30.11.2022 12.17

Line Listing Report

Time run: 30/11/2022 11:22:32

Run Line Listing Report

Primary Suspect/interacting | Concomitant/Not
EV Primary Source Patient Patient Parent Reaction List PT Drug List (Drug Administered Drug List
EU Local Gateway Rel Country Literature Age Group |Patient - (Duration — Outcome |Char - Indication  |(Drug Char - Indication |ICSR
. port Type |Source Age Child N N N
Number Receipt Qualification for Reference Group (as per Sex Report |- Seriousness PT - Action taken - |PT - Action taken - Form
Date Regulatory reporter) Criteria) [Duration - Dose - |[Duration - Dose -
Purposes Route]) Route])
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Chest discomfort COMIRNATY Not reported ICSR
10010069574 Professional |Economic |available |Years (n/a- [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
=) immunisation - Not
applicable - [24d -
Pyrexia (n/a - 3mL -
Recovered/Resolved |Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Asthenia (1d - COMIRNATY Not reported ICSR
10010069576 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COVID-19
immunisation - Not
Tachycardia (1d - applicable - [1d -
Recovered/Resolved |.3mL -
- Intramuscular])
Tinnitus (1d -
Recovered/Resolved
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Male No Erythema multiforme | COMIRNATY Not reported ICSR
10010069579 Professional |Economic |available |Years (15d - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
-) immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010069610 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN]
Area (S - COVID-19
immunisation - n/a
-[1d - 1{DF} -
Intramuscular])
EU-EC- 20/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent [Male No Asthenia (6d - COMIRNATY Not reported ICSR
10010069678 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - Not
Headache (4d - applicable - [n/a -
Recovered/Resolved |1{DF} -
-) Intramuscular])
Nausea (2d -
Recovered/Resolved
=)
Speech disorder (2d
Recovered/Resolved
=)
Vaccination site pain
(2d -
Recovered/Resolved
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Nausea (2h - COMIRNATY Not reported ICSR
10010069679 Professional |Economic |available |Years Unknown -), [TOZINAMERAN]
Area (S - COvVID-19
Paraesthesia (n/a -  [immunisation - Not
Unknown - ) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY [FLUTICASONE ICSR
10010069689 Healthcare |Economic |available |Years (n/a - Unknown - ) [[TOZINAMERAN] |PROPIONATE,
Professional |Area (S - COVID-19 SALMETEROL] (C - n/a -
immunisation - Not |n/a - [n/a - n/a - n/a]),
applicable - [n/a -
1{DF} - [SALBUTAMOL
Intramuscular]) SULFATE] (C- n/a-n/a
- [n/a - n/a - n/a])
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY [ETHINYLESTRADIOL, |ICSR
10010069703 Healthcare |Economic |available |Years Not Recovered/Not  |[TOZINAMERAN] |LEVONORGESTREL] (C -
Professional |Area Resolved - ) (S - COovID-19 n/a-n/a-[nfa-n/a-
immunisation - n/a |n/a])
-[n/a-n/a-
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010069716 Professional |Economic |available |Years bleeding (3wk - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
=) immunisation - Not
applicable - [n/a -
Oligomenorrhoea (3d | 1{DF} -
- Intramuscular])
Recovered/Resolved
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Headache (2h - COMIRNATY Not reported ICSR
10010069728 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area =), (S - COVID-19
immunisation - Not
Visual impairment applicable - [n/a -
(n/a- 1{DF} -
Recovered/Resolved |Intramuscular])
-)
EU-EC- 20/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent [Male No Presyncope (n/a - COMIRNATY Not reported ICSR
10010069731 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
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Professional |Area -) (S - COvID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Rhabdomyolysis (n/a |[COMIRNATY Not reported ICSR
10010069801 Professional |Economic |available |Years - [TOZINAMERAN]
Area Recovering/Resolving |(S - COVID-19
- Caused/Prolonged |immunisation - Not
Hospitalisation) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Dyspnoea (n/a - Not | TOZINAMERAN Not reported ICSR
10010070182 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Economic Resolved - Other (S - COvVID-19
Area Medically Important  [immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Hypoaesthesia oral
(n/a-
Recovering/Resolving
- Other Medically
Important
Condition),
Iliness (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Muscle spasms (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pain in extremity
(n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Palpitations (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Paraesthesia (1d -
Recovered/Resolved
- Other Medically
Important
Condition),
Presyncope (1d -
Recovered/Resolved
- Other Medically
Important
Condition),
Respiration abnormal
Recovered/Resolved
- Other Medically
Important
Condition),
Tremor (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vision blurred (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Visual impairment
(1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Asthma (8h - COMIRNATY [BUDESONIDE, ICSR
10010070218 Professional |Economic |available |Years Recovered/Resolved |[[TOZINAMERAN] |FORMOTEROL
Area - (S - CoviD-19 FUMARATE DIHYDRATE,
immunisation - n/fa |FORMOTEROL
-[n/a-n/a- FUMARATE,
Intramuscular]) BUDESONIDE] (C - n/a -
n/a-)
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010070301 Professional |Economic |available |Years Recovering/Resolving |[[TOZINAMERAN]
Area - Caused/Prolonged |(S - COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10010070326 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN]
Professional |Area =) (S - COovID-19
immunisation -
Delirium (1d - Drug withdrawn -
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Recovered/Resolved |[1d - .3mL -
=) Intramuscular])
Dyspnoea (n/a -
Recovering/Resolving
=)
Hypotension (n/a -
Recovering/Resolving
=)
Loss of
consciousness (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10010070327 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Professional |Area =), (S - CoviD-19
immunisation -
Delirium (1d - Drug withdrawn -
Recovered/Resolved |[1d - .3mL -
=) Intramuscular])
Eye movement
disorder (1d -
Recovered/Resolved
=)
Hypotension (n/a -
Recovering/Resolving
=)
Loss of
consciousness (1d -
Recovered/Resolved
- Other Medically
Important
Condition),
Musculoskeletal
stiffness (1d -
Recovered/Resolved
=)
Paraesthesia (n/a -
Recovering/Resolving
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Chest discomfort COMIRNATY Not reported ICSR
10010070364 Professional |Economic |available |Years (n/a- [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
- Caused/Prolonged |immunisation - n/a
Hospitalisation), - [1d - 1{DF} -
Intramuscular])
Tremor (n/a -
Recovered/Resolved
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Myopericarditis (n/a - [COMIRNATY Not reported ICSR
10010070374 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Area - Caused/Prolonged |(S - COVID-19
Hospitalisation) immunisation - n/a
- [n/a - 1{DF} -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Vasculitis (n/a - COMIRNATY Not reported ICSR
10010070453 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area - Caused/Prolonged |(S - COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY Not reported ICSR
10010070491 Healthcare |Economic |available |Years bleeding (n/a - Not |[TOZINAMERAN]
Professional |Area Recovered/Not (S - CovID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [41d -
Condition) 1{DF} -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Presyncope (n/a - COMIRNATY Not reported ICSR
10010070531 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area -) (S-n/a-n/a-
[n/a - n/a - n/al)
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Presyncope (n/a - COMIRNATY Not reported ICSR
10010070536 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area -) (S-n/a-n/a-
[n/a - n/a - n/a])
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Juvenile idiopathic COMIRNATY Not reported ICSR
10010070552 Professional |Economic |available |Years |Specified arthritis (n/a - [TOZINAMERAN]
Area Recovering/Resolving | (S - COVID-19
- Caused/Prolonged |immunisation - n/a
Hospitalisation) -[n/a-n/a-
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Cough (n/a - COMIRNATY [FLUOXETINE, ICSR
10010070651 Healthcare |Economic |available |Years |Specified Recovering/Resolving [[TOZINAMERAN]  |FLUOXETINE
Professional |Area =) (S - Immunisation |HYDROCHLORIDE] (C -
-n/a-[n/a-n/a- |Depression - n/a - [n/a -
Nasal congestion Intramuscular]) n/a - Oral])
(n/a - Unknown - ),
Oropharyngeal pain
(n/a-
Recovering/Resolving
=)
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Rhinorrhoea (n/a -
Unknown - )
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Rash erythematous |COMIRNATY Not reported ICSR
10010070705 Professional |Economic |available |Years (n/a - Unknown - )  [[TOZINAMERAN]
Area (S - COvVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported ICSR
10010070723 Professional |Economic |available |Years Unknown - ), [TOZINAMERAN]
Area (S - COVID-19
Miosis (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
1{DF} -
Presyncope (n/a - Intramuscular])
Unknown - )
EU-EC- 20/09/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Female |No Abdominal pain (1d - |COMIRNATY Not reported ICSR
10010070822 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COVID-19
immunisation - Not
Angioedema (1d - applicable - [1d -
Recovered/Resolved |1{DF} -
=) Intramuscular])
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported ICSR
10010070844 Professional |Economic |available |Years - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
-) immunisation - Not
applicable - [1d -
Myoclonus (n/a - Not | 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Ear infection (n/a - |COMIRNATY Not reported ICSR
10010070858 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area -) (S - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adult Female |No Chills (3d - COMIRNATY Not reported ICSR
10010070929 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - Not
Dysmenorrhoea (n/a |applicable - [n/a -
- 1{DF} - n/a])
Recovered/Resolved
=)
Fatigue (3d -
Recovered/Resolved
Heavy menstrual
bleeding (4d -
Recovered/Resolved
=)
Malaise (3d -
Recovered/Resolved
=)
Menstrual disorder
(4mo -
Recovered/Resolved
=)
Myalgia (1d -
Recovered/Resolved
=)
Nausea (3d -
Recovered/Resolved
=)
Polymenorrhoea (n/a
Recovered/Resolved
-)
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10010070937 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN]
Area =) (S - COvID-19
immunisation - Not
Injection site applicable - [n/a -
erythema (n/a - 1{DF} - n/al)
Recovering/Resolving
-)
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Malaise (1d - COMIRNATY Not reported ICSR
10010071003 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area -) (S - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Male No Tachycardia (5d - COMIRNATY Not reported ICSR
10010071027 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - COVID-19
Important Condition) |immunisation - n/a
-[1d -.3mL -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Healthcare  |European |Not 12-17 |Adolescent |Male No Facial pain (2d - COMIRNATY Not reported ICSR
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10010071028 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COovID-19
immunisation - n/a
Gingival pain (5d - |-[1d -.3mL -
Recovered/Resolved |Intramuscular])
=)
Gingival swelling (5d
Recovered/Resolved
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Supraventricular COMIRNATY Not reported ICSR
10010071043 Professional |Economic |available |Years extrasystoles (4d -  |[TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
-) immunisation - n/a
-[1d -.3mL -
Intramuscular])
EU-EC- 20/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Headache (3d - COMIRNATY Not reported ICSR
10010071108 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S-n/a- Not
applicable - [1d -
Hypotension (3d - 1{DF} -
Not Recovered/Not  |Intramuscular])
Resolved - ),
Nausea (3d - Not
Recovered/Not
Resolved - ),
Tachycardia (3d -
Recovered/Resolved
-)
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY Not reported ICSR
10010071151 Healthcare |Economic |available |Years bleeding (n/a - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
- Other Medically immunisation - Not
Important applicable - [n/a -
Condition), 1{DF} -
Intramuscular])
Loss of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Haematuria (2d - COMIRNATY Not reported ICSR
10010071365 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - COvVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 20/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstruation delayed | COMIRNATY Not reported ICSR
10010071440 Healthcare |Economic |available |Years (n/a - Unknown - ) [[TOZINAMERAN]
Professional |Area (S - COvVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Hand-foot-and- COMIRNATY Not reported ICSR
10010071504 Professional |Economic |available |Years mouth disease (n/a - |[TOZINAMERAN]
Area Recovering/Resolving |(S - COVID-19
- immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010071548 Professional |Economic |available |Years Not Recovered/Not |[TOZINAMERAN]
Area Resolved - ), (S - CoviD-19
immunisation - n/a
Pelvic pain (n/a - Not |- [1d - 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Autoimmune COMIRNATY Not reported ICSR
10010071586 Professional |Economic |available |Years thyroiditis (n/a - Not |[TOZINAMERAN]
Area Recovered/Not (S - COvID-19
Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition) 1{DF} -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Cold urticaria (n/a - |COMIRNATY Not reported ICSR
10010072935 Professional |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN]
Area Resolved - ) (S - COvVID-19
immunisation -
Unknown - [n/a -
1{DF} -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Abdominal pain (n/a |COMIRNATY [DESMOPRESSIN, ICSR
10010072981 Professional |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] |DESMOPRESSIN
Area Resolved - ), (S - COVID-19 ACETATE] (C - n/fa - n/a
immunisation - Not |- [n/a - n/a - Oral]),
Diarrhoea (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a]) [DESMOPRESSIN,
Resolved - ), DESMOPRESSIN
ACETATE] (C-n/a-n/a
Headache (n/a - Not - [n/a - n/a - n/a]),
Recovered/Not
Resolved - ) [SODIUM HYDROGEN
CARBONATE,
POTASSIUM CHLORIDE,
SODIUM CHLORIDE,
MACROGOL 3350] (C -
Constipation - n/a - [n/a
- n/a - Oral]),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 5/58
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[TOLTERODINE,
TOLTERODINE L-
TARTRATE,
TOLTERODINE
TARTRATE] (C -
Pollakiuria - n/a - [n/a -
n/a - Oral])

EU-EC- 20/09/2021 |Spontaneous |Non
10010072997 Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Menstrual disorder
(n/a - Not
Recovered/Not
Resolved - )

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

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

EU-EC- 20/09/2021 |Spontaneous | Healthcare
10010073003 Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

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

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

[ACETYLSALICYLIC
ACID] (C -
Anticoagulant therapy -
n/a - [n/a - n/a - Oral]),

—
(2]
el

6/58
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applicable - [n/a -
1{DF} - n/a]) [ONDANSETRON,
ONDANSETRON
HYDROCHLORIDE
DIHYDRATE] (C - n/a -
n/a - [n/a - n/a - Oral])
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Dermatitis atopic COMIRNATY Not reported ICSR
10010073007 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - COVID-19
=), immunisation -
Dose not changed
Fatigue (n/a - - [n/a - 1{DF} -
Recovering/Resolving [n/a])
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Male No Abdominal pain (n/a |COMIRNATY [BUDESONIDE, ICSR
10010073009 Professional |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN] |FORMOTEROL
Area Resolved - ), (S - CovID-19 FUMARATE DIHYDRATE]
immunisation - Not | (C - Asthma - n/a - [n/a
Cold sweat (n/a - applicable - [n/a- |- n/a-n/a])
Unknown - ), 1{DF} -
Intramuscular])
Diarrhoea (n/a -
Unknown - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstruation COMIRNATY Not reported ICSR
10010073021 Healthcare |Economic |available |Years irregular (n/a - Not  |[TOZINAMERAN]
Professional |Area Recovered/Not (S - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10010073027 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN]
Professional |Area Resolved - ), (S - CovID-19
immunisation -
Pyrexia (n/a - Not Unknown - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Male No Vaccination site COMIRNATY Not reported ICSR
10010073200 Professional |Economic |available |Years lymphadenopathy [TOZINAMERAN]
Area (n/a - Unknown - ) |(S - COVID-19
immunisation -
Drug withdrawn -
[1d - .3mL -
Intramuscular -
More in ICSR])
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Not No Appendicitis (12d - | COMIRNATY Not reported ICSR
10010073210 Healthcare |Economic |available |Years Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area - Life Threatening,  |(S - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [1d -
n/a - n/al)
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Glomerulonephritis | COMIRNATY Not reported ICSR
10010073227 Professional |Economic |available |Years acute (8d - [TOZINAMERAN]
Area Recovering/Resolving |(S - COVID-19
- Caused/Prolonged |immunisation - Not
Hospitalisation, applicable - [8d -
Other Medically 1{DF} -
Important Intramuscular])
Condition),
Multisystem
inflammatory
syndrome in children
(8d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Vaccination site COMIRNATY Not reported ICSR
10010073249 Professional |Economic |available |Years lymphadenopathy [TOZINAMERAN]
Area (n/a - Unknown -) [(S - COVID-19
immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous | Healthcare |European |Not 12-17 |Adolescent |Male No Dizziness (1d - COMIRNATY Not reported ICSR
10010073250 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COVID-19
immunisation - Not
Headache (1d - applicable - [1d -
Recovered/Resolved |.3mL -
-) Intramuscular -
More in ICSR])
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY Not reported ICSR
10010073261 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Professional |Area =) (S - CoviD-19
immunisation - Not
Musculoskeletal pain |applicable - [1d -
(2d - n/a - n/al)
Recovered/Resolved
=)
Nausea (2d -
Recovered/Resolved
=)
https://dap.ema.europa.eu/analytics/saw.dll?Go 7/58
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Pyrexia (2d -
Recovered/Resolved
=)
Vaccination site pain
(n/a -
Recovering/Resolving
-)
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Pruritus (2d - COMIRNATY Not reported ICSR
10010073311 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - COvID-19
Important immunisation -
Condition), Drug withdrawn -
[1d - .3mL -
Urticaria (2d - Intramuscular])
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Pruritus (n/a - COMIRNATY Not reported ICSR
10010073340 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COvVID-19
immunisation - Not
Rash (n/a - applicable - [n/a -
Recovered/Resolved |1{DF} -
- Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10010073362 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area =) (S - COvID-19
immunisation -
Cough (n/a - Drug withdrawn -
Recovering/Resolving |[1d - n/a -
=) Intramuscular])
Dizziness (n/a -
Recovering/Resolving
=)
Headache (n/a -
Recovering/Resolving
=)
Pain (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Male No Headache (2d - COMIRNATY Not reported ICSR
10010073482 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COVID-19
immunisation - Not
Pyrexia (2d - applicable - [n/a -
Recovered/Resolved |.3mL -
-) Intramuscular])
Vaccination site pain
(2d -
Recovered/Resolved
-)
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Pyrexia (2d - COMIRNATY Not reported ICSR
10010073547 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area -) (S - COVID-19
immunisation - Not
applicable - [1d -
.3mL -
Intramuscular])
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10010073560 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN]
Professional |Area - Life Threatening), |(S - COVID-19
immunisation -
Dyspnoea (1d - Drug withdrawn -
Recovered/Resolved |[1d - n/a -
- Life Threatening), |Intramuscular])
Headache (3d -
Recovered/Resolved
- Life Threatening),
Vaccination site pain
(4d -
Recovered/Resolved
- Life Threatening)
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Chills (n/a - Not COMIRNATY Not reported ICSR
10010073607 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/al])
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dlI?Go 8/58



30.11.2022 12.17

Run Line Listing Report

10010073610 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CovID-19
immunisation - Not
Injection site applicable - [n/a -
erythema (n/a - Not |1{DF} - n/a])
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 - )
EU-EC- 20/09/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Bell's palsy (n/a - TOZINAMERAN Not reported ICSR
10010073700 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN]
Economic Medically Important |(S - COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Facial paralysis (n/a - |n/a - n/a])
Unknown - Other
Medically Important
Condition)
EU-EC- 20/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Application site pain | COMIRNATY Not reported ICSR
10010073888 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - n/a-n/a -
-) [n/a - n/a - n/a])
EU-EC- 20/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Chills (n/a - Not COMIRNATY Not reported ICSR
10010075175 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Atrioventricular block | COMIRNATY Not reported ICSR
10010075736 Professional |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Area Recovered/Not (S-nfa-n/a-
Resolved - Other [n/a - n/a - n/al)
Medically Important
Condition),
Pneumothorax
spontaneous (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 19/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010059399 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S - nfa-n/a-
Condition), [n/a-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 19/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010059408 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S - n/a - n/a -
Condition), [n/fa-n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 19/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10010059626 Healthcare |Economic |available |Years |Specified Recovering/Resolving [[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - Not
Hyperventilation (n/a |applicable - [n/a -
- Not Recovered/Not |1{DF} - n/a])
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (3d -
Recovered/Resolved
https://dap.ema.europa.eu/analytics/saw.dlI?Go 9/58
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=)
Nausea (1d -
Recovered/Resolved
-)
EU-EC- 19/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Body temperature COMIRNATY Not reported ICSR
10010059683 Healthcare |Economic |available |Years |Specified increased (1d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19 -
-) n/a-[n/a-.3mL-
n/a])
Headache (1d -
Recovered/Resolved
=)
Injection site pain
(1d -
Recovered/Resolved
=)
Injection site
swelling (1d -
Recovered/Resolved
EU-EC- 19/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10010059695 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN]
Professional |Area Resolved - ), (S-CovID-19 -
n/a-[n/a-.3mL-
Dyspepsia (n/a - Not |n/a])
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 19/09/2021 |Spontaneous [Non European |Not 12-17 |Not Female |No Headache (3wk - COMIRNATY Not reported ICSR
10010059713 Healthcare |Economic |available |Years |Specified Recovering/Resolving [[TOZINAMERAN]
Professional |Area - (S - COvVID-19
immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 19/09/2021 |Spontaneous [Non European |Not 12-17 |Adolescent |Female |No Pyrexia (3d - COMIRNATY Not reported ICSR
10010059796 Healthcare |Economic |available |Years Recovered/Resolved |CONCENTRATE
Professional |Area -) FOR DISPERSION
FOR INJECTION
Vaccination site pain |[TOZINAMERAN]
(3d - (S - COVID-19
Recovered/Resolved |prophylaxis - n/a -
- [n/a - n/a - n/a])
EU-EC- 19/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Dry skin (n/a - COMIRNATY Not reported ICSR
10010059797 Healthcare |Economic |available |Years Unknown - Other [TOZINAMERAN]
Professional |Area Medically Important |(S - COVID-19
Condition), immunisation -
Drug withdrawn -
Erythema (n/a - [n/a-.3mL-
Unknown - Other Intramuscular])
Medically Important
Condition),
Hypersensitivity (n/a
- Unknown - Other
Medically Important
Condition),
Pruritus (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 19/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Body temperature COMIRNATY Not reported ICSR
10010059835 Healthcare |Economic |available |Years |Specified increased (1d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
=) immunisation - Not
applicable - [n/a -
Chills (1d - I{DF} - n/a])
Recovered/Resolved
=)
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
=)
Nausea (1d -
Recovered/Resolved
=)
Polymenorrhoea (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 19/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10010059841 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COvVID-19
immunisation - Not
Asthenia (n/a - Not
https://dap.ema.europa.eu/analytics/saw.dlI?Go 10/58
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Recovered/Not applicable - [n/a -
Resolved - ), 1{DF} - n/a])
Chills (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 - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 19/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Epistaxis (10min - COMIRNATY Not reported ICSR
10010059913 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 19/09/2021 |Spontaneous [Non European |Not 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10010060028 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Headache (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} - n/a])
=)
Malaise (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported ICSR
10010045882 Healthcare |Economic |available |Years (2d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
=) -nfa-[n/a-nja-
n/a])
Pain in extremity (2d
Recovered/Resolved
EU-EC- 18/09/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10010047931 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not .3mL -
Resolved - ), Intramuscular])
Insomnia (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 18/09/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Pruritus (n/a - COMIRNATY Not reported ICSR
10010047998 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =), (S - CoviD-19
immunisation - Not
Vaccination site applicable - [n/a -
reaction (n/a - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Vaccination site
urticaria (n/a -
Recovered/Resolved
-)
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010048184 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Injection site pain applicable - [n/a -
(n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Male No Fatigue (2d - COMIRNATY Not reported ICSR
10010050052 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-nfa-
https://dap.ema.europa.eu/analytics/saw.dll?Go 11/58
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Injection site pain Intravenous (not
- otherwise
Recovered/Resolved |specified)])
-)
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Dyspnoea (2d - Not |COMIRNATY Not reported ICSR
10010050577 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - Immunisation
-n/a-[n/a-n/a-
Fatigue (3d - Not n/al)
Recovered/Not
Resolved - ),
Headache (3d - Not
Recovered/Not
Resolved - ),
Injection site pain
(3d - Not
Recovered/Not
Resolved - ),
Limb discomfort (3d
- Not Recovered/Not
Resolved - ),
Lymphadenopathy
(8d - Unknown - ),
Malaise (2d - Not
Recovered/Not
Resolved - ),
Myalgia (3d - Not
Recovered/Not
Resolved - ),
Nausea (1d - Not
Recovered/Not
Resolved - )
EU-EC- 18/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Headache (2d - COMIRNATY Not reported ICSR
10010051377 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COVID-19
immunisation - n/a
Pyrexia (2d - - [n/a - n/a - n/a])
Recovered/Resolved
-)
EU-EC- 18/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Headache (2d - COMIRNATY Not reported ICSR
10010051378 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COvID-19
immunisation - n/a
Pyrexia (2d - - [n/a - n/a - n/a])
Recovered/Resolved
-)
EU-EC- 18/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Headache (1d - COMIRNATY Not reported ICSR
10010051417 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COvID-19
immunisation - n/a
Hyperhidrosis (1d - |- [n/a-n/a-
Recovered/Resolved |Intramuscular])
=)
Myalgia (1d -
Recovered/Resolved
=)
Pallor (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
=)
Vertigo (1d -
Recovered/Resolved
EU-EC- 18/09/2021 |Spontaneous | Non European |Not 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10010051515 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN]
Professional |Area Resolved - ), (S - COvID-19
immunisation - n/a
Eye swelling (n/a- |- [n/a - 1{DF} -
Not Recovered/Not |Intramuscular])
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Throat tightness (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Pain in extremity COMIRNATY Not reported ICSR
10010051661 Healthcare |Economic |available |Years |Specified (n/a- [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - COVID-19
-) immunisation - n/a
-[n/a-.3mL-
n/al)
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Torticollis (1d - COMIRNATY Not reported ICSR
10010051672 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - CoviD-19
immunisation - n/a
- [n/a - n/a - n/a])
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Lymphadenopathy | COMIRNATY Not reported ICSR
10010051714 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
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Professional |Area Recovered/Not (S - COvID-19
Resolved - ) immunisation - n/a
- [n/a - 1{DF} -
Intramuscular])
EU-EC- 18/09/2021 |Spontaneous |[Non European |Not 12-17 |Not Female |No Menstruation COMIRNATY Not reported ICSR
10010051843 Healthcare |Economic |available |Years |Specified irregular (n/a - [TOZINAMERAN]
Professional |Area Unknown - ), (S - Immunisation
-n/a-[n/a-30ug
Renal pain (n/a - - Intramuscular])
Unknown - )
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Headache (3d - COMIRNATY Not reported ICSR
10010051933 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - n/a
Pain in extremity (3d |- [n/a - 30ug -
- Intramuscular])
Recovered/Resolved
=)
Vertigo (3d -
Recovered/Resolved
EU-EC- 18/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10010051974 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Area - Other Medically (S - CovID-19
Important immunisation - Not
Condition), applicable - [n/a -
1{DF} -
Headache (n/a - Intramuscular])
Recovering/Resolving
- Other Medically
Important
Condition),
Myalgia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Rash (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Vomiting (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Eye irritation (7d - |COMIRNATY Not reported ICSR
10010052020 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COvVID-19
immunisation - n/a
Eye pain (7d - -[n/a-.3mL-
Recovered/Resolved |Intramuscular])
=)
Feeling cold (7d -
Recovered/Resolved
=)
Headache (7d -
Recovered/Resolved
=)
Hypoaesthesia (7d -
Recovered/Resolved
=)
Injection site pain
(7d -
Recovered/Resolved
Lymphadenopathy
(7d -
Recovered/Resolved
=)
Pyrexia (7d -
Recovered/Resolved
Tremor (7d -
Recovered/Resolved
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10010052065 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 13/58



30.11.2022 12.17

Run Line Listing Report

Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY Not reported ICSR
10010052580 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Fatigue (n/a - n/a])
Recovering/Resolving
=)
Influenza (n/a -
Recovering/Resolving
=)
Limb discomfort (n/a
Recovering/Resolving
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Eye swelling (n/a- |COMIRNATY Not reported ICSR
10010052837 Healthcare |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN]
Professional |Area Resolved - ), (S - Immunisation
-nfa-[n/a-n/a-
Hypersensitivity (n/a |n/a])
- Not Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Injection site pain COMIRNATY Not reported ICSR
10010053012 Healthcare |Economic |available |Years - [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
- -n/a-[n/a-n/a-
n/al)
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Vaccination site COMIRNATY Not reported ICSR
10010053524 Healthcare |Economic |available |Years paraesthesia (1d - [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - Immunisation
- -n/a-[n/a-n/a-
Intramuscular])
EU-EC- 18/09/2021 | Spontaneous [Non European |Not 12-17 |Not Female |No Amenorrhoea (107d |COMIRNATY Not reported ICSR
10010055762 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN]
Professional |Area Resolved - ) (S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (2mo - | COMIRNATY Not reported ICSR
10010055764 Healthcare |Economic |available |Years |Specified Not Recovered/Not  [[TOZINAMERAN]
Professional |Area Resolved - ) (S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Petechiae (n/a - Not |COMIRNATY Not reported ICSR
10010055919 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ) (S - Immunisation
-n/a-[n/a-n/a-
Intramuscular])
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Influenza (2d - COMIRNATY Not reported ICSR
10010056432 Healthcare |Economic |available |Years Unknown - ) [TOZINAMERAN]
Professional |Area (S - Immunisation
-nfa-[n/a-nf/a-
n/a])
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Muscle twitching COMIRNATY Not reported ICSR
10010057091 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - Immunisation
=) -n/a-[n/a-nja-
Intravenous (not
Neuralgia (n/a - otherwise
Recovering/Resolving |specified)])
=)
Pyrexia (n/a -
Recovering/Resolving
=)
Swelling (n/a -
Recovering/Resolving
-)
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Myalgia (1d - COMIRNATY Not reported ICSR
10010057734 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - Immunisation
-n/a-[n/a-n/a-
n/a])
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Myalgia (3d - COMIRNATY Not reported ICSR
10010057869 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - Immunisation
-n/a-[nfa-n/a-
n/a])
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Fatigue (4d - COMIRNATY Not reported ICSR
10010057879 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Headache (4d - Intramuscular])
Recovered/Resolved
=)
Injection site
swelling (4d -
Recovered/Resolved
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=)
Vaccination site
discomfort (4d -
Recovered/Resolved
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Headache (1d - COMIRNATY Not reported ICSR
10010058371 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-nfa-[nfa-n/a-
Injection site n/a])
swelling (n/a -
Unknown - )
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010058521 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area - (S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Dizziness (10min - COMIRNATY Not reported ICSR
10010058530 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - CovID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 18/09/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Menstruation delayed [COMIRNATY Not reported ICSR
10010058827 Healthcare |Economic |available |Years |Specified (n/a- [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - COVID-19
-) immunisation - Not
applicable - [n/a -
Myalgia (n/a - 1{DF} - n/a])
Recovering/Resolving
-)
EU-EC- 18/09/2021 |Spontaneous [Non European |Not 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICSR
10010058829 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Headache (3d -
Recovered/Resolved
=)
Malaise (n/a -
Recovering/Resolving
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 18/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Injection site COMIRNATY Not reported ICSR
10010059043 Healthcare |Economic |available |Years |Specified haematoma (10d -  |[TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
=) immunisation - Not
applicable - [n/a -
Myalgia (1d - 1{DF} - n/al),
Recovered/Resolved
=), [MOMETASONE
FUROATE] (S - n/a
Nausea (1d - - Dose not
Recovered/Resolved |changed - [n/a -
-) n/a - n/aj)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Conjunctivitis (n/a - |COMIRNATY Not reported ICSR
10010028602 Healthcare |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN]
Professional |Area Resolved - ) (S - Immunisation
-n/a-[nfa-n/a-
n/al)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Epistaxis (0d - COMIRNATY Not reported ICSR
10010028607 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - Immunisation
-n/a-[n/a-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous [Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010028610 Healthcare |Economic |available |Years (nfa- [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - Immunisation
-) -n/a-[nfa-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Menstrual disorder |COMIRNATY Not reported ICSR
10010028612 Healthcare |Economic |available |Years (0d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
- -nf/a-[n/a-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010028618 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
-) -n/a-[n/a-nfa-
n/al)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Diarrhoea (0d - COMIRNATY Not reported ICSR
10010028620 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Dizziness (1d - n/a])
Recovered/Resolved
=)
Dyspnoea (1d -
Recovered/Resolved
=)
Fatigue (1d -
Recovered/Resolved
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=)
Headache (1d -
Recovered/Resolved
=)
Pyrexia (1d -
Recovered/Resolved
=)
Vomiting (0d -
Recovered/Resolved
-)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Oropharyngeal pain  |COMIRNATY Not reported ICSR
10010028628 Healthcare |Economic |available |Years (20d - [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - Immunisation
- -n/a-[n/a-nfa-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Diarrhoea (3d - COMIRNATY Not reported ICSR
10010028634 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - Immunisation
-n/a-[nfa-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Constipation (1d - COMIRNATY Not reported ICSR
10010028636 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Decreased appetite |n/a])
(3d -
Recovered/Resolved
=)
Fatigue (4d -
Recovered/Resolved
=)
Injection site pain
(5d -
Recovered/Resolved
=)
Malaise (4d -
Recovered/Resolved
=)
Nausea (4d -
Recovered/Resolved
=)
Pyrexia (2d -
Recovering/Resolving
=)
Vomiting (1d -
Recovering/Resolving
-)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010028650 Healthcare |Economic |available |Years (n/a - Unknown -)  [[TOZINAMERAN]
Professional |Area (S - Immunisation
-n/a-[n/a-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010028655 Healthcare |Economic |available |Years (6d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
- -n/a-[n/a-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Abdominal COMIRNATY Not reported ICSR
10010028659 Healthcare |Economic |available |Years discomfort (0d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
-) -nfa-[n/a-n/a-
n/a])
Headache (2d -
Recovered/Resolved
=)
Injection site pain
(4d -
Recovered/Resolved
=)
Injection site
swelling (2d -
Recovered/Resolved
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Feeling hot (n/a - COMIRNATY Not reported ICSR
10010028661 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Menstrual disorder  [n/a])
(n/a-
Recovering/Resolving
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Abdominal pain (3d - | COMIRNATY Not reported ICSR
10010028669 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-nfa-[nfa-n/a-
Diarrhoea (3d - n/al)
Recovering/Resolving
=)
Headache (1d -
Recovering/Resolving
=)
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Influenza (1d -
Recovering/Resolving

=)

Injection site pain
Recovering/Resolving
=)

Myalgia (1d -
Recovering/Resolving
=)

Nausea (1d -
Recovering/Resolving

a

Pyrexia (1d -
Recovering/Resolving

a

Rash (3d - Not
Recovered/Not
Resolved - )

EU-EC-
10010028675

17/09/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Influenza like illness
(n/a -
Recovered/Resolved

-)

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

Not reported

—
(2
|0

EU-EC-
10010028720

17/09/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

No

Asthenia (6d -
Recovered/Resolved

=)

Tachycardia (6d -
Recovered/Resolved
-)

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

Not reported

—
(2]
vl

EU-EC-
10010028729

17/09/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Menstrual disorder
(n/a-
Recovered/Resolved

-)

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

Not reported

—
(2
0

EU-EC-
10010028740

17/09/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Aphthous ulcer (5d -
Recovering/Resolving

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

n/al)

Not reported

—
(2
Q0

EU-EC-
10010028743

17/09/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

No

Dizziness (4d -
Recovered/Resolved

=)

Fatigue (8d -
Recovered/Resolved

-

Headache (8d -
Recovered/Resolved
=)

Injection site pain

Recovered/Resolved
=)

Lymphadenopathy
(7d -

Recovered/Resolved

-

Malaise (8d -
Recovered/Resolved

=)
Oropharyngeal pain
(1d -

Recovered/Resolved

-)

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

Not reported

—
(2]
|0

EU-EC-
10010028746

17/09/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

Asthenia (n/a -
Recovering/Resolving

=)

Generalised oedema
(n/a -
Recovering/Resolving

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

n/a])

Not reported

EU-EC-
10010028750

17/09/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

Back pain (1d -
Recovering/Resolving

)

Chills (0d -
Recovering/Resolving

X

Dizziness (1d -
Recovering/Resolving
=)

Fatigue (0d -
Recovering/Resolving
=)

Feeling hot (0d -
Recovering/Resolving

=)
Headache (0d -

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

n/al)

Not reported

—
(2
0

17/58
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Recovering/Resolving
=)
Insomnia (1d -
Recovering/Resolving
=)
Nausea (0d -
Recovering/Resolving
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Injection site pain COMIRNATY Not reported ICSR
10010028760 Healthcare |Economic |available |Years (1d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
- -nfa-[nfa-n/a-
n/al)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Pyrexia (n/a - Not COMIRNATY Not reported ICSR
10010029052 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Area Resolved - ) (S - COvID-19
immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10010029092 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area =), (S-nfa-n/a-
[n/a - n/a - n/al)
Hot flush (n/a -
Recovering/Resolving
=)
Lymphadenopathy
(nfa-
Recovering/Resolving
=)
Neck pain (n/a -
Recovering/Resolving
=)
Oropharyngeal pain
(n/a -
Recovering/Resolving
=)
Pain in extremity
(n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
Recovering/Resolving
-)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10010029140 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - COVID-19
=) immunisation - n/a
-[n/a-n/a-
Gastrointestinal Intramuscular])
disorder (n/a -
Recovering/Resolving
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10010030604 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Headache (1d - n/al)
Recovered/Resolved
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010030606 Healthcare |Economic |available |Years (id - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
- -nf/a-[n/a-nfa-
n/al)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Fatigue (1d - COMIRNATY Not reported ICSR
10010030615 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-nfa-[n/a-nfa-
Injection site pain n/a])
Recovered/Resolved
=)
Menstrual disorder
(4d -
Recovered/Resolved
-)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010030616 Healthcare |Economic |available |Years (0d - [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
- -n/a-[n/a-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010030618 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
-) -n/a-[n/a-nfa-
n/al)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010030622 Healthcare |Economic |available |Years (4d - [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - Immunisation
- -n/fa-[nfa-n/a-
n/al)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent Not No Menstrual disorder |COMIRNATY Not reported ICSR
10010030623 Healthcare |Economic |available |Years Specified (7d - [TOZINAMERAN]
Professional |Area (S - Immunisation
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Recovered/Resolved |- n/a-[n/a-n/a-
- n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010030628 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
-) -nfa-[n/fa-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Haematuria (1d - COMIRNATY Not reported ICSR
10010030632 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Headache (1d - n/al)
Recovered/Resolved
=)
Malaise (1d -
Recovered/Resolved
=)
Vaccination site pain
(1d -
Recovered/Resolved
-)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Menstrual disorder |COMIRNATY Not reported ICSR
10010030633 Healthcare |Economic |available |Years (6d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
- -n/a-[n/a-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Epistaxis (n/a - COMIRNATY Not reported ICSR
10010030634 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - Immunisation
-n/a-[n/a-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010030638 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - Immunisation
- -n/a-[n/a-n/a-
n/a])
EU-EC- 17/09/2021 | Spontaneous [Non European |Not 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported ICSR
10010030640 Healthcare |Economic |available |Years (13d - [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
-) -nfa-[n/a-nfa-
n/a])
Rash (13d -
Recovered/Resolved
EU-EC- 17/09/2021 |Spontaneous [Non European |Not 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10010030641 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area - (S - Immunisation
-n/a-[n/a-n/a-
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010030642 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
- -n/a-[n/a-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder |COMIRNATY Not reported ICSR
10010030643 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
-) -nf/a-[n/a-n/a-
n/al)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Breast adenoma (n/a [COMIRNATY Not reported ICSR
10010030645 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN]
Professional |Area Resolved - ) (S - Immunisation
-n/fa-[n/a-nfa-
n/a])
EU-EC- 17/09/2021 |Spontaneous [Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010030646 Healthcare |Economic |available |Years (23d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
-) -n/a-[n/a-n/a-
n/al)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Influenza like illness |COMIRNATY Not reported ICSR
10010030647 Healthcare |Economic |available |Years (1d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
=) -n/a-[n/a-n/a-
n/a])
Pyrexia (1d -
Recovered/Resolved
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Fatigue (9d - COMIRNATY Not reported ICSR
10010030648 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-nfa-[n/a-n/a-
Influenza like iliness [n/a])
(9d -
Recovered/Resolved
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent Not No Body temperature COMIRNATY Not reported ICSR
10010030650 Healthcare |Economic |available |Years Specified increased (1d - [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
-) -n/a-[n/a-nfa-
n/a])
Fatigue (2d -
Recovered/Resolved
=)
Headache (1d -
Recovering/Resolving
=)
Injection site pain
(2d -
Recovering/Resolving
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=)
Limb discomfort (0d
Recovered/Resolved
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010030653 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - Immunisation
Resolved - ) -nfa-[nfa-n/a-
n/a])
EU-EC- 17/09/2021 | Spontaneous [Non European |Not 12-17 |Adolescent |Female |No Peripheral vascular ~ |COMIRNATY Not reported ICSR
10010030654 Healthcare |Economic |available |Years disorder (0d - [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
-) -n/a-[nfa-n/a-
n/al)
EU-EC- 17/09/2021 |Spontaneous [Non European |Not 12-17 |Adolescent |[Female |No Feeling hot (n/a - COMIRNATY Not reported ICSR
10010030655 Healthcare |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN]
Professional |Area Resolved - ), (S - Immunisation
-n/a-[nfa-n/a-
Menstrual disorder  |n/a])
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010030656 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
-) -n/a-[nfa-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Asthenia (n/a - COMIRNATY Not reported ICSR
10010030657 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN]
Professional |Area -) (S - Immunisation
-nfa-[nfa-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Haematuria (9d - COMIRNATY Not reported ICSR
10010030659 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Renal pain (9d - n/a])
Recovered/Resolved
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Erythema (0d - COMIRNATY Not reported ICSR
10010030660 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Fatigue (1d - n/al)
Recovered/Resolved
=)
Headache (0d -
Recovered/Resolved
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Fatigue (1d - COMIRNATY Not reported ICSR
10010030662 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/fa-[nfa-n/a-
Myalgia (2d - n/a])
Recovering/Resolving
=)
Vaccination site pain
(n/a-
Recovered/Resolved
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Syncope (0d - COMIRNATY Not reported ICSR
10010030663 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Other Medically (S - Immunisation
Important Condition) |- n/a - [n/a - n/a -
n/a])
EU-EC- 17/09/2021 |Spontaneous [Non European |Not 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY Not reported ICSR
10010030665 Healthcare |Economic |available |Years bleeding (5d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
- -n/a-[n/a-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010030667 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
-) -nfa-[n/a-nfa-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010030668 Healthcare |Economic |available |Years (id - [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - Immunisation
- -n/a-[n/a-n/a-
n/al)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010030670 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - Immunisation
-) -n/a-[n/a-nfa-
n/a])
EU-EC- 17/09/2021 |Spontaneous |[Non European |Not 12-17 |Adolescent |Female |No Abdominal pain COMIRNATY Not reported ICSR
10010030672 Healthcare |Economic |available |Years lower (38d - [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - Immunisation
=) -n/a-[n/a-n/a-
n/al)
Menstrual disorder
(3d -
Recovering/Resolving
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Eye swelling (n/fa-  |COMIRNATY Not reported ICSR
10010030674 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - Immunisation
-n/a-[nfa-n/a-
n/al)
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EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder |COMIRNATY Not reported ICSR
10010030675 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - Immunisation
-) -nfa-[nfa-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010030676 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - Immunisation
- -nfa-[nfa-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder |COMIRNATY Not reported ICSR
10010030679 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - Immunisation
Resolved - ) -n/fa-[nfa-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Dizziness (17d - COMIRNATY Not reported ICSR
10010030680 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Menstrual disorder  |n/a])
(382d -
Recovered/Resolved
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010030683 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
- -n/a-[nfa-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Menstrual disorder | COMIRNATY Not reported ICSR
10010030684 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
-) -nfa-[n/fa-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Headache (32d - COMIRNATY Not reported ICSR
10010030685 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Menstrual disorder  [n/a])
(n/a - Unknown - ),
Myalgia (3d -
Recovered/Resolved
-)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Back pain (4d - COMIRNATY Not reported ICSR
10010030689 Healthcare |Economic |available |Years |Specified Recovering/Resolving [[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Fatigue (4d - n/al)
Recovering/Resolving
=)
Headache (9d -
Recovering/Resolving
=)
Injection site
erythema (4d -
Recovered/Resolved
=)
Injection site pain
(5d -
Recovering/Resolving
-)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010030695 Healthcare |Economic |available |Years (20d - [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
- -n/a-[nfa-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Diarrhoea (4d - COMIRNATY Not reported ICSR
10010030697 Healthcare |Economic |available |Years Recovered/Resolved [[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Influenza like iliness |n/al)
Recovered/Resolved
=)
Nausea (4d -
Recovered/Resolved
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Paraesthesia (6d - COMIRNATY Not reported ICSR
10010030700 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - Immunisation
-n/a-[n/a-n/a-
n/al)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Diarrhoea (n/a - COMIRNATY Not reported ICSR
10010030704 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Dizziness (1d - n/a])
Recovering/Resolving
=)
Fatigue (0d -
Recovering/Resolving
=)
Headache (1d -
Recovering/Resolving
=)
Limb discomfort (n/a
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Recovering/Resolving
=)
Malaise (1d -
Recovering/Resolving
=)
Myalgia (1d -
Recovering/Resolving
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10010030707 Professional |Economic |available |Years |Specified Recovering/Resolving [[TOZINAMERAN]
Area - (S - Immunisation
-nfa-[n/a-
2{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Dysentery (3d - COMIRNATY Not reported ICSR
10010030873 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - CovID-19
immunisation - n/a
Nausea (3d - -[n/a-.3mL-
Recovered/Resolved |Intramuscular])
-)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Lymphadenopathy COMIRNATY Not reported ICSR
10010030932 Healthcare |Economic |available |Years |Specified (n/a- [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Asthenia (2d - COMIRNATY Not reported ICSR
10010031001 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area =), (S - COVID-19
immunisation - n/a
Headache (2d - - [n/a - n/a - n/a])
Recovered/Resolved
=)
Hot flush (2d -
Recovered/Resolved
=)
Injection site pain
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
=)
Vertigo (2d -
Recovered/Resolved
-)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Lymphadenopathy ~ [COMIRNATY Not reported ICSR
10010031018 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - COvVID-19
Resolved - ) immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Angioedema (n/a - |COMIRNATY Not reported ICSR
10010031023 Professional |Economic |available |Years |Specified Not Recovered/Not  [[TOZINAMERAN]
Area Resolved - ) (S - CovID-19
immunisation -
Unknown - [n/a -
.3mL -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Erythema (n/a - COMIRNATY Not reported ICSR
10010031193 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[[TOZINAMERAN]
Professional |Area - (S - COvVID-19
immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Arthritis (3d - COMIRNATY Not reported ICSR
10010031469 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area - (S - COvVID-19
immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 17/09/2021 | Spontaneous |Non Non Not 12-17 |Not Female |No Seizure (n/a - TOZINAMERAN [FLUOXETINE, ICSR
10010031730 Healthcare |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]  |FLUOXETINE
Professional |Economic - Other Medically (S - CoviD-19 HYDROCHLORIDE] (C -
Area Important Condition) |immunisation - Not |n/a - n/a - [n/a - n/a -
applicable - [n/a - |n/a])
n/a - n/al)
EU-EC- 17/09/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Faeces discoloured | TOZINAMERAN Not reported ICSR
10010031732 Healthcare |European |available |Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Economic Recovered/Not (S - COvVID-19
Area Resolved - ), immunisation - Not
applicable - [1d -
Haematochezia (n/a |n/a - n/a])
- Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 17/09/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Diarrhoea (1d - TOZINAMERAN Not reported ICSR
10010032058 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Economic - Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Feeling abnormal
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(n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Migraine (2d -
Recovered/Resolved
- Other Medically
Important
Condition),
Myalgia (1d -
Recovered/Resolved
- Other Medically
Important
Condition),
Photophobia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pyrexia (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Fatigue (n/a - COMIRNATY Not reported ICSR
10010032410 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - n/a - Not
applicable - [n/a -
Pain (n/a - n/a - n/a])
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Vertigo (n/a - COMIRNATY Not reported ICSR
10010032525 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN]
Area (S-n/a- Not
applicable - [n/a -
n/a - n/al)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10010033025 Healthcare |Economic |available |Years Unknown - [TOZINAMERAN]
Professional |Area Caused/Prolonged (S - CoviD-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Dyspnoea (n/a - 1{DF} -
Unknown - Other Intramuscular])
Medically Important
Condition),
Hypotension (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Unknown - Other
Medically Important
Condition),
Palpitations (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10010033109 Professional |Economic |available |Years Unknown -) [TOZINAMERAN]
Area (S-n/a-Not
applicable - [n/a -
n/a - n/al)
EU-EC- 17/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Application site pain | COMIRNATY Not reported ICSR
10010033114 Healthcare |Economic |available |Years (n/a - Unknown - ), |[TOZINAMERAN]
Professional |Area (S-nfa- Not
Diarrhoea (n/a - applicable - [n/a -
Unknown -), n/a - n/a])
Fatigue (n/a -
Unknown - )
EU-EC- 17/09/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY [LEVOTHYROXINE, ICSR
10010033597 Healthcare |European |available |Years |Specified - [TOZINAMERAN] |LEVOTHYROXINE
Professional |Economic Recovered/Resolved |(S - COVID-19 SODIUM] (C-n/a-n/a
Area -) immunisation - Not |- [n/a - n/a - n/a])
applicable - [n/a -
Blood pressure n/a - n/al)
decreased (n/a -
Recovered/Resolved
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Tremor (n/a -
Recovered/Resolved
-)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Fatigue (3d - COMIRNATY Not reported ICSR
10010033744 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COvVID-19
immunisation - Not
Influenza like illness |applicable - [n/a -
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(2d - 1{DF} -
Recovered/Resolved  |Intramuscular])
=)
Musculoskeletal
stiffness (2d -
Recovered/Resolved
- Other Medically
Important
Condition),
Pain of skin (2d -
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (2d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Chills (n/a - Not COMIRNATY Not reported ICSR
10010033780 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - n/a - Not
applicable - [n/a -
Pyrexia (n/a - Not n/a - n/a])
Recovered/Not
Resolved - )
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Cardiovascular COMIRNATY Not reported ICSR
10010033800 Professional |Economic |available |Years disorder (n/a - [TOZINAMERAN]
Area Unknown - ), (S-n/a-n/a-
[n/a - n/a - n/al)
Dizziness (n/a -
Unknown - )
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10010034062 Professional |Economic |available |Years Unknown - Other [TOZINAMERAN]
Area Medically Important |(S - COVID-19
Condition), immunisation - Not
applicable - [n/a -
Influenza like illness |1{DF} -
(n/a - Not Intramuscular])
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)
EU-EC- 17/09/2021 |Spontaneous [Non European |Not 12-17 |Not Female |No Chills (2d - COMIRNATY Not reported ICSR
10010034261 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Disabling), (S - CovID-19
immunisation - Not
Fatigue (2d - applicable - [n/a -
Recovered/Resolved |n/a - n/a])
- Disabling),
Headache (2d -
Recovered/Resolved
- Disabling),
Influenza like illness
Recovered/Resolved
- Disabling),
Injection site
reaction (2d -
Recovered/Resolved
- Disabling),
Malaise (2d -
Recovered/Resolved
- Disabling),
Myalgia (2d -
Recovered/Resolved
- Disabling),
Nausea (2d -
Recovered/Resolved
- Disabling),
Pyrexia (2d -
Recovered/Resolved
- Disabling),
Vomiting (2d -
Recovered/Resolved
- Disabling)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Tachycardia (n/a - COMIRNATY Not reported ICSR
10010034264 Professional |Economic |available |Years |Specified Not Recovered/Not  [[TOZINAMERAN]
Area Resolved - ), (S - Immunisation
-nfa-[n/a-
Weight bearing 2{DF} - n/a])
difficulty (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Arrhythmia (3d - COMIRNATY Not reported ICSR
10010034272 Healthcare |Economic |available |Years Recovering/Resolving |[[TOZINAMERAN]
Professional |Area - Caused/Prolonged | (S - Immunisation
Hospitalisation) -n/a-[n/a-n/a-
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported ICSR
10010034336 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN]
Economic Caused/Prolonged (S - COVID-19
Area Hospitalisation) immunisation - Not
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applicable - [n/a -
n/a - n/al)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported ICSR
10010034380 Professional |Economic |available |Years |Specified Unknown - [TOZINAMERAN]
Area Caused/Prolonged (S - Immunisation
Hospitalisation), -nfa-[n/a-
1{DF} - n/a])
Thrombosis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Fatigue (2d - COMIRNATY Not reported ICSR
10010034438 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Disabling), (S - COvVID-19
immunisation - Not
Headache (2d - applicable - [n/a -
Recovered/Resolved |n/a - n/a])
- Disabling),
Influenza like illness
Recovered/Resolved
- Disabling),
Malaise (2d -
Recovered/Resolved
- Disabling),
Myalgia (2d -
Recovered/Resolved
- Disabling)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Epilepsy (n/a - COMIRNATY Not reported ICSR
10010034856 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Other Medically (S - Immunisation
Important -n/a-[nfa-n/a-
Condition), n/al)
Injection site pain
(1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 17/09/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Facial paralysis (n/a - | TOZINAMERAN Not reported ICSR
10010035149 Healthcare |European |available |Years |Specified Not Recovered/Not |[TOZINAMERAN]
Professional |Economic Resolved - Other (S - CoviD-19
Area Medically Important |immunisation - Not
Condition) applicable - [1d -
n/a - n/al)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Pallor (10min - COMIRNATY Not reported ICSR
10010035613 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COVID-19
immunisation - Not
Syncope (10min - applicable - [n/a -
Recovered/Resolved |.3mL - n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Child Female |No Retinal pigment COMIRNATY Not reported ICSR
10010035628 Healthcare |Economic |available |Years epitheliopathy (n/a - |CONCENTRATE
Professional |Area Not Recovered/Not |FOR DISPERSION
Resolved - Disabling) [FOR INJECTION
COVID-19 MRNA
VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN]
(S - COvID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Dyspnoea (n/a - COMIRNATY Not reported ICSR
10010035633 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN]
Area (S-n/a-n/a-
[n/a - n/a - n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Child Male No Headache (n/a - COMIRNATY Not reported ICSR
10010035634 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S-nfa-n/a-
[n/a - n/a - n/a])
Nausea (n/a -
Recovered/Resolved
=)
Pyrexia (n/a -
Recovered/Resolved
-)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Male No Paraesthesia (n/fa- |COMIRNATY Not reported ICSR
10010035637 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN]
Area (S-n/a-n/a-
[n/a - n/a - n/al)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10010035638 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN]
Area (S-n/a-n/a-
[n/a - n/a - n/al)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Nausea (n/a - COMIRNATY Not reported ICSR
10010035640 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN]
Area (S-nfa-n/a-
[n/a - n/a - n/a])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10010035641 Professional |Economic |available |Years Unknown -) [TOZINAMERAN]
Area (S-n/a-n/a-
[n/a - n/a - n/a])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10010035643 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN]
Area (S-n/a-n/a-
[n/a - n/a - n/a])
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EU-EC-
10010035683

17/09/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Run Line Listing Report

Adult

Female

No

Seizure (5min -
Recovered/Resolved
- Other Medically
Important Condition)

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

Not reported

—
(@]
(2
0

EU-EC-
10010035972

17/09/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

Not reported

._.
19}
(9%}
Pl

EU-EC-
10010036007

17/09/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Abdominal pain (n/a
- Unknown - ),

Chills (2d -
Recovered/Resolved

=)

Diarrhoea (1d -
Recovered/Resolved

-

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

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

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

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

Nausea (n/a -
Unknown - ),

Night sweats (2d -
Recovered/Resolved
=)

Pain (2d -
Recovered/Resolved

=)

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

Pyrexia (2d -
Recovered/Resolved

-)

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

Not reported

—
(@]
(2
0

EU-EC-
10010036303

17/09/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Flushing (40min -
Recovered/Resolved

=)

Pyrexia (40min -
Recovered/Resolved

=)

Swelling face (40min

Recovered/Resolved

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

Not reported

EU-EC-
10010036370

17/09/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Female

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

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

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

Juvenile idiopathic
arthritis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Oedema peripheral
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged

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

[AMITRIPTYLINE
HYDROCHLORIDE] (C -
n/fa-n/a-[nfa-n/a-
Oral]),

[ETORICOXIB] (C - n/a -
n/a - [n/a - n/a - Oral]),

[MELATONIN] (C - n/a -
n/a - [n/a - n/a - Oral]),

[PARACETAMOL] (C -
n/fa-n/a-[nfa-n/a-
Oral]),

[TRAMADOL,
TRAMADOL
HYDROCHLORIDE] (C -
n/fa-n/a-[nfa-n/a-
Oral])
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Hospitalisation),

Pain in extremity

(n/a - Not

Recovered/Not

Resolved -

Caused/Prolonged

Hospitalisation)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Epistaxis (n/a - COMIRNATY [AZELASTINE ICSR
10010036610 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] |HYDROCHLORIDE,

Professional |Area -) (S - COvID-19 FLUTICASONE
immunisation - n/a |PROPIONATE] (C -

- [n/a - n/a - n/a]) |Seasonal allergy - Not
applicable - [n/a - n/a -
n/al)

EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSR
10010036749 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN]
Area - Life Threatening,  |(S - COVID-19
Caused/Prolonged immunisation -
Hospitalisation), Unknown - [n/a -
n/a-
Myopericarditis (n/a - |Intramuscular])
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Deep vein COMIRNATY Not reported ICSR
10010037005 Professional |Economic |available |Years |Specified thrombosis (n/a - [TOZINAMERAN]
Area Not Recovered/Not (S - Immunisation
Resolved - -n/a-[n/a-
Caused/Prolonged 2{DF} - n/a])
Hospitalisation,
Disabling)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Circulatory collapse  |COMIRNATY Not reported ICSR
10010037075 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
- Other Medically -n/a-[n/a-n/a-
Important n/a])
Condition),
Dyspnoea (n/a -
Recovered/Resolved
=)
Paraesthesia (n/a -
Recovered/Resolved
=)
Somnolence (n/a -
Recovered/Resolved
=)
Stridor (n/a -
Recovered/Resolved
-)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Intermenstrual COMIRNATY NOT AVAILABLE (C - n/a |ICSR
10010037112 Healthcare |Economic |available |Years |Specified bleeding (n/a - [TOZINAMERAN] |- Dose not changed -
Professional |Area Unknown - ) (S - CoviD-19 [n/a - n/a - n/a))
immunisation - Not

applicable - [n/a -

1{DF} - n/a])

EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Arthralgia (9d - COMIRNATY Not reported ICSR
10010037316 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area - Caused/Prolonged | (S - Immunisation
Hospitalisation), -n/a-[n/a-n/a-
n/a])

Butterfly rash (7d -

Recovering/Resolving

- Caused/Prolonged

Hospitalisation),

Fatigue (7d -

Recovering/Resolving

- Caused/Prolonged

Hospitalisation),

Haematoma (7d -

Recovering/Resolving

- Caused/Prolonged

Hospitalisation),

Limb discomfort (9d

Recovering/Resolving

- Caused/Prolonged

Hospitalisation),

Pyrexia (3d -

Recovering/Resolving

- Caused/Prolonged

Hospitalisation),

Rash (7d -

Recovering/Resolving

- Caused/Prolonged

Hospitalisation)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Chills (0d - COMIRNATY Not reported ICSR
10010037422 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]

Professional |Area - Caused/Prolonged | (S - Immunisation
Hospitalisation), -n/fa-[n/fa-n/a-
n/al)

Dizziness (0d -

Recovering/Resolving

- Caused/Prolonged

Hospitalisation),
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Headache (0d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Nausea (0d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Paraesthesia (0d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Myocarditis (3d - COMIRNATY Not reported ICSR
10010037685 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Caused/Prolonged |(S - Immunisation
Hospitalisation) -n/a-[nfa-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010037722 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - (S - Immunisation
Caused/Prolonged -n/a-[n/a-n/a-
Hospitalisation) n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Cardiovascular COMIRNATY Not reported ICSR
10010037861 Healthcare |Economic |available |Years disorder (23d - Not  |[TOZINAMERAN]
Professional |Area Recovered/Not (S - Immunisation
Resolved - -n/a-[nfa-n/a-
Caused/Prolonged n/a])
Hospitalisation),
Seizure (23d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Syncope (23d - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/09/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No COVID-19 (n/a - TOZINAMERAN Not reported ICSR
10010037959 Healthcare |European |available |Years |Specified Unknown - Other [TOZINAMERAN]
Professional |Economic Medically Important |(S - COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a |n/a - n/a])
- Unknown - Other
Medically Important
Condition),
Pain (n/a - Unknown
-)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Central nervous COMIRNATY Not reported ICSR
10010037977 Professional |Economic |available |Years |Specified system vasculitis [TOZINAMERAN]
Area (n/a - Not (S - Immunisation
Recovered/Not -nfa-[n/a-n/a-
Resolved - Life n/a])
Threatening,
Caused/Prolonged
Hospitalisation),
Cerebral infarction
(n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Myocarditis (2d - COMIRNATY Not reported ICSR
10010037978 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area - Caused/Prolonged | (S - Immunisation
Hospitalisation) -n/a-[n/a-
1{DF} - n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Tinnitus (n/a - Not | COMIRNATY Not reported ICSR
10010038072 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ) (S - COvID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Feeling hot (n/a - COMIRNATY Not reported ICSR
10010038395 Healthcare |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN]
Professional |Area (S - Immunisation
Keratosis pilaris (n/a |- n/a-[n/a-n/a-
- Unknown - ), Intramuscular])
Rash pruritic (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 17/09/2021 |Spontaneous |[Non European |Not 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10010038415 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-nfa-
Malaise (n/a - Intramuscular])
Recovered/Resolved
=)
Migraine (4d -
Recovering/Resolving
=)
Nausea (4d -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 28/58
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Recovering/Resolving

EU-EC-
10010038418

17/09/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Bedridden (n/a -
Unknown - ),

Chest discomfort
(n/a - Unknown - ),

Chest pain (n/a -
Unknown - ),

Discomfort (n/a -
Unknown - ),

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

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

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

Malaise (n/a -
Unknown -),

Mydriasis (n/a -
Unknown - ),

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

Pallor (n/a -
Unknown - ),

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

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

Pulse abnormal (n/a
- Unknown - ),

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

Visual impairment
(n/a - Unknown - )

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

[PROPRANOLOL] (C -
Migraine - n/a - [10d -
n/a - n/al),

[ZOLMITRIPTAN] (C -
Migraine - n/a - [n/a -
n/a - n/a])

ICSR

EU-EC-
10010038441

17/09/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

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

Not reported

._.
(%}
Pl

EU-EC-
10010038446

17/09/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Female

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

Mouth swelling (1d -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

Mouth ulceration
(n/a - Not
Recovered/Not

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

Not reported
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Resolved - Other
Medically Important
Condition)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Blood pressure COMIRNATY Not reported ICSR
10010038452 Professional |European |available |Years |Specified decreased (n/a - [TOZINAMERAN]
Economic Recovering/Resolving |(S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a-
Intramuscular])
Chest discomfort
(n/a-
Recovering/Resolving
Dysphoria (n/a -
Recovering/Resolving
=)
Heart rate decreased
(n/a -
Recovering/Resolving
Muscular weakness
(n/a -
Recovering/Resolving
=)
Presyncope (n/a -
Recovering/Resolving
EU-EC- 17/09/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Blood pressure COMIRNATY Not reported ICSR
10010038453 Professional |European |available |Years |Specified decreased (n/a - [TOZINAMERAN]
Economic Recovered/Resolved |(S - COVID-19
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/al)
Nausea (10min -
Recovered/Resolved
=)
Presyncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 17/09/2021 |Spontaneous |Non Non Not 12-17 |Not Male No COVID-19 (n/a - Not | TOZINAMERAN ARIPIPRAZOLE ICSR
10010038520 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN] |[ARIPIPRAZOLE] (C -
Professional |Economic Resolved - Other (S - COvVID-19 Depression - n/a - [n/a -
Area Medically Important  [immunisation - Not |n/a - n/a]),
Condition), applicable - [n/a -
n/a - n/al) [BISOPROLOL,
Fatigue (n/a - BISOPROLOL
Recovered/Resolved FUMARATE,
- Other Medically BISOPROLOL
Important HEMIFUMARATE] (C -
Condition), Palpitations - n/a - [n/a
- n/a - n/a))
Migraine (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Cardiac arrest (n/a - | TOZINAMERAN [CRANBERRY] (C - n/a - |ICSR
10010038566 Professional |European |available |Years |Specified Recovered/Resolved [[TOZINAMERAN] |n/a - [n/a - n/a - n/a]),
Economic With Sequelae - Life |(S - COVID-19
Area Threatening, immunisation - Not | [CYANOCOBALAMIN] (C
Caused/Prolonged applicable - [n/fa- |-n/a-n/a-[n/a-n/a-
Hospitalisation, n/a- n/al),
Disabling, Other Intramuscular])
Medically Important [FLUOXETINE,
Condition), FLUOXETINE
HYDROCHLORIDE] (C -
Respiratory arrest Anxiety, Depression -
(n/a - n/a - [n/a - 20mg -
Recovered/Resolved Oral]),
With Sequelae - Life
Threatening, [HYDROXYANTHRACENE
Caused/Prolonged GLYCOSIDES,
Hospitalisation, SENNOSIDES] (C - n/a -
Disabling, Other n/a - [n/a-25mg -
Medically Important n/al),
Condition),
[PARACETAMOL] (C -
Seizure (n/a - Pain - n/a - [n/a -
Recovered/Resolved 325mg - n/a]),
With Sequelae - Life
Threatening, [PYRIDOXINE
Caused/Prolonged HYDROCHLORIDE,
Hospitalisation, VITAMIN B6] (C - n/a -
Disabling, Other n/a - [n/a - n/a - n/a]),
Medically Important
Condition), [VITAMIN D] (C - n/a -
n/a - [n/a - n/a - n/a])
Ventricular fibrillation
(n/a -
Recovering/Resolving
- Life Threatening,
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition)
EU-EC- 17/09/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Abdominal pain TOZINAMERAN Not reported ICSR
10010038691 Healthcare |European |available |Years |Specified upper (n/a - [TOZINAMERAN]
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Professional |Economic Unknown - ), (S - COvID-19
Area immunisation - Not
Angina pectoris (n/a |applicable - [n/a -
- Unknown - Other  |n/a - n/a])
Medically Important
Condition),
Chest discomfort
(n/a - Unknown - ),
Pain (n/a - Unknown
Pyrexia (n/a -
Unknown -),
Vomiting (n/a -
Unknown - )
EU-EC- 17/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Body temperature COMIRNATY Not reported ICSR
10010038903 Healthcare |Economic |available |Years increased (n/a - Not |[TOZINAMERAN]
Professional |Area Recovered/Not (S - COvVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Malaise (n/a - Not 1{DF} - n/a])
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pain in extremity
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Headache (n/a - COMIRNATY Not reported ICSR
10010039654 Professional |Economic |available |Years |Specified Unknown - Other [TOZINAMERAN]
Area Medically Important |(S - COVID-19
Condition), immunisation - Not
applicable - [n/a -
Injection site pain n/a - n/a])
(n/a - Unknown -
Other Medically
Important
Condition),
Malaise (n/a -
Unknown - Other
Medically Important
Condition),
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Meningitis aseptic COMIRNATY Not reported ICSR
10010039664 Professional |Economic |available |Years |Specified (n/a - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
- Caused/Prolonged |immunisation - Not
Hospitalisation) applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Urticaria (n/a - COMIRNATY Not reported ICSR
10010039669 Professional |Economic |available |Years |Specified Recovering/Resolving | [TOZINAMERAN]
Area - Other Medically (S - CovID-19
Important Condition) |immunisation - Not
applicable - [1d -
1{DF} -
Parenteral])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010039689 Professional |Economic |available |Years Unknown - [TOZINAMERAN]
Area Caused/Prolonged (S - COvVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Anaemia (n/a - COMIRNATY Not reported ICSR
10010039701 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN]
Area - Caused/Prolonged |(S - COVID-19
Hospitalisation), immunisation - Not
applicable - [1d -
Menometrorrhagia 1{DF} -
(n/a- Intramuscular])
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Thrombocytopenia
(n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Menstrual disorder |COMIRNATY Not reported ICSR
10010039738 Professional |Economic |available |Years (8h - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010039739 Healthcare |Economic |available |Years (nfa- [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - COVID-19
- immunisation - Not
applicable - [n/a -
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1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adult Female |No Malaise (n/a - COMIRNATY Not reported ICSR
10010039748 Healthcare |Economic |available |Years Recovering/Resolving |[[TOZINAMERAN]
Professional |Area - (S - COvVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Influenza like iliness |COMIRNATY Not reported ICSR
10010039751 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - COVID-19
=) immunisation - Not
applicable - [n/a -
Nausea (n/a - 1{DF} -
Recovering/Resolving |Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Presyncope (1d - COMIRNATY Not reported ICSR
10010039811 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area -) (S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European [Not 12-17 |Adolescent |Male No Asthmatic crisis (n/a |COMIRNATY Not reported ICSR
10010039818 Professional |Economic |available |Years - [TOZINAMERAN]
Area Recovering/Resolving |(S - COVID-19
=) immunisation - Not
applicable - [1d -
Periorbital oedema | 1{DF} -
(n/a- Intramuscular])
Recovering/Resolving
=)
Urticaria (n/a -
Recovering/Resolving
-)
EU-EC- 17/09/2021 | Spontaneous [Non European |Not 12-17 |Adolescent [Male No Influenza like illness | COMIRNATY Not reported ICSR
10010039824 Healthcare |Economic |available |Years (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Diarrhoea (48h - COMIRNATY Not reported ICSR
10010039863 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - COvID-19
immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Infectious COMIRNATY Not reported ICSR
10010039910 Healthcare |Economic |available |Years mononucleosis (n/a - [[TOZINAMERAN]
Professional |Area Not Recovered/Not |(S - COVID-19
Resolved - ) immunisation -
Drug withdrawn -
[n/a - 1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010039913 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - COVID-19
-) immunisation - n/a
- [24d - 1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Syncope (n/a - COMIRNATY Not reported ICSR
10010039925 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area - (S - COvVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous [Non European |Not 12-17 |Adolescent |Male No Influenza like iliness |COMIRNATY Not reported ICSR
10010039944 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - COVID-19
=) immunisation - Not
applicable - [1d -
Off label use (1d - 1{DF} -
Unknown - ) Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Breast abscess (n/a - [COMIRNATY Not reported ICSR
10010039956 Professional |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Area - (S - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Male No Vertigo (n/a - COMIRNATY Not reported ICSR
10010039959 Professional |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Area - (S - CovID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous [Non European |Not 12-17 |Adolescent |Male No Migraine (2d - COMIRNATY Not reported ICSR
10010039980 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S-nf/a-n/a-
[n/a-n/a-
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Chills (n/a - COMIRNATY Not reported ICSR
10010040010 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Professional |Area =) (S - COvID-19
immunisation - Not
Headache (n/a - applicable - [n/a -
Recovering/Resolving
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=) 1{DF} -
Intramuscular])
Vomiting (n/a -
Recovering/Resolving
-)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European [Not 12-17 |Adolescent |Male No Oropharyngeal COMIRNATY Not reported ICSR
10010040041 Professional |Economic |available |Years candidiasis (n/a - [TOZINAMERAN]
Area Recovering/Resolving |(S - COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Urticaria (n/a - Not |COMIRNATY Not reported ICSR
10010040050 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ) (S - COvVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Seizure (n/a - COMIRNATY Not reported ICSR
10010040060 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area -) (S - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Presyncope (1d - COMIRNATY Not reported ICSR
10010040081 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area -) (S - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Chest discomfort (1d |COMIRNATY Not reported ICSR
10010040822 Professional |Economic |available |Years |Specified - [TOZINAMERAN]
Area Recovered/Resolved |(S - Immunisation
=) -n/a-[n/a-n/a-
n/a])
Myalgia (1d -
Recovered/Resolved
=)
Rash (1d -
Recovered/Resolved
-)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Dermatitis acneiform |COMIRNATY [DOCONEXENT, ICSR
10010040824 Healthcare |Economic |available |Years |Specified (n/a - Unknown - ), |[TOZINAMERAN] |ICOSAPENT, FISH OIL,
Professional |Area (S - Immunisation |ICOSAPENT ETHYL,
Rash (n/a - Not -n/a-[n/a-n/a- |DOCOSAHEXAENOIC
Recovered/Not Intramuscular]) ACID ETHYL ESTER,
Resolved - ) OMEGA-3-ACID ETHYL
ESTERS 90, OMEGA-3-
ACID ETHYL ESTERS
90, DOCOSAHEXAENOIC
ACID ETHYL ESTER] (C
-nfa-nfa-)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Urticaria (3d - COMIRNATY Not reported ICSR
10010040826 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area -) (S - Immunisation
-nfa-[nfa-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Dizziness (1d - COMIRNATY Not reported ICSR
10010040849 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area - (S - Immunisation
-nfa-[n/a-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Breast enlargement |COMIRNATY Not reported ICSR
10010040855 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - Immunisation
Resolved - ), -n/a-[n/a-n/a-
Intramuscular])
Breast pain (n/a -
Not Recovered/Not
Resolved - ),
Haemorrhage (n/a -
Not Recovered/Not
Resolved - )
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Burning sensation COMIRNATY Not reported ICSR
10010040857 Professional |Economic |available |Years |Specified (1d - [TOZINAMERAN]
Area Recovered/Resolved |(S - Immunisation
=) -n/a-[n/a-n/a-
n/al)
Dizziness (1d -
Recovered/Resolved
=)
Nausea (1d -
Recovered/Resolved
-)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Menometrorrhagia COMIRNATY [ETHINYLESTRADIOL, |ICSR
10010040892 Professional |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN] |LEVONORGESTREL,
Area Recovered/Not (S - Immunisation |LACTOSE, LACTOSE
Resolved - ) -n/a-[n/a-n/a- IMONOHYDRATE] (C -
Intramuscular]) n/fa-n/a-)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Dizziness (6d - COMIRNATY AVAMYS [FLUTICASONE |ICSR
10010040897 Professional |Economic |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] |FUROATE] (C - Rhinitis
Area =) (S - Immunisation |allergic - n/a - [n/a - n/a
-n/a-[n/a-n/a- |-n/a]),
General physical Intramuscular])
health deterioration [FLUTICASONE
(6d - PROPIONATE,
Recovered/Resolved SALMETEROL,
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=) FLUTICASONE
PROPIONATE,
Headache (6d - SALMETEROL
Recovered/Resolved XINAFOATE] (C -
=) Asthma - n/a - [n/a -
n/a - n/a)),
Nausea (6d -
Recovered/Resolved [OMEPRAZOLE,
=) OMEPRAZOLE
MAGNESIUM] (C - n/a -
Vomiting (éd - n/a - [n/a - n/a - n/a]),
Recovered/Resolved
-) [SALBUTAMOL,
SALBUTAMOL SULFATE]
(C - Asthma - n/a - [n/a
- n/a - n/a))
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Hepatic failure (n/a - [COMIRNATY [MONTELUKAST, ICSR
10010040990 Professional |Economic |available |Years Unknown - [TOZINAMERAN] |MONTELUKAST
Area Caused/Prolonged (S - CoviD-19 SODIUM] (C - Asthma -
Hospitalisation), immunisation - n/a - [n/a - n/a - Oral])
Unknown - [n/a -
Hepatitis acute (n/a - [.3mL -
Unknown - Intramuscular])
Caused/Prolonged
Hospitalisation),
Renal failure (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Fatigue (1wk - COMIRNATY Not reported ICSR
10010041132 Professional |Economic |available |Years |Specified Recovering/Resolving [[TOZINAMERAN]
Area - (S - CovID-19
immunisation - Not
applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous [Non European |Not 12-17 |Not Female |No Lymphadenopathy ~ [COMIRNATY Not reported ICSR
10010041148 Healthcare |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Professional |Area Recovered/Not (S - COVID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Circulatory collapse  |COMIRNATY Not reported ICSR
10010041298 Professional |Economic |available |Years (n/a - Unknown - [TOZINAMERAN]
Area Other Medically (S-n/a-n/a-
Important [n/a - n/a - n/a])
Condition),
Dizziness (n/a -
Unknown - )
EU-EC- 17/09/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Asthenia (n/a - COMIRNATY Not reported ICSR
10010041509 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic -) (S - COvVID-19
Area immunisation - Not
Hyperhidrosis (n/a - |applicable - [n/a -
Recovered/Resolved |n/a -
=) Intramuscular])
Hypoacusis (n/a -
Recovered/Resolved
=)
Seizure (n/a -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 17/09/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Chest pain (n/a - TOZINAMERAN Not reported ICSR
10010041510 Healthcare |European |available |Years |Specified Recovering/Resolving [[TOZINAMERAN]
Professional |Economic - Other Medically (S - CoviD-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/a])
Palpitations (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Palpitations (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Dizziness (n/a - COMIRNATY Not reported ICSR
10010041597 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN]
Area (S-nfa-n/a-
[n/a - n/a - n/al)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Chest discomfort COMIRNATY Not reported ICSR
10010041630 Healthcare |Economic |available |Years |Specified (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - COVID-19
- Disabling, Other immunisation - Not
Medically Important |applicable - [n/a -
Condition), n/a - n/a])
Fatigue (n/a - Not
Recovered/Not
Resolved -
Disabling),
Pain (n/a - Not
Recovered/Not
Resolved -
Disabling),
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Palpitations (n/a -
Recovering/Resolving
- Disabling, Other
Medically Important
Condition)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010041691 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area - Caused/Prolonged |(S - Immunisation
Hospitalisation) -nfa-[n/a-n/a-
n/a])
EU-EC- 17/09/2021 |Spontaneous |Healthcare [Non Not 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010041907 Professional |European |available |Years |Specified Unknown - Life [TOZINAMERAN]
Economic Threatening, (S - CoviD-19
Area Caused/Prolonged immunisation - Not
Hospitalisation, applicable - [n/a -
Other Medically n/a - n/a])
Important
Condition),
Troponin increased
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Fatigue (1d - COMIRNATY Not reported ICSR
10010043628 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Injection site pain n/al)
(1d -
Recovered/Resolved
=)
Limb discomfort (2d
Recovered/Resolved
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Dizziness (0d - COMIRNATY Not reported ICSR
10010043727 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Headache (0d - n/al)
Recovering/Resolving
=)
Limb discomfort (0d
Recovering/Resolving
EU-EC- 17/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Fatigue (0d - COMIRNATY Not reported ICSR
10010043854 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Headache (0d - n/a])
Recovered/Resolved
=)
Injection site pain
(od -
Recovered/Resolved
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Anaphylactoid COMIRNATY Not reported ICSR
10010044560 Healthcare |Economic |available |Years reaction (2d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
- Other Medically -n/a-[n/a-n/a-
Important n/a])
Condition),
Aphthous ulcer (7d -
Recovered/Resolved
-)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Male No Hemianopia (n/a - COMIRNATY Not reported ICSR
10010044967 Professional |Economic |available |Years Recovering/Resolving | [TOZINAMERAN]
Area - Other Medically (S - CovID-19
Important immunisation -
Condition), Drug withdrawn -
[1d - .3mL -
Ischaemic stroke Intramuscular])
(n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Leukopenia (n/a - COMIRNATY Not reported ICSR
10010044970 Professional |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Area - Other Medically (S - CoviD-19
Important immunisation -
Condition), Drug withdrawn -
[1d - .3mL -
Odynophagia (n/a - |Intramuscular])
Recovering/Resolving
- Other Medically
Important
Condition),
Pruritus (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
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Rash (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Thrombocytopenia
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European [Not 12-17 |Adolescent |Male No Myocarditis (4d - COMIRNATY Not reported ICSR
10010044979 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - COVID-19
Important Condition) |immunisation -
Drug withdrawn -
[1d - .3mL -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010045016 Healthcare |Economic |available |Years Unknown - Other [TOZINAMERAN]
Professional |Area Medically Important |(S - COVID-19
Condition) immunisation -
Drug withdrawn -
[id - n/a-
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Rash (n/a - Not COMIRNATY [LORATADINE] (C - n/a |ICSR
10010045021 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN] |- Unknown - )
Professional |Area Resolved - Other (S - COVID-19
Medically Important |immunisation - Not
Condition) applicable - [1d -
3mL -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Fatigue (10d - COMIRNATY Not reported ICSR
10010045045 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area -) (S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Appendicitis (4d - COMIRNATY [LISDEXAMFETAMINE  |ICSR
10010045046 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN] |DIMESYLATE] (C -
Professional |Area - Caused/Prolonged |(S - COVID-19 Attention deficit
Hospitalisation) immunisation - hyperactivity disorder -
Drug withdrawn - |Unknown - [128d - n/a -
[id-n/a - Oral])
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10010045196 Professional |Economic |available |Years (2d - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Vaccination site COMIRNATY Not reported ICSR
10010045198 Professional |Economic |available |Years lymphadenopathy [TOZINAMERAN]
Area (n/a - (S - COvID-19
Recovering/Resolving [immunisation - Not
-) applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European [Not 12-17 |Adolescent |Female |No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010045271 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Area - Caused/Prolonged |(S - COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 17/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Lymphadenopathy | COMIRNATY Not reported ICSR
10010045323 Professional |Economic |available |Years (n/a- [TOZINAMERAN]
Area Recovering/Resolving |(S - COVID-19
- immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 17/09/2021 | Spontaneous [Non European |Not 12-17 |Adolescent |Female |No Eyelid irritation (n/a - [COMIRNATY Not reported ICSR
10010046406 Healthcare |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN]
Professional |Area Resolved - ), (S - Immunisation
-n/a-[n/a-nfa-
Swelling face (n/a - |Intramuscular])
Not Recovered/Not
Resolved - )
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Fatigue (1d - COMIRNATY Not reported ICSR
10010046954 Healthcare |Economic |available |Years |Specified Unknown - ), [TOZINAMERAN]
Professional |Area (S - Immunisation
Injection site pain -n/a-[n/a-n/a-
(3d - Unknown - ) n/a])
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Fatigue (0d - COMIRNATY Not reported ICSR
10010047361 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Headache (0d - Not |n/a])
Recovered/Not
Resolved - ),
Injection site pain
(1d - Not
Recovered/Not
Resolved - )
EU-EC- 17/09/2021 | Spontaneous |Non Non Not 12-17 |Not Female |No Ageusia (n/a - TOZINAMERAN Not reported ICSR
10010047411 Healthcare |European |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Economic - Disabling, Other (S - CovID-19
Area Medically Important |immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
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Cough (n/a -
Recovering/Resolving
- Disabling, Other
Medically Important
Condition),
Oropharyngeal pain
(n/a -
Recovering/Resolving
- Disabling, Other
Medically Important
Condition)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Chills (1d - COMIRNATY Not reported ICSR
10010049630 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-nfa-
Fatigue (n/a - n/a])
Recovering/Resolving
Influenza (n/a -
Recovering/Resolving
=)
Limb discomfort (n/a
Recovering/Resolving
-)
EU-EC- 17/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Headache (1d - COMIRNATY Not reported ICSR
10010049631 Healthcare |Economic |available |Years Recovering/Resolving | [TOZINAMERAN]
Professional |Area -) (S - Immunisation
-n/a-[nfa-n/a-
Hyperventilation (1d |n/a])
Recovering/Resolving
-)
EU-EC- 17/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent Not No Fatigue (11d - COMIRNATY Not reported ICSR
10010049824 Healthcare |Economic |available |Years Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Injection site pain n/al)
(10d -
Recovered/Resolved
-)
EU-EC- 17/09/2021 |Spontaneous [Non European |Not 12-17 |Adolescent |Male No Decreased appetite |COMIRNATY Not reported ICSR
10010049841 Healthcare |Economic |available |Years (1d - [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
=) -n/a-[n/a-n/a-
n/al)
Dizziness (1d -
Recovered/Resolved
=)
Fatigue (1d -
Recovered/Resolved
=)
Headache (1d -
Recovered/Resolved
=)
Hypotonia (1d -
Recovered/Resolved
-)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Body temperature COMIRNATY Not reported ICSR
10010017672 Professional |Economic |available |Years increased (12h - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
=) immunisation - Not
applicable - [n/a -
Headache (24h - 1{DF} -
Recovered/Resolved |Intramuscular])
=)
Insomnia (12h -
Recovered/Resolved
=)
Loss of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (20min -
Recovered/Resolved
-)
EU-EC- 16/09/2021 |Spontaneous |Healthcare [Non Not 12-17 |Not Female |No Abdominal pain (n/a |COMIRNATY [SODIUM VALPROATE] |ICSR
10010017883 Professional |European |available |Years |Specified - Unknown - Other  |[TOZINAMERAN] |(C-n/a-n/a-[n/a-
Economic Medically Important |(S - COVID-19 n/a - Oral])
Area Condition), immunisation - Not
applicable - [n/a -
Blood pressure n/a - n/a])
increased (n/a -
Unknown - Other
Medically Important
Condition),
Dysphoria (n/a -
Unknown - Other
Medically Important
Condition),
Headache (n/a -
Unknown - Other
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Medically Important
Condition),
Hot flush (n/a -
Unknown - Other
Medically Important
Condition),
Hypoaesthesia (n/a -
Unknown - Other
Medically Important
Condition),
Pain in extremity
(n/a - Unknown -
Other Medically
Important
Condition),
Respiratory disorder
(n/a - Unknown -
Other Medically
Important
Condition),
Tic (n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010018000 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not  [[TOZINAMERAN]
Professional |Area Recovered/Not (S - COvID-19
Resolved - ) immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 16/09/2021 |Spontaneous [Non Non Not 12-17 |Not Female |No Loss of TOZINAMERAN Not reported ICSR
10010018091 Healthcare |European |available |Years |Specified consciousness (n/a - |[TOZINAMERAN]
Professional |Economic Recovered/Resolved |(S - COVID-19
Area With Sequelae - immunisation - Not
Other Medically applicable - [n/a -
Important n/a-
Condition), Intramuscular])
Pneumonia
aspiration (7d -
Recovered/Resolved
- Other Medically
Important
Condition),
Seizure (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Female |No Bell's palsy (n/a - COMIRNATY Not reported ICSR
10010018106 Professional |European |available |Years |Specified Unknown - Other [TOZINAMERAN]
Economic Medically Important |(S - COVID-19
Area Condition) immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (14d - |COMIRNATY Not reported ICSR
10010018122 Healthcare |Economic |available |Years |Specified Not Recovered/Not |[TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Menstrual disorder  |applicable - [n/a -
(1mo - Not 1{DF} - n/a])
Recovered/Not
Resolved - )
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010018127 Healthcare |Economic |available |Years |Specified Not Recovered/Not  [[TOZINAMERAN]
Professional |Area Resolved - ) (S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Feeling jittery (n/a - |COMIRNATY Not reported ICSR
10010018259 Professional |Economic |available |Years Unknown -), [TOZINAMERAN]
Area (S-n/a-n/a-
Hot flush (n/a - [n/a - n/a - n/al)
Unknown - )
EU-EC- 16/09/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Dehydration (n/a- | TOZINAMERAN Not reported ICSR
10010018275 Healthcare |European |available |Years |Specified Recovering/Resolving [[TOZINAMERAN]
Professional |Economic - Other Medically (S - COvVID-19
Area Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Dizziness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Hypotension (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Loss of
consciousness (n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Pallor (n/a -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 38/58
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Recovering/Resolving
- Other Medically
Important Condition)

EU-EC-
10010018451

16/09/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Female

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

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

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

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

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

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

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

General physical
health deterioration
(n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Postural orthostatic
tachycardia
syndrome (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

Not reported

—
(2]
0

EU-EC-
10010018557

16/09/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

Syncope (2min -
Recovered/Resolved

-)

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

Not reported

EU-EC-
10010018607

16/09/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

—
(@]
(2]
0

EU-EC-
10010018682

16/09/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not
available

12-17
Years

Adolescent

Male

Abnormal faeces (1d

Recovering/Resolving
=)

Feeling hot (1d -
Recovering/Resolving

=)

Injection site pain
(n/a - Unknown - ),

Mental fatigue (1d -
Recovering/Resolving

)

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

n/al)

Not reported

—
(]
el

39/58
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Nausea (1d -
Recovered/Resolved
=)
Restlessness (1d -
Recovering/Resolving
=)
Sleep disorder (1d -
Recovering/Resolving
EU-EC- 16/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Facial paralysis (n/a - [COMIRNATY Not reported ICSR
10010018695 Healthcare |Economic |available |Years Not Recovered/Not |[TOZINAMERAN]
Professional |Area Resolved - (S-n/a-n/a-
Caused/Prolonged [n/a - 1{DF} -
Hospitalisation) n/a])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Dry eye (n/a - Not COMIRNATY Not reported ICSR
10010018839 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation -
Dysphagia (n/a - Not |Drug withdrawn -
Recovered/Not [n/a-.3mL -
Resolved - ), Intramuscular])
Ear pain (n/a - Not
Recovered/Not
Resolved - ),
Facial paresis (n/a -
Not Recovered/Not
Resolved - ),
Language disorder
(n/a - Not
Recovered/Not
Resolved - ),
Mastication disorder
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Migraine (n/a - COMIRNATY Not reported ICSR
10010019020 Healthcare |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Professional |Area - (S - CoviD-19
immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 16/09/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010019420 Healthcare |Economic |available |Years |Specified Not Recovered/Not  [[TOZINAMERAN]
Professional |Area Resolved - ) (S - CoviD-19
immunisation - n/a
-[n/a-.3mL-
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous [Non European |Not 12-17 |Not Female |No Feeling cold (2d - COMIRNATY Not reported ICSR
10010019550 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - COvID-19
immunisation - n/a
Headache (2d - - [n/a - 30ug -
Recovered/Resolved  |Intramuscular])
EU-EC- 16/09/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Pyrexia (1d - COMIRNATY Not reported ICSR
10010019556 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - COVID-19
immunisation - n/a
- [n/a - 30ug -
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Injection site pain COMIRNATY HUMALOG 100 U/ML ICSR
10010019562 Professional |Economic |available |Years |Specified - [TOZINAMERAN] |SOLUTION FOR
Area Recovered/Resolved |(S - COVID-19 INJECTION IN VIAL
=) immunisation - n/a |[INSULIN LISPRO] (C -
-[n/a-n/a- n/a-n/a-[nfa-n/a-
Injection site Intramuscular]) Subcutaneous])
paraesthesia (1d -
Recovered/Resolved
-)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Headache (3d - COMIRNATY Not reported ICSR
10010019577 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - CoviD-19
immunisation - n/a
Pain in extremity (3d |- [n/a - 30ug -
- Intramuscular])
Recovered/Resolved
-)
EU-EC- 16/09/2021 | Spontaneous |Non European |Not 12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSR
10010019585 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area -) (S - COVID-19
immunisation - n/a
- [n/a - 30ug -
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Umbilical erythema  |COMIRNATY [SODIUM VALPROATE, |ICSR
10010019594 Professional |Economic |available |Years |Specified (n/a- [TOZINAMERAN] | VALPROIC ACID,
Area Recovering/Resolving |(S - COVID-19 SODIUM VALPROATE]
-) immunisation - nfa |(C-n/a-n/a-[n/a-
-[n/a-n/a- 450mg - n/a])
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Urticaria (n/a - Not ~ |COMIRNATY Not reported ICSR
10010019803 Professional |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Area Resolved - ) (S - CovID-19
immunisation - n/a
-[n/a-n/a-
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSR
https://dap.ema.europa.eu/analytics/saw.dll?Go 40/58
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10010019832 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - CovID-19
immunisation - Not
Nausea (n/a - Not applicable - [n/a -
Recovered/Not n/a - n/a])
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010019908 Healthcare |Economic |available |Years |Specified bleeding (9d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
- immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Pain in extremity COMIRNATY Not reported ICSR
10010019923 Healthcare |Economic |available |Years |Specified (n/a - [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - COVID-19
=) immunisation - Not
applicable - [n/a -
Syncope (n/a - 1{DF} - n/a])
Recovering/Resolving
-)
EU-EC- 16/09/2021 | Spontaneous [Non European |Not 12-17 |Not Male No Chills (n/a - Not COMIRNATY [SALBUTAMOL, ICSR
10010019968 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN] |SALBUTAMOL SULFATE]
Professional |Area Resolved - ), (S - CoviD-19 (C-n/fa-n/a-[n/a-
immunisation - Not |n/a - n/a])
Dyspnoea (n/a - Not |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Dizziness (5min - COMIRNATY Not reported ICSR
10010020192 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area -) (S - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Bell's palsy (n/a - COMIRNATY Not reported ICSR
10010020390 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN]
Economic Caused/Prolonged (S - COVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [1d -
Important Condition) |n/a - n/a])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Syncope (n/a - TOZINAMERAN Not reported ICSR
10010020408 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic - Other Medically (S - COvID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 16/09/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Dysmenorrhoea (n/a |TOZINAMERAN [DESOGESTREL] (C - ICSR
10010020416 Healthcare |European |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] |Heavy menstrual
Professional |Economic Resolved - ), (S - COovID-19 bleeding - n/a - [n/a -
Area immunisation - Not |n/a - n/a])
Haemorrhage (n/a - |applicable - [1d -
Recovered/Resolved |n/a - n/a])
- Other Medically
Important
Condition),
Heavy menstrual
bleeding (n/a -
Unknown -),
Polymenorrhoea (n/a
- Unknown - )
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010020470 Healthcare |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN]
Professional |Area Resolved - Life (S - Immunisation
Threatening, -n/a-[n/a-
Caused/Prolonged 2{DF} - n/a])
Hospitalisation)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |[Non Not 12-17 |Not Female |No Lymphadenopathy TOZINAMERAN [FERROUS SULFATE] (C |ICSR
10010020808 Professional |European |available |Years |Specified (n/a - Not [TOZINAMERAN] |- Anaemia - n/a - [n/a -
Economic Recovered/Not (S - COvID-19 n/a - n/al)
Area Resolved - Other immunisation - Not
Medically Important |applicable - [1d -
Condition), n/a - n/a])
Optic neuritis (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Hyperhidrosis (n/a - |COMIRNATY Not reported ICSR
10010020989 Healthcare |Economic |available |Years |Specified Not Recovered/Not  [[TOZINAMERAN]
Professional |Area Resolved - ) (S - CovID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
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EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Arthralgia (13h - COMIRNATY [ETHINYLESTRADIOL, |ICSR
10010021093 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[[TOZINAMERAN] |LEVONORGESTREL] (C -
Professional |Area =) (S - COVID-19 n/a-n/a-[n/a-nfa-
immunisation - Not |n/a])
Fatigue (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} - n/a])
=)
Headache (n/a -
Recovering/Resolving
=)
Malaise (24h -
Recovered/Resolved
=)
Myalgia (n/a -
Recovering/Resolving
=)
Nausea (30min -
Recovered/Resolved
=)
Syncope (2min -
Recovered/Resolved
-)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Male No Vaccination failure COMIRNATY Not reported ICSR
10010021443 Professional |Economic |available |Years (n/a - Unknown -) |COVID-19 MRNA
Area VACCINE
(NUCLEOSIDE
MODIFIED)
CONCENTRATE
FOR DISPERSION
FOR INJECTION
[TOZINAMERAN]
(S - Immunisation
- Not applicable -
[n/a-.3mL-
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Healthcare [Non Not 12-17 |Not Male No Throat tightness (n/a | TOZINAMERAN Not reported ICSR
10010021690 Professional |European |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN]
Economic Resolved - Other (S - CovID-19
Area Medically Important  [immunisation - Not
Condition) applicable - [1d -
n/a - n/a])
EU-EC- 16/09/2021 |Spontaneous |Non Non Not 12-17 |Not Not No Palpitations (n/a - TOZINAMERAN Not reported ICSR
10010021802 Healthcare |European |available |Years |Specified |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Economic With Sequelae - (S - COvVID-19
Area Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
n/a - n/al)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010021944 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area - Caused/Prolonged | (S - Immunisation
Hospitalisation) -n/a-[n/fa-n/a-
n/a])
EU-EC- 16/09/2021 | Spontaneous [Non European |Not 12-17 |Adolescent [Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010021956 Healthcare |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN]
Professional |Area Resolved - (S - Immunisation
Caused/Prolonged -n/a-[n/fa-n/a-
Hospitalisation) n/al)
EU-EC- 16/09/2021 | Spontaneous [Non European |Not 12-17 |Adolescent |Male No Bell's palsy (6d - Not [COMIRNATY Not reported ICSR
10010022110 Healthcare |Economic |available |Years Recovered/Not COVID-19 MRNA
Professional |Area Resolved - Other VACCINE
Medically Important  [(NUCLEOSIDE
Condition) MODIFIED)
CONCENTRATE
FOR DISPERSION
FOR INJECTION
[TOZINAMERAN]
(S - Immunisation
- Not applicable -
[n/a-.3mL -
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY Not reported ICSR
10010022263 Healthcare |Economic |available |Years (n/a - Not CONCENTRATE
Professional |Area Recovered/Not FOR DISPERSION
Resolved - ) FOR INJECTION
COVID-19 MRNA
VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN]
(S - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Chills (3h - COMIRNATY Not reported ICSR
10010022338 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - COVID-19
immunisation - Not
Fatigue (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} - n/a])
=)
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain
(n/a - Not
Recovered/Not
Resolved - ),
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Insomnia (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a -
Recovering/Resolving
=)
Myalgia (n/a -
Recovering/Resolving
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Rash vesicular (5d - |COMIRNATY Not reported ICSR
10010022345 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Cardiovascular COMIRNATY Not reported ICSR
10010022426 Professional |Economic |available |Years disorder (n/a - [TOZINAMERAN]
Area Unknown -) (S-nfa-n/a-
[n/a - n/a - n/a])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY Not reported ICSR
10010022559 Healthcare |Economic |available |Years |Specified bleeding (40d - Not |CONCENTRATE
Professional |Area Recovered/Not FOR DISPERSION
Resolved - ) FOR INJECTION
COVID-19 MRNA
VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN]
(S - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 | Child Male No Lymphadenopathy ~ |COMIRNATY Not reported ICSR
10010022671 Healthcare |Economic |available |Years (1wk - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
- Other Medically immunisation -
Important Condition) |Unknown - [n/a -
3mL -
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Syncope (2min - COMIRNATY Not reported ICSR
10010022832 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area -) (S - CoviD-19
immunisation - Not
applicable - [n/a -
.3mL - n/a])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Child Male No Diarrhoea (1d - COMIRNATY Not reported ICSR
10010022992 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =), (S - CoviD-19
immunisation -
Nausea (1d - Unknown - [n/a -
Recovered/Resolved |.3mL -
=) Intramuscular])
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Hypersensitivity (3d - |COMIRNATY [CETIRIZINE ICSR
10010023195 Healthcare |Economic |available |Years Unknown - ), [TOZINAMERAN] |DIHYDROCHLORIDE] (C
Professional |Area (S - CoviD-19 -n/a-n/a-[n/a-n/a-
Nausea (n/a - immunisation - Not |n/a])
Recovered/Resolved |applicable - [n/a -
=) 1{DF} - n/a])
Pruritus (5d -
Recovered/Resolved
=)
Urticaria (5d -
Recovered/Resolved
-)
EU-EC- 16/09/2021 |Spontaneous [Non European |Not 12-17 |Not Female |No Haemorrhage (n/a - |COMIRNATY Not reported ICSR
10010023289 Healthcare |Economic |available |Years |Specified Not Recovered/Not  [[TOZINAMERAN]
Professional |Area Resolved - Other (S - COvVID-19
Medically Important  [immunisation - Not
Condition) applicable - [1d -
n/a-
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Non Non Not 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSR
10010023293 Healthcare |European |available |Years |Specified Unknown - Other [TOZINAMERAN]
Professional |Economic Medically Important |(S - COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Headache (1d - n/a-
Recovered/Resolved |Intramuscular])
=)
Pyrexia (1d -
Recovered/Resolved
=)
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Asthenia (n/a - TOZINAMERAN Not reported ICSR
10010023345 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN]
(S - COVID-19
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Economic Chest pain (n/a - immunisation - Not
Area Unknown -), applicable - [n/a -
n/a - n/a])
Dyspnoea (n/a -
Unknown - ),
Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown - )
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Syncope (n/a - COMIRNATY [ANHYDROUS ICSR
10010023421 Professional |Economic |available |Years |Specified Unknown - Other [TOZINAMERAN] |LEVOTHYROXINE
Area Medically Important |(S - COVID-19 SODIUM,
Condition) immunisation - Not | LEVOTHYROXINE,
applicable - [n/a - |LEVOTHYROXINE
n/a - n/a]) SODIUM,
LEVOTHYROXINE
SODIUM ANHYDROUS
EP] (C - Hypothyroidism
-n/a-[n/a-n/a-
n/al),
[ESCITALOPRAM,
ESCITALOPRAM
OXALATE] (C -
Depression - n/a - [n/a -
n/a - n/al),
[ESCITALOPRAM,
ESCITALOPRAM
OXALATE] (C-n/a-n/a
- [n/a - nfa - njal),
[ETHINYLESTRADIOL,
LEVONORGESTREL] (C -
Contraception - n/a -
[n/a - n/a - n/a])
EU-EC- 16/09/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Back pain (n/a - Not |TOZINAMERAN IBUPROFEN ICSR
10010023492 Healthcare |European |available |Years |Specified Recovered/Not [TOZINAMERAN]  |[IBUPROFEN,
Professional |Economic Resolved - Other (S - COvID-19 IBUPROFEN SODIUM]
Area Medically Important  [immunisation - Not |(C - n/a - n/a - [n/a -
Condition), applicable - [1d - |n/a - n/a]),
n/a - n/a]),
Chest pain (n/a - Not [PARACETAMOL] (C -
Recovered/Not [PHENYLEPHRINE |Headache - n/a - [n/a -
Resolved - Other HYDROCHLORIDE] |n/a - n/a])
Medically Important  |(S - Rhinorrhoea -
Condition), Unknown - [n/a -
n/a - n/al)
Cough (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Epistaxis (n/a -
Unknown -),
Musculoskeletal
discomfort (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Nasal congestion
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pain in extremity
(n/a -
Recovering/Resolving
- Other Medically
Important
Condition),
Sneezing (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Herpes zoster (n/a - |COMIRNATY [ROSUVASTATIN, ICSR
10010023583 Professional |Economic |available |Years |Specified Unknown -) [TOZINAMERAN] |ROSUVASTATIN
Area (S - CoviD-19 CALCIUM] (C-n/a-n/a
immunisation - Not |- [n/a - 5mg - n/a])
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Circulatory collapse |COMIRNATY Not reported ICSR
10010023944 Professional |Economic |available |Years (n/a- [TOZINAMERAN]
Area Recovered/Resolved |(S - n/a - Drug
- Other Medically withdrawn - [n/a -
Important Condition) |n/a - n/a])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Cold sweat (n/a - TOZINAMERAN Not reported ICSR
10010024573 Professional |European |available |Years |Specified Unknown - ), [TOZINAMERAN]
Economic (S - CovID-19
Area Depressed level of  [immunisation - Not
consciousness (n/a - |applicable - [1d -
Unknown - Other n/a - n/al)
Medically Important
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Condition),
Nasopharyngitis (n/a
- Unknown - ),
Pallor (n/a -
Unknown - ),
Syncope (0d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Dizziness (1d - COMIRNATY Not reported ICSR
10010024937 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S-n/a-n/a-
[n/a-n/a-
Fatigue (n/a - Intramuscular])
Recovering/Resolving
Gait disturbance (n/a
- Unknown - ),
Influenza like illness
(n/a - Unknown - ),
Nausea (1d -
Recovered/Resolved
=)
Peripheral swelling
(n/a-
Recovering/Resolving
=)
Pyrexia (2d -
Recovered/Resolved
=)
Tremor (1d -
Recovered/Resolved
=)
Vomiting (1d -
Recovered/Resolved
-)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Inflammation (1d -  |COMIRNATY Not reported ICSR
10010024959 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area -) (S - Immunisation
-n/a-[nfa-n/a-
n/a])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Heavy menstrual COMIRNATY [DESOGESTREL] (C - ICSR
10010025065 Healthcare |Economic |available |Years |Specified bleeding (n/a - Not |[TOZINAMERAN] |n/a - Unknown - [n/a -
Professional |Area Recovered/Not (S - COVID-19 n/a - n/al)
Resolved - ) immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Appendicectomy (n/a | COMIRNATY Not reported ICSR
10010025080 Healthcare |Economic |available |Years - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
- Caused/Prolonged |- n/a-[n/a-n/a-
Hospitalisation), n/al)
Appendicitis (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010025180 Professional |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Area - Caused/Prolonged |(S - COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Asthenia (n/a - Not |COMIRNATY Not reported ICSR
10010025219 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN]
Area Resolved - Other (S - COvVID-19
Medically Important  |immunisation -
Condition), Drug withdrawn -
[1d - 1{DF} -
Dyspnoea (n/a - Not |Intramuscular])
Recovered/Not
Resolved - Other
Medically Important
Condition),
Facial paralysis (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Paraesthesia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Hypotension (1d - COMIRNATY Not reported ICSR
10010025229 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - CoviD-19
Important Condition) |immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
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EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Male No Malaise (1d - COMIRNATY Not reported ICSR
10010025236 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - Caused/Prolonged |(S - n/a - Not
Hospitalisation) applicable - [1d -
3mL -
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Asthenia (n/a - Not |COMIRNATY Not reported ICSR
10010025238 Professional |Economic |available |Years Recovered/Not [TOZINAMERAN]
Area Resolved - ), (S - COvID-19
immunisation - Not
Headache (n/a - Not |applicable - [1d -
Recovered/Not 3mL -
Resolved - ), Intramuscular])
Seizure (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 16/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Chest pain (n/a - Not | COMIRNATY Not reported ICSR
10010025266 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - Other (S - COvVID-19
Medically Important  |immunisation -
Condition), Drug withdrawn -
[1d - .3mL -
Dyspnoea (n/a - Not |Intramuscular])
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a -
Recovered/Resolved
With Sequelae - )
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Immune COMIRNATY MODIGRAF ICSR
10010025344 Professional |Economic |available |Years thrombocytopenia [TOZINAMERAN] |[TACROLIMUS,
Area (n/a- (S - CoviD-19 TACROLIMUS
Recovering/Resolving |immunisation - Not |MONOHYDRATE] (C -
- Life Threatening, applicable - [1d- |n/a-n/a-),
Caused/Prolonged 1{DF} -
Hospitalisation) Intramuscular]) [ALFACALCIDOL] (C -
nfa-nfa-),
[CAPTOPRIL] (C - n/a -
n/a-),
[DRIED FERROUS
SULFATE, FERROUS
SULFATE, FERROUS
SULFATE HYDRATE,
FERROUS SULPHATE
SESQUIHYDRATE] (C -
nfa-nfa-),
[PREDNISOLONE] (C -
n/a-nfa-),
[ZINC, ZINC
GLUCONATE] (C - n/a -
n/a-)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Seizure (n/a - COMIRNATY Not reported ICSR
10010025356 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area - Caused/Prolonged |(S - COVID-19
Hospitalisation) immunisation - Not
applicable - [1d -
1{DF} -
Parenteral])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Angioedema (n/a - |COMIRNATY Not reported ICSR
10010025387 Professional |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN]
Area Resolved - Other (S - COvVID-19
Medically Important  [immunisation - Not
Condition) applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Dysmenorrhoea (n/fa [COMIRNATY Not reported ICSR
10010025446 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - COVID-19
=) immunisation - Not
applicable - [n/a -
Menstruation delayed | 1{DF} - n/a])
(n/a -
Recovered/Resolved
-)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010025470 Healthcare |Economic |available |Years |Specified Not Recovered/Not  [[TOZINAMERAN]
Professional |Area Resolved - ) (S - COvVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Polymenorrhoea (n/a | COMIRNATY Not reported ICSR
10010025484 Healthcare |Economic |available |Years - Not Recovered/Not |[TOZINAMERAN]
Professional |Area Resolved - ) (S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 16/09/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Fatigue (2d - TOZINAMERAN Not reported ICSR
10010025512 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Economic - Other Medically (S - COVID-19
Area Important immunisation - Not
Condition), applicable - [1d -
n/a - n/a])
Nausea (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
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EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Dysmenorrhoea (n/a | COMIRNATY Not reported ICSR
10010025532 Healthcare |Economic |available |Years - Unknown - ), [TOZINAMERAN]
Professional |Area (S - COVID-19
Pyrexia (n/a - immunisation - Not
Unknown - ) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent [Male No Epistaxis (2d - COMIRNATY Not reported ICSR
10010025571 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Malaise (n/a - COMIRNATY Not reported ICSR
10010025591 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area - (S - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Amenorrhoea (n/a - |COMIRNATY Not reported ICSR
10010025608 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - (S - COvVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 16/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Urticaria (n/a - COMIRNATY Not reported ICSR
10010025611 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area - (S - COvID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 16/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Vaginal discharge COMIRNATY Not reported ICSR
10010025620 Healthcare |Economic |available |Years (n/a - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
-) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Dysmenorrhoea (8d - [COMIRNATY Not reported ICSR
10010025631 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - (S - CovID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Headache (n/a - Not |COMIRNATY Not reported ICSR
10010025645 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COVID-19
immunisation - Not
Vertigo (n/a - Not applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Abdominal distension | COMIRNATY Not reported ICSR
10010025651 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN]
Area Recovered/Not (S - CoviD-19
Resolved - ), immunisation - Not
applicable - [1d -
Nausea (2d - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010025665 Professional |Economic |available |Years Not Recovered/Not |[TOZINAMERAN]
Area Resolved - ) (S - CoviD-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Dysmenorrhoea (n/fa [COMIRNATY Not reported ICSR
10010025673 Professional |Economic |available |Years - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
=) immunisation - Not
applicable - [1d -
Heavy menstrual 3mL -
bleeding (n/a - Intramuscular])
Recovered/Resolved
Paraesthesia (1d -
Recovered/Resolved
EU-EC- 16/09/2021 |Spontaneous [Non European |Not 12-17 |Adolescent |Male No Loss of COMIRNATY Not reported ICSR
10010025689 Healthcare |Economic |available |Years consciousness (n/a - |[TOZINAMERAN]
Professional |Area Recovering/Resolving |(S - COVID-19
=) immunisation - Not
applicable - [1d -
Malaise (n/a - 3mL -
Recovering/Resolving |Intramuscular])
-)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Influenza like illness |COMIRNATY Not reported ICSR
10010025698 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN]
Area Recovered/Not (S - COvVID-19
Resolved - ) immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
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EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Face oedema (4d - |COMIRNATY Not reported ICSR
10010025724 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COVID-19
immunisation - n/a
Hypersensitivity (4d - |- [1d - 1{DF} -
Recovered/Resolved |Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Influenza like iliness |COMIRNATY Not reported ICSR
10010025762 Healthcare |Economic |available |Years - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - n/a - n/a -
-) [n/a-nja-
Intramuscular])
EU-EC- 16/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Palpitations (n/a - COMIRNATY Not reported ICSR
10010025765 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Professional |Area -) (S-n/a-n/a-
[n/a-n/a-
Intramuscular])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |Non Not 12-17 |Not Male No Cold sweat (1d - TOZINAMERAN Not reported ICSR
10010025836 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic =) (S - COVID-19
Area immunisation - Not
Hypotension (1d - applicable - [1d -
Recovered/Resolved |n/a - n/a])
=)
Pallor (1d -
Recovered/Resolved
=)
Syncope (1d -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Menstrual disorder |COMIRNATY Not reported ICSR
10010026133 Healthcare |Economic |available |Years |Specified (7d - Unknown - ) [TOZINAMERAN]
Professional |Area (S - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Cold sweat (n/a - COMIRNATY Not reported ICSR
10010026298 Healthcare |Economic |available |Years |Specified Unknown - Other [TOZINAMERAN]
Professional |Area Medically Important |(S - COVID-19
Condition), immunisation - Not
applicable - [n/a -
Dysstasia (n/a - n/a - n/a))
Unknown - Other
Medically Important
Condition),
Pallor (n/a -
Unknown - Other
Medically Important
Condition),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Angioedema (n/a- |COMIRNATY Not reported ICSR
10010026474 Professional |Economic |available |Years |Specified Not Recovered/Not |[TOZINAMERAN]
Area Resolved - ) (S - CoviD-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Blindness (12h - COMIRNATY Not reported ICSR
10010026587 Healthcare |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Other Medically (S - COvVID-19
Important immunisation - Not
Condition), applicable - [n/a -
n/a - n/al)
Headache (12h -
Recovered/Resolved
- Other Medically
Important
Condition),
Loss of
consciousness (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Pallor (12h -
Recovered/Resolved
- Other Medically
Important
Condition),
Pyrexia (12h -
Recovered/Resolved
- Other Medically
Important
Condition),
Vision blurred (12h -
Recovered/Resolved
- Other Medically
Important
Condition),
Vomiting (12h -
Recovered/Resolved
- Other Medically
Important Condition)
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EU-EC-
10010026668

16/09/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

No

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

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

Depressed level of
consciousness (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

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

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

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

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

Wheezing (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

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

[SERTRALINE,
SERTRALINE
HYDROCHLORIDE] (C -
Chest discomfort - n/a -
[n/a - n/a - n/a])

EU-EC-
10010026766

16/09/2021

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

Movement disorder
(n/a - Not
Recovered/Not
Resolved -
Disabling),

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

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

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

Not reported

ICSR

EU-EC-
10010028011

16/09/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not
available

12-17
Years

Not
Specified

Male

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

Feeling abnormal
(nfa-
Recovered/Resolved
=)

Nausea (n/a -
Recovered/Resolved

=)

Presyncope (n/a -

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

Not reported

—
(2]
|0

49/58
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Recovered/Resolved
EU-EC- 16/09/2021 |Spontaneous |Healthcare [Non Not 12-17 |Not Female |No Autonomic nervous |COMIRNATY Not reported ICSR
10010028120 Professional |European |available |Years |Specified system imbalance [TOZINAMERAN]
Economic (n/a - Unknown - ), |(S - COVID-19
Area immunisation - Not
Blood pressure applicable - [n/a -
decreased (n/a - n/a -
Recovering/Resolving | Intramuscular])
=)
Depressed level of
consciousness (n/a -
Unknown - Other
Medically Important
Condition),
Fall (n/a -
Recovering/Resolving
=)
Feeling abnormal
(n/a -
Recovering/Resolving
=)
Hypotension (n/a -
Recovered/Resolved
=)
Loss of
consciousness (n/a -
Unknown - Other
Medically Important
Condition),
Pollakiuria (n/a -
Recovered/Resolved
=)
Presyncope (n/a -
Recovering/Resolving
=)
Somatic symptom
disorder (n/a -
Unknown - ),
Strabismus (n/a -
Recovered/Resolved
=)
Syncope (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),
Tachycardia (n/a -
Recovered/Resolved
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010028140 Healthcare |Economic |available |Years Unknown - ) [TOZINAMERAN]
Professional |Area (S-nfa-n/a-
[n/a - 2{DF} -
n/al)
EU-EC- 16/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Abdominal pain (0d - | COMIRNATY Not reported ICSR
10010028142 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Caused/Prolonged |(S-n/a-n/a-
Hospitalisation), [n/a - 1{DF} -
n/a])
Breast pain (0d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Dyspnoea (0d -
Recovered/Resolved
=)
Muscle spasms (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Chest pain (0d - COMIRNATY Not reported ICSR
10010028247 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area - Caused/Prolonged | (S - Immunisation
Hospitalisation) -n/a-[nfa-n/a-
n/al)
EU-EC- 16/09/2021 |Spontaneous [Non European |Not 12-17 |Adolescent |Male No Appendicitis (31d - |COMIRNATY Not reported ICSR
10010028255 Healthcare |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Professional |Area - Caused/Prolonged |(S - Immunisation
Hospitalisation) -nfa-[nfa-n/a-
n/a])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Male No Immunisation COMIRNATY Not reported ICSR
10010028263 Healthcare |Economic |available |Years reaction (6d - [TOZINAMERAN]
Professional |Area Recovering/Resolving | (S - Immunisation
- Caused/Prolonged |- n/a-[n/a-n/a-
Hospitalisation) n/al)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Asthenia (n/a - Not | COMIRNATY Not reported ICSR
10010028269 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - (S - Immunisation
Caused/Prolonged -n/a-[n/a-n/a-
Hospitalisation), n/a])
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Tachycardia (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 16/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Peripheral vascular ~ |COMIRNATY Not reported ICSR
10010028273 Healthcare |Economic |available |Years disorder (0d - [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
-) -n/a-[n/a-n/a-
n/a])
Vomiting (0d -
Recovered/Resolved
-)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Paraesthesia (n/fa- |COMIRNATY Not reported ICSR
10010028376 Professional |Economic |available |Years |Specified Recovering/Resolving |[TOZINAMERAN]
Area - Caused/Prolonged | (S - Immunisation
Hospitalisation), -n/fa-[nfa-n/a-
Intramuscular])
Paralysis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Appendicitis (n/a - COMIRNATY Not reported ICSR
10010028388 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Caused/Prolonged | (S - Immunisation
Hospitalisation) -n/a-[n/a-n/a-
n/al)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Facial paresis (n/a - |COMIRNATY Not reported ICSR
10010028396 Healthcare |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN]
Professional |Area Resolved - (S - Immunisation
Caused/Prolonged -n/a-[n/a-nfa-
Hospitalisation) n/al)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Application site pain | COMIRNATY Not reported ICSR
10010028646 Professional |Economic |available |Years (n/a - Unknown - ), [[TOZINAMERAN]
Area (S-n/a-Drug
Application site withdrawn - [n/a -
swelling (n/a - n/a - n/al)
Unknown -),
Fatigue (n/a -
Unknown - ),
Headache (n/a -
Unknown - )
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adult Female |No Amenorrhoea (n/a- |COMIRNATY Not reported ICSR
10010028797 Healthcare |Economic |available |Years Not Recovered/Not |[TOZINAMERAN]
Professional |Area Resolved - ), (S - CoviD-19
immunisation - Not
Nausea (3d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
-)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Hypomenorrhoea COMIRNATY NIMENRIX [N. ICSR
10010028828 Healthcare |Economic |available |Years |Specified (n/a - Unknown - [TOZINAMERAN] |MENINGITIDIS GROUP
Professional |Area Other Medically (S - CovID-19 C (STRAIN C11)
Important Condition) [immunisation - Not |POLYSACCHARIDE (DE-
applicable - [1d - |O-ACETYLATED)
n/a - n/al) CONJUGATED TO
TETANUS TOXOID,
NEISSERIA
MENINGITIDIS GROUP
A POLYSACCHARIDE
CONJUGATED TO
TETANUS TOXOID
CARRIER PROTEIN,
NEISSERIA
MENINGITIDIS GROUP
W-135
POLYSACCHARIDE
CONJUGATED TO
TETANUS TOXOID
CARRIER PROTEIN,
NEISSERIA
MENINGITIDIS GROUP
Y POLYSACCHARIDE
CONJUGATED TO
TETANUS TOXOID
CARRIER PROTEIN] (C -
Immunisation - n/a -
[1d - n/a - n/a])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Herpes zoster (n/a - |COMIRNATY Not reported ICSR
10010029281 Healthcare |Economic |available |Years Unknown - [TOZINAMERAN]
Professional |Area Caused/Prolonged (S-nfa-n/a-
Hospitalisation) [n/a - 1{DF} -
n/a])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Menstrual disorder ~ |COMIRNATY Not reported ICSR
10010029458 Healthcare |Economic |available |Years (9d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
- immunisation -
Dose not changed
- [n/a - 1{DF} -
n/al)
EU-EC- 16/09/2021 |Spontaneous |Non Non Not 12-17 |Not Male No Cardiac infection TOZINAMERAN [LAMOTRIGINE] (C - ICSR
10010029485 Healthcare |European |available |Years |Specified (n/a- [TOZINAMERAN] |Epilepsy - n/a - [n/a -
Professional |Economic Recovered/Resolved |(S - COVID-19 500mg - Oral])
Area - Other Medically immunisation - Not
Important applicable - [n/a -
Condition), n/a - n/a])
Heart rate abnormal
(n/a -
Recovered/Resolved
-)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Myocarditis (6d - COMIRNATY Not reported ICSR
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10010029615 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - Caused/Prolonged |(S - COVID-19
Hospitalisation, immunisation - Not
Other Medically applicable - [1d -
Important Condition) |n/a - n/a])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Epilepsy (1d - COMIRNATY Not reported ICSR
10010029630 Professional |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Area - Other Medically (S - COvID-19
Important Condition) |immunisation - Not
applicable - [1d -
1{DF} -
Unknown])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Male No Dermatitis (n/a - COMIRNATY Not reported ICSR
10010029668 Professional |Economic |available |Years Recovering/Resolving |[TOZINAMERAN]
Area -) (S - COVID-19
immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 16/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Eye swelling (4d - COMIRNATY Not reported ICSR
10010030197 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Caused/Prolonged | (S - Immunisation
Hospitalisation), -n/a-[n/a-n/a-
n/a])
Seizure (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Vomiting (4d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 16/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Male No Seizure (0d - COMIRNATY Not reported ICSR
10010030209 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Caused/Prolonged | (S - Immunisation
Hospitalisation) -nfa-[nfa-n/a-
n/al)
EU-EC- 16/09/2021 | Spontaneous [Non European |Not 12-17 |Adolescent |Male No Peripheral swelling ~ [COMIRNATY Not reported ICSR
10010030210 Healthcare |Economic |available |Years (93d - [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
- Caused/Prolonged |- n/a-[n/a-n/a-
Hospitalisation) n/a])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Seizure (0d - COMIRNATY Not reported ICSR
10010030215 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Caused/Prolonged | (S - Immunisation
Hospitalisation) -nfa-[nfa-nfa-
n/al])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Dizziness (92d - Not |COMIRNATY Not reported ICSR
10010030220 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - Immunisation
-n/a-[nfa-n/a-
Ear pain (n/a - n/al)
Unknown - )
EU-EC- 16/09/2021 |Spontaneous |[Non European |Not 12-17 |Adolescent |Female |No Peripheral swelling ~ [COMIRNATY COMIRNATY ICSR
10010030227 Healthcare |Economic |available |Years (33d - [TOZINAMERAN] |[TOZINAMERAN] (C -
Professional |Area Recovered/Resolved |(S - Immunisation |Immunisation - n/a -
-) -n/a-[n/a-n/a- |[n/a-n/a-n/a])
n/a])
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Type 1 diabetes COMIRNATY Not reported ICSR
10010030233 Healthcare |Economic |available |Years mellitus (33d - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - Immunisation
With Sequelae - -n/a-[nfa-n/a-
Other Medically n/a])
Important Condition)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010030239 Healthcare |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN]
Professional |Area Resolved - (S - Immunisation
Caused/Prolonged -nfa-[n/a-nfa-
Hospitalisation) n/al)
EU-EC- 16/09/2021 | Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Diarrhoea (3d - COMIRNATY Not reported ICSR
10010030242 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area - Caused/Prolonged | (S - Immunisation
Hospitalisation), -nfa-[n/fa-n/a-
n/al)
Dizziness (2d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Feeling hot (35d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Headache (3d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Influenza (2d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Myalgia (3d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Pyrexia (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
https://dap.ema.europa.eu/analytics/saw.dll?Go 52/58



30.11.2022 12.17

Run Line Listing Report

Vomiting (1d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 16/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Chest pain (3d - COMIRNATY Not reported ICSR
10010030247 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - Immunisation
-n/a-[n/a-n/a-
Influenza like illness |n/a])
(3d -
Recovered/Resolved
-)
EU-EC- 16/09/2021 | Spontaneous [Non European |Not 12-17 |Adolescent |Male No Appendicitis (n/a- |COMIRNATY Not reported ICSR
10010030250 Healthcare |Economic |available |Years Not Recovered/Not |[TOZINAMERAN]
Professional |Area Resolved - (S - Immunisation
Caused/Prolonged -nfa-[n/a-n/a-
Hospitalisation) n/al)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Cardiovascular COMIRNATY Not reported ICSR
10010030529 Professional |Economic |available |Years disorder (n/a - [TOZINAMERAN]
Area Unknown - ), (S-nf/a-n/a-
[n/a - n/a - n/a])
Dizziness (n/a -
Unknown - ),
Nausea (n/a -
Unknown - )
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Dizziness (n/a - COMIRNATY Not reported ICSR
10010030558 Professional |Economic |available |Years Unknown - ) [TOZINAMERAN]
Area (S-n/a-n/a-
[n/a - n/a - n/al)
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Cardiovascular COMIRNATY Not reported ICSR
10010030562 Professional |Economic |available |Years disorder (n/a - [TOZINAMERAN]
Area Unknown -) (S-nfa-nfa-
[n/a - n/a - n/a])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Cardiovascular COMIRNATY Not reported ICSR
10010030610 Professional |Economic |available |Years disorder (n/a - [TOZINAMERAN]
Area Unknown - ) (S-n/a-n/a-
[n/a - n/a - n/a])
EU-EC- 16/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |[Female |No Cardiovascular COMIRNATY Not reported ICSR
10010030611 Professional |Economic |available |Years disorder (n/a - [TOZINAMERAN]
Area Unknown -), (S-n/a-n/a-
[n/a - n/a - n/a])
Dizziness (n/a -
Unknown - )
EU-EC- 15/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Peripheral swelling | COMIRNATY Not reported ICSR
10010001314 Healthcare |Economic |available |Years |Specified - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - COVID-19
-) immunisation - n/a
- [n/a - n/a - n/a])
Rash (5d -
Recovered/Resolved
-)
EU-EC- 15/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Diarrhoea (n/a - Not |COMIRNATY Not reported ICSR
10010001373 Healthcare |Economic |available |Years |Specified Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - ), (S - COvID-19
immunisation - n/a
Headache (n/a - Not |- [n/a - .3mL -
Recovered/Not Intramuscular])
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Urticaria (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Varicella zoster virus | COMIRNATY Not reported ICSR
10010003174 Professional |Economic |available |Years |Specified infection (n/a - [TOZINAMERAN]
Area Unknown - Other (S - CoviD-19
Medically Important |immunisation - Not
Condition) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 15/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Pruritus (n/a - COMIRNATY Not reported ICSR
10010003241 Healthcare |Economic |available |Years |Specified Recovering/Resolving [[TOZINAMERAN]
Professional |Area =) (S - CoviD-19
immunisation - Not
Pyrexia (n/a - applicable - [n/a -
Recovering/Resolving | 1{DF} -
=) Intramuscular])
Urticaria (n/a -
Recovering/Resolving
EU-EC- 15/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY Not reported ICSR
10010003308 Professional |Economic |available |Years |Specified - [TOZINAMERAN]
Area Recovering/Resolving |(S - COVID-19
=) immunisation - n/a
-[n/a-.3mL-
Diarrhoea (n/a - Intramuscular])
Recovering/Resolving
=)
Fatigue (n/a -
Recovering/Resolving
=)
Pyrexia (n/a -
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Recovering/Resolving
EU-EC- 15/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Agitation (0d - COMIRNATY Not reported ICSR
10010003311 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area =) (S - COvVID-19
immunisation - n/a
Dizziness (0d - -[n/a-n/a-
Recovered/Resolved |Intramuscular])
=)
Injection site pain
(od -
Recovered/Resolved
=)
Palpitations (0d -
Recovered/Resolved
=)
Tremor (0d -
Recovered/Resolved
EU-EC- 15/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Pain in extremity COMIRNATY [CARBAMAZEPINE, ICSR
10010003440 Healthcare |Economic |available |Years |Specified (n/a - [TOZINAMERAN] |CARBAMAZEPINE (PH.
Professional |Area Recovered/Resolved |(S - COVID-19 EUR.)] (C - Epilepsy -
- immunisation - Not |n/a - [n/a - 200mg -
applicable - [n/a - |Oral])
3mL -
Intramuscular])
EU-EC- 15/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Muscle contractions |COMIRNATY Not reported ICSR
10010003443 Professional |Economic |available |Years |Specified involuntary (1d - [TOZINAMERAN]
Area Recovered/Resolved |(S - Immunisation
=) -nfa-[n/a-
1{DF} -
Paraesthesia (1d - Intramuscular])
Recovered/Resolved
EU-EC- 15/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Lymphadenopathy COMIRNATY Not reported ICSR
10010003592 Professional |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Area Recovered/Not (S - Immunisation
Resolved - ) -n/a-[n/a-.3mL
- Intramuscular])
EU-EC- 15/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Female |No Lymphadenopathy | COMIRNATY Not reported ICSR
10010003604 Professional |Economic |available |Years |Specified (n/a - Not [TOZINAMERAN]
Area Recovered/Not (S - Immunisation
Resolved - ) - Not applicable -
[n/a-.3mL-
Intramuscular])
EU-EC- 15/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Injection site pain COMIRNATY Not reported ICSR
10010003625 Professional |Economic |available |Years |Specified - [TOZINAMERAN]
Area Recovered/Resolved |(S - COVID-19
-) immunisation - n/a
-[n/a-n/a-
Nausea (2d - Intramuscular])
Recovered/Resolved
=)
Pain in extremity (2d
Recovered/Resolved
=)
Retching (2d -
Recovered/Resolved
=)
Somnolence (2d -
Recovered/Resolved
-)
EU-EC- 15/09/2021 |Spontaneous |Healthcare [Non Not 12-17 |Not Male No Atrial fibrillation (n/a |COMIRNATY Not reported ICSR
10010004033 Professional |European |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN]
Economic Resolved - Other (S - COvVID-19
Area Medically Important  [immunisation - Not
Condition), applicable - [n/a -
n/a - n/a))
Chest discomfort
(n/a - Not
Recovered/Not
Resolved - ),
Dyspnoea (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/09/2021 |Spontaneous |Non European |Not 12-17 |Not Male No Abdominal pain (n/a |COMIRNATY [CETIRIZINE ICSR
10010004259 Healthcare |Economic |available |Years |Specified - Not Recovered/Not |[TOZINAMERAN] |DIHYDROCHLORIDE] (C
Professional |Area Resolved - ), (S - Immunisation |- Hypersensitivity - n/a -
-n/a-[n/a-nfa- |[n/a-n/a-n/a])
Diarrhoea (n/a - Not |Intramuscular])
Recovered/Not
Resolved - )
EU-EC- 15/09/2021 |Spontaneous |Healthcare |[Non Not 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported ICSR
10010004325 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN]
Economic Caused/Prolonged (S - CovID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [n/a -
Important n/a - n/a])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 54/58



30.11.2022 12.17

Run Line Listing Report

Condition),

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

EU-EC-
10010004366

15/09/2021 Non
Healthcare

Professional

Spontaneous

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Asthenia (n/a -
Unknown - ),

Crying (n/a -
Unknown - ),

Dizziness (1d -
Recovered/Resolved

=)

Fatigue (11d -
Recovered/Resolved
With Sequelae - ),

Fatigue (n/a -
Unknown - ),

Headache (2d -
Recovered/Resolved
With Sequelae - ),

Pyrexia (2d -
Recovered/Resolved

-)

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

[AZADIRACHTA INDICA]
(C-n/fa-n/a-),

[BERBERINE] (C - n/a -
nfa-),

[MINERALS NOS,
VITAMINS NOS] (C - n/a
-n/a-),

[PANCREALIPASE,
PANCREATIN] (C - n/a -
n/a-)

EU-EC-
10010004826

Non
Healthcare
Professional

15/09/2021 |Spontaneous

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10010004958

15/09/2021 Healthcare

Professional

Spontaneous

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

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

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

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

Not reported

—
(2
el

EU-EC-
10010004967

15/09/2021 Healthcare

Professional

Spontaneous

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

Yellow skin (n/a -
Not Recovered/Not
Resolved - )

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

Not reported

—
2
0
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EU-EC- 15/09/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Pericarditis (n/a - COMIRNATY Not reported ICSR
10010005087 Healthcare |European |available |Years |Specified Recovering/Resolving [[TOZINAMERAN]
Professional |Economic - Other Medically (S - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 15/09/2021 |Spontaneous |Non Non Not 12-17 |Not Female |No Syncope (n/a - TOZINAMERAN Not reported ICSR
10010005244 Healthcare |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Professional |Economic With Sequelae - (S - CovID-19
Area Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
n/a - n/al)
EU-EC- 15/09/2021 | Spontaneous |Healthcare |[Non Not 12-17 |Not Male No Myocarditis (n/a - TOZINAMERAN Not reported ICSR
10010005253 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN]
Economic Caused/Prolonged (S - COvVID-19
Area Hospitalisation, immunisation - Not
Other Medically applicable - [n/a -
Important Condition) |n/a -
Intramuscular])
EU-EC- 15/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Application site COMIRNATY Not reported ICSR
10010005438 Healthcare |Economic |available |Years swelling (n/a - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - n/a-n/a-
=) [n/a - n/a - n/al)
Vomiting (n/a -
Recovered/Resolved
-)
EU-EC- 15/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Not Male No Urticaria (3d - COMIRNATY Not reported ICSR
10010005697 Professional |Economic |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Area - (S - Immunisation
-n/fa-[n/fa-n/a-
n/a])
EU-EC- 15/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Male No Myocarditis (n/a - COMIRNATY Not reported ICSR
10010005705 Healthcare |Economic |available |Years Recovering/Resolving [[TOZINAMERAN]
Professional |Area - Caused/Prolonged | (S - Immunisation
Hospitalisation) -nfa-[nfa-n/a-
n/al)
EU-EC- 15/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |Female |No Hodgkin's disease COMIRNATY Not reported ICSR
10010005709 Healthcare |Economic |available |Years (n/a- [TOZINAMERAN]
Professional |Area Recovered/Resolved (S - Immunisation
With Sequelae - -n/a-[n/a-nfa-
Caused/Prolonged n/a])
Hospitalisation),
Lymphadenopathy
(n/a-
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)
EU-EC- 15/09/2021 |Spontaneous |Healthcare |[Non Not 12-17 |Not Male No Dysphoria (20min - |COMIRNATY Not reported ICSR
10010005899 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic =) (S - COovID-19
Area immunisation - Not
Heart rate decreased |applicable - [1d -
(20min - n/a - n/a])
Recovered/Resolved
Vagus nerve disorder
(20min -
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/09/2021 |Spontaneous |Healthcare |[Non Not 12-17 |Not Male No Bell's palsy (n/a - COMIRNATY Not reported ICSR
10010005925 Professional |European |available |Years |Specified Unknown - [TOZINAMERAN]
Economic Caused/Prolonged (S - COvID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a - Unknown])
EU-EC- 15/09/2021 |Spontaneous |Healthcare |[Non Not 12-17 |Not Male No Dysphoria (n/a - COMIRNATY Not reported ICSR
10010005953 Professional |European |available |Years |Specified Recovered/Resolved |[TOZINAMERAN]
Economic -) (S - COvVID-19
Area immunisation - Not
Vagus nerve disorder |applicable - [n/a -
(n/a - n/a - n/al)
Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 15/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent |[Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSR
10010006038 Healthcare |Economic |available |Years Recovered/Not [TOZINAMERAN]
Professional |Area Resolved - (S-n/a-nfa-[1d
Disabling), - n/a - n/a])
Somnolence (n/a -
Not Recovered/Not
Resolved - Disabling)
EU-EC- 15/09/2021 |Spontaneous |Non European |Not 12-17 |Child Male No Vaccination site COMIRNATY Not reported ICSR
10010006046 Healthcare |Economic |available |Years erythema (n/a - [TOZINAMERAN]
Professional |Area Recovered/Resolved |(S - n/a - n/a-[1d
- - n/a - n/a])
EU-EC- 15/09/2021 |Spontaneous |Healthcare |European |Not 12-17 |Adolescent |Female |No Application site pain | COMIRNATY Not reported ICSR
10010006200 Professional |Economic |available |Years (n/a - Not [TOZINAMERAN]
Area Recovered/Not (S-nfa-n/a-
Resolved - ), [n/a-n/a-
Intramuscular])
Headache (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 15/09/2021 |Spontaneous |Non European |Not 12-17 |Not Female |No Fatigue (n/a - COMIRNATY Not reported ICSR
10010006557 Healthcare |Economic |available |Years |Specified Unknown -), [TOZINAMERAN]
Professional |Area (S - COVID-19
Headache (n/a - immunisation - Not
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Unknown - ),

Injection site pain
(6d -
Recovered/Resolved

)

Malaise (2d -
Recovered/Resolved
=)

Menstrual disorder
(47d -
Recovered/Resolved

=)

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

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

EU-EC-
10010006580

15/09/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Not
Specified

Female

Heavy menstrual
bleeding (1d -
Recovered/Resolved
=)

Intermenstrual
bleeding (1d -
Recovered/Resolved

=)

Menstrual disorder
(2mo -
Recovered/Resolved

=)

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

Not reported

=
(o}
(2]
|0

EU-EC-
10010006590

15/09/2021

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Child

Male

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

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

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

Headache (1d -
Recovered/Resolved
=)

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

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

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

Pyrexia (n/a -
Recovering/Resolving

=)

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

Not reported

EU-EC-
10010006839

15/09/2021

Spontaneous

Healthcare
Professional

European
Economic
Area

Not
available

12-17
Years

Adolescent

Male

Headache (n/a -
Recovered/Resolved
=)

Myalgia (n/a -
Unknown - )

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

Not reported

—
O
(2
Q0

EU-EC-
10010007083

15/09/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

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

Not reported

—
[}
(2]
yel

EU-EC-
10010007098

15/09/2021

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not
available

12-17
Years

Not
Specified

Male

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

Blood pressure
decreased (n/a -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Not reported

._.
19}
9%}
Pl

EU-EC-

15/09/2021

Spontaneous

Healthcare

Non

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

Not

12-17

Not

Male

Adverse event

COMIRNATY

Not reported

ICSR
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10010007112 Professional |European |available |Years |Specified following [TOZINAMERAN]
Economic immunisation (n/a - [(S - COVID-19
Area Fatal - Results in immunisation - Not
Death), applicable - [n/a -
n/a - n/a])
Malaise (n/a - Fatal -
Results in Death)
EU-EC- 15/09/2021 |Spontaneous |Non European |Not 12-17 |Adolescent [Male No Breast pain (n/a - COMIRNATY Not reported ICSR
10010007270 Healthcare |Economic |available |Years Not Recovered/Not  [[TOZINAMERAN]
Professional |Area Resolved - (S - Immunisation
Caused/Prolonged -n/a-[n/a-n/a-
Hospitalisation), n/a])
Chest pain (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)
EU-EC- 15/09/2021 |Spontaneous |Non European |Not 12-17 |Child Female |No Chills (2d - COMIRNATY Not reported ICSR
10010007400 Healthcare |Economic |available |Years Recovered/Resolved |[TOZINAMERAN]
Professional |Area =) (S - CovID-19
immunisation - Not
Diarrhoea (2d - applicable - [n/a -
Recovered/Resolved |1{DF} - n/a])
=)
Headache (5d -
Recovered/Resolved
=)
Malaise (5d -
Recovered/Resolved
=)
Nausea (5d -
Recovered/Resolved
=)
Pyrexia (2d -
Recovered/Resolved
=)
Vomiting (2d -
Recovered/Resolved
-)
5 {F 4F  Rows 9501 - 10000
Return - Refresh - Print - Export
https://dap.ema.europa.eu/analytics/saw.dll?Go 58/58



