
Medically Important
Condition),
Pain in extremity (n/a -
Recovered/Resolved - Other
Medically Important
Condition),
Paraesthesia (0d -
Recovered/Resolved - Other
Medically Important
Condition),
Restlessness (0d -
Recovered/Resolved - Other
Medically Important
Condition),
Vomiting (0d -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - Unknown - ), |COMIRNATY Not reported
10010673965 Professional |European Years |Specified [TOZINAMERAN] (S -
Economic Headache (n/a - Unknown - ), |COVID-19
Area immunisation - Not
Pyrexia (n/a - Unknown - ), applicable - [1d -
3mL -
Syncope (n/a - Unknown - Intramuscular])
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Cyanosis (n/a - COMIRNATY Not reported
10010674255 Professional |Economic Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported
10010674418 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Blood potassium decreased - n/a])
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Chest discomfort (n/a -
Unknown - Caused/Prolonged
Hospitalisation),
Cold sweat (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Decreased appetite (n/a -
Unknown - Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Fatigue (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Loss of consciousness (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Palpitations (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Paralysis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Abdominal pain (n/a - COMIRNATY Not reported
10010674489 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
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Diarrhoea (n/a - Unknown - applicable - [1d - n/a
Other Medically Important - Intramuscular])
Condition),
Vomiting (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Decreased appetite (n/a - COMIRNATY [PARACETAMOL] (C -
10010674494 Professional |European Years | Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S - |n/a-n/a-[n/a-n/a-
Economic Hospitalisation), COVID-19 n/a])
Area immunisation - Not
Dizziness (n/a - Unknown - applicable - [1d - n/a
Caused/Prolonged - Intramuscular])
Hospitalisation),
Dyspnoea (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Fatigue (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Headache (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Myocarditis (14d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Nausea (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Oropharyngeal pain (n/a -
Unknown - Caused/Prolonged
Hospitalisation),
Peripheral swelling (n/a -
Unknown - Caused/Prolonged
Hospitalisation),
Poor peripheral circulation (n/a
- Unknown - Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Soft tissue necrosis (n/a -
Unknown - Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Tachycardia (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Ventricular arrhythmia (n/a -
Unknown - Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Nausea (n/a - COMIRNATY Not reported
10010674498 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Vomiting (n/a - 3mL -
Recovering/Resolving - Other |Intramuscular])
Medically Important Condition)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Colitis (n/a - Unknown - COMIRNATY Not reported
10010674553 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Headache (n/a - Unknown - applicable - [1d - n/a
Caused/Prolonged - Unknown])
Hospitalisation),
Varices oesophageal (n/a -
Unknown - Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Anaphylactic reaction (n/a - COMIRNATY Not reported
10010674673 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation) COVID-19
Area immunisation - Not
applicable - [1d - n/a
- n/a])
EU-EC- 17/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Hyperventilation (n/a - Not COMIRNATY Not reported
10010674704 Healthcare |Economic Years Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area n/a - Drug withdrawn
- [n/a - n/a - n/a])
EU-EC- 17/11/2021 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation reaction (n/a - | COMIRNATY Not reported
10010674941 Healthcare |Economic Years Recovering/Resolving - ) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Vaccination site hypoaesthesia |COMIRNATY Not reported
10010675112 Professional | Economic Years (n/a - Recovered/Resolved - ) |[TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Pericarditis (n/a - COMIRNATY Not reported
10010675126 Professional |Economic Years Recovering/Resolving - Other |[TOZINAMERAN] (S -
Area Medically Important Condition) |COVID-19
immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Influenza like illness (2d - COMIRNATY Not reported
10010675162 Healthcare |Economic Years Recovered/Resolved - ), [TOZINAMERAN] (S -
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Professional |Area COVID-19
Vaccination site pain (2d - immunisation - Not
Recovered/Resolved - ) applicable - [1d -
3mL -
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Injection site pain (n/a - Not |COMIRNATY Not reported
10010675210 Professional |Economic Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Nausea (n/a - Not immunisation - Not
Recovered/Not Resolved - ) applicable - [n/a -
1{DF} - n/a])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Lymphadenopathy (n/a - Not |COMIRNATY Not reported
10010675363 Professional |Economic Years Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Sinus tachycardia (n/a - COMIRNATY Not reported
10010675421 Professional |Economic Years Recovering/Resolving - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Malaise (1h - COMIRNATY Not reported
10010675565 Professional |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Pneumothorax (n/a - COMIRNATY Not reported
10010675588 Healthcare |Economic Years Recovered/Resolved - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged COVID-19
Hospitalisation) immunisation - n/a -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Nausea (n/a - Not COMIRNATY Not reported
10010675627 Professional |Economic Years Recovered/Not Resolved - ),  |[TOZINAMERAN] (S -
Area COVID-19
Vomiting (n/a - Not immunisation - Not
Recovered/Not Resolved - ) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Multisystem inflammatory COMIRNATY Not reported
10010675702 Professional |Economic Years syndrome in children (n/a - [TOZINAMERAN] (S -
Area Recovering/Resolving - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Hallucination, visual (1d - COMIRNATY Not reported
10010675728 Professional |Economic Years |Specified Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dysmenorrhoea (n/a - COMIRNATY Not reported
10010676368 Healthcare |Economic Years |Specified Unknown -) [TOZINAMERAN] (S -
Professional |Area COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 17/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (4d - COMIRNATY Not reported
10010676370 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Headache (n/a - immunisation - Not
Recovering/Resolving - ), applicable - [n/a -
1{DF} - n/a])
Lymphadenopathy (n/a -
Recovering/Resolving - ),
Myalgia (4d -
Recovered/Resolved - )
EU-EC- 17/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Eye swelling (2d - COMIRNATY Not reported
10010676379 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Papule (2d - immunisation - Not
Recovered/Resolved - ) applicable - [n/a -
1{DF} - n/a])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Asthma (n/a - Unknown - COMIRNATY Not reported
10010676402 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COvID-19
Area immunisation - Not
Decreased appetite (n/a - applicable - [1d -
Unknown - Caused/Prolonged |.3mL -
Hospitalisation), Subcutaneous])
Fatigue (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Headache (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Incorrect route of product
administration (n/a - Unknown
=)
Myocarditis (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Pain in extremity (n/a -
Unknown - Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (5d - COMIRNATY Not reported
10010676504 Professional |European Years |Specified Recovered/Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Chest pain (5d - - Unknown])
Recovered/Resolved -
Caused/Prolonged
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Hospitalisation),
Headache (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (5d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Overdose (n/a - Unknown - ), |COMIRNATY Not reported
10010676515 Professional |European Years |Specified [TOZINAMERAN] (S -
Economic Visual acuity reduced (n/a - COvVID-19
Area Unknown - Other Medically immunisation - Not
Important Condition) applicable - [n/a -
.5mL -
Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest discomfort (n/a - COMIRNATY Not reported
10010676520 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Syncope (n/a - Unknown - applicable - [1d - n/a
Other Medically Important - Unknown])
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported
10010676624 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Chest pain (n/a - Unknown - |applicable - [1d - n/a
Other Medically Important - Intramuscular])
Condition),
Sinus arrhythmia (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported
10010676631 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Chest pain (n/a - applicable - [1d - n/a
Recovering/Resolving - - Intramuscular])
Caused/Prolonged
Hospitalisation),
Dehydration (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Lethargy (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Palpitations (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Somnolence (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Cerebral haemorrhage (n/a - |COMIRNATY Not reported
10010676680 Professional |European Years |Specified Unknown - Caused/Prolonged |[TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Drug hypersensitivity (n/a - applicable - [1d - n/a
Unknown - Caused/Prolonged |- n/a])
Hospitalisation),
Eczema (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Vaccination site pain (n/a -
Unknown - Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - Not COMIRNATY Not reported
10010676727 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Lymphadenopathy (n/a - Not |- n/a])
Recovered/Not Resolved -
Other Medically Important
Condition),
Myopericarditis (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - Unknown - ), |COMIRNATY Not reported
10010676825 Professional |European Years |Specified [TOZINAMERAN] (S -
Economic Dyspnoea (n/a - Unknown - ), |COVID-19
Area immunisation - Not
Hypokalaemia (n/a - Unknown |applicable - [n/a - n/a
- Caused/Prolonged - Intramuscular])
Hospitalisation, Other
Medically Important
Condition),
Hypomagnesaemia (n/a -
Unknown - Caused/Prolonged
Hospitalisation),
Pain (2min -
Recovered/Resolved - ),
Vertigo (n/a - Unknown - )
EU-EC- 17/11/2021 | Spontaneous |Non Non Not available 12-17 |Not Female |No Cold sweat (n/a - Not COMIRNATY Not reported
10010677065 Healthcare |European Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional | Economic COVID-19
Area Feeling hot (n/a - Unknown - ), |immunisation - Not
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applicable - [1d - n/a
Peripheral coldness (n/a - -n/a))
Unknown - ),
Pyrexia (n/a - Unknown - ),
Syncope (n/a -
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Angina pectoris (n/a - COMIRNATY Not reported
10010677071 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Chest pain (n/a - Unknown - | applicable - [1d -
Other Medically Important .3mL - Unknown])
Condition),
Dizziness (n/a - Unknown -
Other Medically Important
Condition),
Headache (n/a - Unknown -
Other Medically Important
Condition),
Pyrexia (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - Unknown - COMIRNATY Not reported
10010677189 Professional |Economic Years Other Medically Important [TOZINAMERAN] (S -
Area Condition), n/a-n/a-[n/a-n/a
- Intramuscular])
Vaccination failure (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 17/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Tachycardia (n/a - COMIRNATY Not reported
10010677238 Healthcare |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Professional | Economic Medically Important Condition) |COVID-19
Area immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY [CORTISONE] (C - n/a
10010677364 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S - |- n/a - [n/a - 50mg -
Economic Caused/Prolonged COVID-19 n/al),
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a |[FLUDROCORTISONE]
Decreased appetite (n/a - - Unknown]) (C-n/fa-n/a-[nfa-
Recovering/Resolving - .2mg - n/a])
Caused/Prolonged
Hospitalisation),
Fatigue (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Heart rate irregular (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Erectile dysfunction (2mo - Not | COMIRNATY Not reported
10010677527 Healthcare |Economic Years Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional |Area Other Medically Important COVID-19
Condition) immunisation - Not
applicable - [n/a -
3mL-
Intramuscular])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Cough (n/a - COMIRNATY Not reported
10010677659 Professional | Economic Years Recovering/Resolving - ), [TOZINAMERAN] (S -
Area COVID-19
Fatigue (n/a - immunisation - Drug
Recovering/Resolving - ), withdrawn - [1d - n/a
- Intramuscular])
Myalgia (n/a -
Recovering/Resolving - ),
Oropharyngeal pain (n/a -
Recovering/Resolving - ),
Pyrexia (n/a -
Recovering/Resolving - )
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (9d - COMIRNATY Not reported
10010677756 Professional | Economic Years Recovered/Resolved - Life [TOZINAMERAN] (S -
Area Threatening, COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [1d -
1{DF} - Unknown])
Multisystem inflammatory
syndrome (5d -
Recovering/Resolving - Life
Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Guttate psoriasis (n/a - Not COMIRNATY Not reported
10010677834 Professional |Economic Years Recovered/Not Resolved - [TOZINAMERAN] (S -
Area Other Medically Important COVID-19
Condition) immunisation - Not
applicable - [1d -
1{DF} - n/a])
EU-EC- 17/11/2021 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No Irregular breathing (n/a - COMIRNATY LEVETIRACETAM
10010677935 Professional |Economic Years Unknown - Life Threatening, |[TOZINAMERAN] (S - |ACCORD
Area Caused/Prolonged COVID-19 [LEVETIRACETAM] (C
Hospitalisation), immunisation - - Epilepsy congenital -
Unknown - [n/a - n/a - [n/a - 1{DF} -
Sputum discoloured (n/a - 1{DF} - n/al),
Unknown - Life Threatening,  |Intramuscular])
Caused/Prolonged [TOPIRAMATE] (C -
Hospitalisation), Epilepsy - n/a - [n/a -
1{DF} - n/a]),
Status epilepticus (n/a -
Recovering/Resolving - Life [TOPIRAMATE] (C -
Threatening, Epilepsy - n/a - [n/a -
25mg - n/a])
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Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Arthralgia (98d - COMIRNATY Not reported
10010677943 Professional |Economic Years Recovered/Resolved - [TOZINAMERAN] (S -
Area Caused/Prolonged COVID-19
Hospitalisation), immunisation -
Unknown - [n/a -
Arthritis reactive (n/a - 1{DF} -
Recovered/Resolved - Intramuscular])
Caused/Prolonged
Hospitalisation),
Eyelid ptosis (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Headache (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Male No Increased tendency to bruise |[TOZINAMERAN] (S - |Not reported
10010678279 Healthcare |Economic Years | Specified (1d - Recovered/Resolved - ) |n/a - Unknown - [n/a
Professional |Area - n/a - n/al)
EU-EC- 17/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Pain in extremity (n/a - Not [TOZINAMERAN] (S - |Not reported
10010678285 Healthcare |Economic Years |Specified Recovered/Not Resolved - ) n/a - Unknown - [n/a
Professional |Area - n/a - n/al)
EU-EC- 17/11/2021 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - [TOZINAMERAN] (S - |Not reported
10010678295 Healthcare |Economic Years |Specified Recovered/Resolved - ) n/a - Unknown - [n/a
Professional |Area - n/a - n/a))
EU-EC- 17/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported
10010678538 Professional |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Dizziness (n/a - Unknown - .3mL -
Other Medically Important Intramuscular])
Condition),
Electrocardiogram abnormal
(n/a - Unknown - Other
Medically Important
Condition),
Headache (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Left ventricular hypertrophy
(n/a - Unknown - Other
Medically Important
Condition),
Pyrexia (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Erythema (n/a - Unknown - COMIRNATY Not reported
10010678608 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Pruritus (14d - applicable - [1d - n/a
Recovered/Resolved - - n/a])
Caused/Prolonged
Hospitalisation),
Rash (14d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Swelling (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Gastroenteritis (n/a - Not COMIRNATY Not reported
10010678618 Professional |European Years | Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Vaccination site warmth (n/a - |- n/a])
Not Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported
10010678620 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d - n/a
Myocarditis (n/a - Unknown - |- Intramuscular])
Caused/Prolonged
Hospitalisation)
EU-EC- 17/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination failure (13d - COMIRNATY Not reported
10010678704 Professional | Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 17/11/2021 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Vaccination failure (11d - COMIRNATY Not reported
10010678710 Professional |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Area COVID-19
immunisation - Not
applicable - [22d -
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3mL -
Intramuscular])
EU-EC- 16/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chest discomfort (n/a - Not COMIRNATY Not reported
10010652638 Healthcare |Economic Years Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Decreased appetite (n/a - Not |[n/a - 1{DF} - n/a]),
Recovered/Not Resolved - ),
COMIRNATY
General physical condition [TOZINAMERAN] (S -
abnormal (n/a - Not Immunisation - n/a -
Recovered/Not Resolved - ), [n/a - 2{DF} - n/a])
Menstrual disorder (n/a - Not
Recovered/Not Resolved - ),
Movement disorder (n/a - Not
Recovered/Not Resolved - ),
Myalgia (n/a - Not
Recovered/Not Resolved - ),
Parosmia (n/a - Not
Recovered/Not Resolved - ),
Tachycardia (n/a - Not
Recovered/Not Resolved - ),
Taste disorder (n/a - Not
Recovered/Not Resolved - )
EU-EC- 16/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Urticaria physical (n/a - Not COMIRNATY Not reported
10010652640 Healthcare |Economic Years Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 16/11/2021 |Spontaneous |Non European |Not available 12-17 |Adult Male No Balance disorder (n/a - Not COMIRNATY Not reported
10010652668 Healthcare |Economic Years Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Diarrhoea (n/a - Not [n/a - 1{DF} - n/a])
Recovered/Not Resolved - ),
Fatigue (n/a - Not
Recovered/Not Resolved - ),
Feeling hot (n/a - Not
Recovered/Not Resolved - ),
Nausea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 16/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Migraine (n/a - Not COMIRNATY Not reported
10010652697 Healthcare |Economic Years Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 16/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Circulatory collapse (n/a - COMIRNATY Not reported
10010652724 Healthcare |Economic Years Recovered/Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 1{DF} - n/a])
EU-EC- 16/11/2021 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arthralgia (n/a - Not COMIRNATY Not reported
10010652773 Healthcare |Economic Years Recovered/Not Resolved - ) [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
[n/a - 2{DF} - n/a])
EU-EC- 16/11/2021 |Spontaneous |Non European |Not available 12-17 |Adult Male No COVID-19 (n/a - COMIRNATY COMIRNATY
10010652788 Healthcare |Economic Years Recovering/Resolving - ), [TOZINAMERAN] (S - |[TOZINAMERAN] (C -
Professional |Area Immunisation - n/a - |Immunisation - n/a -
Vaccination failure (n/a - [n/a - 2{DF} -n/a]) |[n/a- 1{DF} - n/a])
Recovering/Resolving - Other
Medically Important Condition)
EU-EC- 16/11/2021 |Spontaneous |Non European |Not available 12-17 |Adult Male No Balance disorder (n/a - Not COMIRNATY Not reported
10010652810 Healthcare |Economic Years Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Professional |Area Immunisation - n/a -
Diarrhoea (n/a - Not [n/a - 1{DF} - n/a])
Recovered/Not Resolved - ),
Fatigue (n/a - Not
Recovered/Not Resolved - ),
Feeling hot (n/a - Not
Recovered/Not Resolved - ),
Nausea (n/a - Not
Recovered/Not Resolved - )
EU-EC- 16/11/2021 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthenia (n/a - Not COMIRNATY Not reported
10010652937 Professional |Economic Years |Specified Recovered/Not Resolved - ), [TOZINAMERAN] (S -
Area COVID-19
Headache (n/a - Not immunisation - n/a -
Recovered/Not Resolved - ), [n/a-n/a-
Intramuscular])
Malaise (n/a - Not
Recovered/Not Resolved - ),
Myalgia (n/a - Not
Recovered/Not Resolved - ),
Nausea (n/a - Not
Recovered/Not Resolved - ),
Pain in extremity (n/a - Not
Recovered/Not Resolved - ),
Tachycardia (n/a - Not
Recovered/Not Resolved - )
EU-EC- 16/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Gastroenteritis (n/a - COMIRNATY Not reported
10010652999 Healthcare |Economic Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Professional |Area Caused/Prolonged COVID-19
Hospitalisation), immunisation - n/a -
[n/a - 1{DF} -
Presyncope (n/a - Intramuscular])
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 16/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Male No Herpes zoster (9d - COMIRNATY Not reported
10010653074 Healthcare |Economic Years |Specified Recovered/Resolved - ), [TOZINAMERAN] (S -
Professional |Area COVID-19
Lymphadenopathy (9d - immunisation - n/a -
Recovered/Resolved - ), [n/a - 1{DF} -
Intramuscular])
Sciatica (9d -
Recovered/Resolved - )
EU-EC- 16/11/2021 |Spontaneous |Non European |Not available 12-17 |Not Female |No Herpes zoster (16d - COMIRNATY Not reported
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Healthcare
Professional

Economic
Area

Years

Run Line Listing Report

Specified

Recovered/Resolved - )

[TOZINAMERAN] (S -
COVID-19
immunisation - n/a -
[n/a-.5mL -
Intramuscular])

EU-EC-
10010653281

16/11/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Left ventricular dysfunction
(n/a - Recovering/Resolving -
Caused/Prolonged
Hospitalisation),

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

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

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

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

Not reported

EU-EC-
10010653410

16/11/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Pruritus (n/a -
Recovering/Resolving - ),

Pyrexia (n/a -
Recovering/Resolving - ),

Rash (n/a -
Recovering/Resolving - )

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

Not reported

EU-EC-
10010653899

16/11/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

Vaccination site swelling (4d -
Recovered/Resolved - Other
Medically Important
Condition),

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

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

Not reported

EU-EC-
10010653915

16/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

Not reported

EU-EC-
10010653928

16/11/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 16/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Pruritus (n/a - Unknown - COMIRNATY IBUPROFEN
10010653929 Healthcare |European Years |Specified Other Medically Important [TOZINAMERAN] (S - |[IBUPROFEN,
Professional | Economic Condition), COVID-19 IBUPROFEN SODIUM]
Area immunisation - Not (C - Infectious
Rash vesicular (n/a - Not applicable - [1d - n/a |mononucleosis - n/a -
Recovered/Not Resolved - - n/a]) [14d - n/a - n/a]),
Other Medically Important
Condition) [BENZYDAMINE] (C -
Infectious
mononucleosis - n/a -
[4d - n/a - n/a]),
[PARACETAMOL] (C -
Infectious
mononucleosis - n/a -
[14d - n/a - n/a])
EU-EC- 16/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Seizure (n/a - COMIRNATY Not reported
10010653949 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important Condition) |COVID-19
Area immunisation - Not
applicable - [1d - n/a
- Intramuscular])
EU-EC- 16/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Pityriasis rosea (n/a - Not COMIRNATY Not reported
10010653950 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional | Economic Other Medically Important COVID-19
Area Condition) immunisation - Not
applicable - [1d - n/a
- n/al)
EU-EC- 16/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported
10010653966 Healthcare |European Years |Specified Recovering/Resolving - Other  |[TOZINAMERAN] (S -
Professional |Economic Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Iliness (n/a - - n/a])
Recovered/Resolved - Other
Medically Important
Condition),
Photophobia (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),
Syncope (n/a -
Recovered/Resolved - Other
Medically Important Condition)
EU-EC- 16/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Tuberculosis (n/a - Unknown - |TOZINAMERAN Not reported
10010653977 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition) COVID-19
Area immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 16/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Male No Headache (n/a - Not COMIRNATY Not reported
10010653990 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S -
Professional | Economic Other Medically Important COVID-19
Area Condition), immunisation - Not
applicable - [1d - n/a
Tension headache (n/a - Not |- n/a])
Recovered/Not Resolved -
Other Medically Important
Condition)
EU-EC- 16/11/2021 |Spontaneous |Non Non Not available 12-17 |Not Female |No Amenorrhoea (n/a - Not COMIRNATY [DESOGESTREL,
10010653999 Healthcare |European Years |Specified Recovered/Not Resolved - [TOZINAMERAN] (S - |ETHINYLESTRADIOL,
Professional |Economic Other Medically Important COVID-19 ETHINYLESTRADIOL
Area Condition), immunisation - Not PH. EUR,,
applicable - [1d - n/a |DESOGESTREL B.P]
Intermenstrual bleeding (n/a - |- n/al) (C - Contraception -
Unknown - Other Medically n/a - [n/a - n/a - n/a))
Important Condition)
EU-EC- 16/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY [THIAMINE,
10010654000 Professional |European Years |Specified Recovering/Resolving - ), [TOZINAMERAN] (S - |PYRIDOXINE
Economic COVID-19 HYDROCHLORIDE,
Area Dyspnoea (n/a - immunisation - Not VITAMIN B] (C - n/a -
Recovering/Resolving - ), applicable - [n/a - n/a |n/a - [n/a - n/a - n/a])
- Intramuscular])
Hypoaesthesia (n/a -
Recovering/Resolving - ),
Neuropathy peripheral (n/a -
Recovering/Resolving - Other
Medically Important
Condition),
Peripheral swelling (n/a -
Recovering/Resolving - ),
Somnolence (n/a -
Recovering/Resolving - )
EU-EC- 16/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Dizziness (n/a - Unknown - COMIRNATY Not reported
10010654016 Professional |European Years |Specified Caused/Prolonged [TOZINAMERAN] (S -
Economic Hospitalisation), COVID-19
Area immunisation - Not
Headache (n/a - Unknown - applicable - [1d - n/a
Caused/Prolonged - Unknown])
Hospitalisation),
Muscular weakness (n/a -
Unknown - Caused/Prolonged
Hospitalisation),
Myalgia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Paraesthesia (n/a - Unknown -
Caused/Prolonged
Hospitalisation),
Syncope (n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 16/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Oropharyngeal pain (4d - COMIRNATY Not reported
10010654018 Professional |European Years |Specified Recovered/Resolved - Other [TOZINAMERAN] (S -
Economic Medically Important COVID-19
Area Condition), immunisation - Not
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Pyrexia (4d - applicable - [1d - n/a
Recovered/Resolved - Other - Unknown])
Medically Important Condition)
EU-EC- 16/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported
10010654020 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Chest pain (n/a - Unknown - |applicable - [1d -
Other Medically Important 3mL -
Condition) Intramuscular])
EU-EC- 16/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported
10010654224 Professional |European Years |Specified Unknown - Other Medically [TOZINAMERAN] (S -
Economic Important Condition), COVID-19
Area immunisation - Not
Fatigue (n/a - Unknown - applicable - [1d -
Other Medically Important .3mL -
Condition), Intramuscular])
Palpitations (n/a - Unknown -
Other Medically Important
Condition),
Respiration abnormal (n/a -
Unknown - Other Medically
Important Condition)
EU-EC- 16/11/2021 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Anaemia (n/a - Unknown - COMIRNATY Not reported
10010654231 Professional |European Years |Specified Other Medically Important [TOZINAMERAN] (S -
Economic Condition), COvVID-19
Area immunisation - Not
Chest discomfort (n/a - applicable - [1d -
Unknown - Other Medically 3mL -
Important Condition), Intramuscular])
Dizziness (n/a - Unknown -
Other Medically Important
Condition),
Hypertension (n/a - Unknown -
Other Medically Important
Condition),
Somnolence (n/a - Unknown -
Other Medically Important
Condition)
EU-EC- 16/11/2021 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest discomfort (n/a - COMIRNATY Not reported
10010654233 Professional |European Years |Specified Recovering/Resolving - [TOZINAMERAN] (S -
Economic Caused/Prolonged COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Chest pain (n/a - .3mL -
Recovering/Resolving - Intramuscular])
Caused/Prolonged
Hospitalisation)
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