30.11.2022 15.38

Line Listing Report
Time run: 30/11/2022 15:16:33

Run Line Listing Report

Primary Suspect/interacting |Concomitant/Not
EV . Source . Patient S Drug List (Drug Char |Administered Drug
Primary Patient . Parent |Reaction List PT A )
EU Local Gateway Report Type |Source Country || jterature Reference Age Age Group |Patient |4 (Duration — Outcome - |, Indication PT - List (Drug Char -~ |ICSF
umber Receipt Qualification for Group (as per Sex Report |Seriousness Criteria) Action taken - Indication PT - Action |Forn
Date Regulatory reporter) [Duration - Dose - |taken - [Duration -
Purposes Route]) Dose - Route])
EU-EC- 28/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY Not reported ICSk
10012863038 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ), - COVID-19
immunisation - Not
Pain (1d - applicable - [1d -
Recovered/Resolved - |1{DF} -
Intramuscular])
EU-EC- 28/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Myalgia (2d - COMIRNATY Not reported ICSFk
10012863048 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/06/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Immunisation reaction |COMIRNATY Not reported ICSk
10012863049 Healthcare |Economic Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/06/2022 |Spontaneous |Non European |Not available 12-17 |Child Female [No Headache (n/a - COMIRNATY Not reported ICSk
10012863071 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ), - COVID-19
immunisation - Not
Injection site pain (n/a |applicable - [1d -
- Recovered/Resolved |1{DF} -
-) Intramuscular])
EU-EC- 28/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Pruritus (n/a - COMIRNATY Not reported ICSE
10012863094 Healthcare |Economic Years |Specified Unknown -) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 28/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Arthralgia (1d - COMIRNATY Not reported ICSF
10012863284 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Asthenia (1d - applicable - [1d -
Recovered/Resolved - |1{DF} -
Intramuscular])
EU-EC- 28/06/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Pyrexia (n/a - COMIRNATY Not reported ICSF
10012863966 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 28/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Dizziness (n/a - COMIRNATY Not reported ICSE
10012864362 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 28/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male Yes Vaccination failure COMIRNATY Not reported ICSE
10012864395 Professional |Economic Years (1mo - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [n/a -
.3mg - n/a])
EU-EC- 28/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Rash (2d - COMIRNATY Not reported ICSE
10012864510 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Vomiting (2d - n/a-
Recovered/Resolved - |Intramuscular])
Caused/Prolonged
Hospitalisation)
EU-EC- 28/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Furuncle (n/a - COMIRNATY Not reported ICSE
10012864615 Healthcare |Economic Years |Specified Unknown -) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
n/a - n/a])
EU-EC- 28/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |Yes Vaccination failure COMIRNATY Not reported ICSk
10012864664 Professional |Economic Years (1mo - Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation) immunisation - Not
applicable - [0d -
.3mL - n/a - More in
ICSR])
EU-EC- 28/06/2022 |Spontaneous |Non European |Not available 12-17 |Child Female |No Immunisation reaction |COMIRNATY Not reported ICSE
10012865121 Healthcare |Economic Years (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 28/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Asthenia (n/a - COMIRNATY Not reported ICSE
10012865148 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Headache (n/a - applicable - [1d -
Recovered/Resolved - |1{DF} -
) Intramuscular])
Myalgia (n/a -
Recovered/Resolved -
)
EU-EC- 28/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation reaction |COMIRNATY Not reported ICSE
10012865268 Healthcare |Economic Years (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
) immunisation - Not
applicable - [1d -
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1{DF} -
Intramuscular])
EU-EC- 28/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dengue fever (4d - COMIRNATY Not reported ICSE
10012865379 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 28/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Abdominal pain (0d - |COMIRNATY Not reported ICSk
10012866057 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Anaphylactic shock 1{DF} -
(0d - Intramuscular])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Dyspnoea (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Hyperhidrosis (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Lip swelling (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Loss of consciousness
(0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pallor (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Pericarditis (n/a - COMIRNATY Not reported ICSk
10012866124 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Area Medically Important |- COVID-19
Condition) immunisation - Not
applicable - [n/a -
n/a - n/aj)
EU-EC- 28/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Alanine COMIRNATY Not reported ICSE
10012866200 Professional |European Years |Specified aminotransferase [TOZINAMERAN] (S
Economic increased (n/a - - COVID-19
Area Recovered/Resolved - |immunisation - Not
) applicable - [1d -
n/a - n/a])
Aspartate
aminotransferase
increased (n/a -
Recovered/Resolved -
)
Blood creatine
phosphokinase
increased (n/a -
Unknown - ),
Chest pain (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Electrocardiogram ST
segment elevation
(n/a-
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Left ventricular
hypertrophy (n/a -
Unknown - ),
Myocarditis (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 28/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Status epilepticus (n/a |COMIRNATY Not reported ICSE
10012866292 Professional |Economic Years - Not Recovered/Not | [TOZINAMERAN] (S
Area Resolved - Life - COVID-19
Threatening, immunisation - n/a -
Caused/Prolonged [n/a - 1{DF} - n/a])
Hospitalisation)
EU-EC- 28/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Chest pain (0d - COMIRNATY Not reported ICSE
10012866353 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [1d -
Dizziness (0d - n/a-
Recovered/Resolved - |Intramuscular])
Caused/Prolonged
Hospitalisation),
Dyspnoea (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 28/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Headache (n/a - COMIRNATY COMIRNATY ICSE
10012867920 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S |[TOZINAMERAN] (C -
Area - COVID-19 n/a-n/a-[n/a-n/a
immunisation - Not |- n/a]),
applicable - [n/a -
1{DF} - n/a]) GARDASIL 9 [HUMAN
PAPILLOMAVIRUS
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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-[nfa-n/a-
n/al),

[ALUMINIUM
HYDROXYPHOSPHATE
SULFATE, HEPATITIS
A VIRUS (STRAIN CR
326F) (INACTIVATED)
PRODUCED ON
HUMAN DIPLOID
(MRC-5) FIBROBLAST
CELLS ADSORBED ON
AMORPHOUS
ALUMINIUM
HYDROXYPHOSPHATE
SULPHATE,
ALUMINIUM,
HEPATITIS A VIRUS
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(STRAIN CR 326F)
(INACTIVATED)
PRODUCED ON
HUMAN DIPLOID
(MRC-5) FIBROBLAST
CELLS ADSORBED ON
AMORPHOUS
ALUMINIUM
HYDROXYPHOSPHATE
SULPHATE,
HEPATITIS A
VACCINE
(INACTIVATED,
ADSORBED),
HEPATITIS A VIRUS,
HEPATITIS A VIRUS
(INACTIVATED),
HEPATITIS A VIRUS
ANTIGEN
(INACTIVATED)] (C -
n/a-n/a-[n/a-n/a

- n/a]),

[AZELASTINE,
AZELASTINE
HYDROCHLORIDE] (C
- Rhinitis allergic - n/a
-[n/a-n/a-
Ophthalmic]),

[DIPHTHERIA
TOXOID, TETANUS
TOXOID,
ALUMINIUM,
HAEMOPHILUS
INFLUENZAE TYPE B
(HIB), PERTUSSIS
TOXOID,
POLIOVIRUS
(INACTIVATED) TYPE
3 (SAUKETT STRAIN),
POLIOVIRUS
(INACTIVATED) TYPE
2 (MEF-1 STRAIN),
POLIOVIRUS TYPE 1,
INACTIVATED,
STRAIN BRUNHILDE,
DIPHTHERIA
TOXOID, TETANUS
TOXOID,
HAEMOPHILUS TYPE
B CONJUGATE
VACCINE (TETANUS
TOXOID
CONJUGATE),
PERTUSSIS TOXOID,
POLIOVIRUS
(INACTIVATED) TYPE
3 (SAUKETT STRAIN),
POLIOVIRUS
(INACTIVATED) TYPE
2 (MEF-1 STRAIN),
POLIOVIRUS
(INACTIVATED) TYPE
1 (MAHONEY
STRAIN),
ALGELDRATE] (C -
n/a-n/a-[n/a-n/a
- n/fal),

[DIPHTHERIA
TOXOID, TETANUS
TOXOID,
ALUMINIUM,
PERTUSSIS TOXOID,
POLIOVIRUS
(INACTIVATED) TYPE
3 (SAUKETT STRAIN),
POLIOVIRUS
(INACTIVATED) TYPE
2 (MEF-1 STRAIN),
POLIOVIRUS TYPE 1,
INACTIVATED,
STRAIN BRUNHILDE,
DIPHTHERIA
TOXOID, TETANUS
TOXOID, PERTUSSIS
TOXOID,
POLIOVIRUS TYPE 1
(INACTIVATED),
POLIOVIRUS TYPE 2
(INACTIVATED),
POLIOVIRUS TYPE 3
(INACTIVATED)] (C -
n/a-n/a-[n/a-n/a
- n/al),

[HYDROCORTISONE
BUTYRATE] (C -
Eczema - n/a - [n/a -
n/a - Cutaneous]),

[MEASLES, MUMPS
AND RUBELLA
VACCINE (LIVE)] (C -
n/a-n/a-[n/a-n/a
- n/al),

[MOMETASONE
FUROATE,
MOMETASONE
FUROATE
MONOHYDRATE] (C -
Seasonal allergy - n/a
- [n/a - n/a - Nasal])

EU-EC- 28/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSF
10012867995 Professional |European Years |Specified Unknown - [TOZINAMERAN] (S

Economic Caused/Prolonged - COVID-19

Area Hospitalisation), immunisation - Not
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Dyspnoea (n/a - applicable - [1d -
Unknown - n/a - n/a])
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pericarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 28/06/2022 |Spontaneous |Non Non Not available 12-17 |Not Female [No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012868626 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional | Economic Other Medically - COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d -
Vaccination failure n/a - n/a - More in
(n/a- ICSR])
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 27/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Loss of consciousness |COMIRNATY Not reported ICSE
10012848836 Professional |Economic Years |Specified |Specified (n/a- [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
Other Medically immunisation - Not
Important Condition) |applicable - [n/a -
.3mL -
Intramuscular])
EU-EC- 27/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Deafness (n/a - COMIRNATY Not reported ICSFk
10012849458 Professional | Economic Years |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a-
Condition) 3mL -
Intramuscular])
EU-EC- 27/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Asthenia (n/a - COMIRNATY Not reported ICSE
10012849583 Professional |Economic Years |Specified Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged -nfa-nf/a-[n/a-
Hospitalisation), n/a-
Intramuscular])
Chest pain (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Dyspnoea (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Inflammatory marker
increased (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Myocardial necrosis
marker increased (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Asthenia (n/a - COMIRNATY Not reported ICSE
10012849619 Professional |Economic Years |Specified |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Head discomfort (n/a - |.3mL -
Recovered/Resolved - |Intramuscular])
Caused/Prolonged
Hospitalisation),
Syncope (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 27/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Chest pain (n/a - COMIRNATY Not reported ICSFk
10012849739 Professional |Economic Years |Specified |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation), immunisation - Not
applicable - [n/a -
Heart rate increased  |.3mL -
(n/a- Intramuscular])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Dyspnoea (n/a - COMIRNATY 30 Not reported ICSE
10012849977 Professional |Economic Years Recovering/Resolving - | MICROGRAMS/DOSE
Area Other Medically [TOZINAMERAN] (S
Important Condition), |- COVID-19
immunisation - Not
Influenza like illness  |applicable - [n/a -
(3wk - 1{DF} -
Recovered/Resolved - |Intramuscular])
Other Medically
Important Condition),
Intermenstrual
bleeding (2mo -
Recovered/Resolved -
Other Medically
Important Condition)
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EU-EC-
10012849994

27/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

Run Line Listing Report

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

EU-EC-
10012850066

27/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Facial paralysis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

Skin disorder (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10012850103

27/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

Cough (n/a -
Recovering/Resolving -

»

Infection (n/a -
Unknown - ),

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

Pruritus (n/a -
Unknown - ),

Rash (n/a -
Recovered/Resolved -

4

Rhinorrhoea (n/a -
Recovering/Resolving -

r

Urticaria (n/a -
Unknown - )

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

Not reported

EU-EC-
10012850201

27/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

Malaise (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - ),

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

Vaccination site pain
(n/a - Unknown - )

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

Not reported

(9]
]

EU-EC-
10012850637

27/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

Lymph node pain (n/a
- Unknown - ),

Lymphadenopathy
(n/a - Unknown - ),

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

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

Vaccination site
swelling (n/a -
Unknown - )

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

Not reported

(9]
£

EU-EC-
10012850836

27/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

(%]
£

EU-EC-
10012851405

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

27/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Exercise tolerance
decreased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

COMIRNATY
[TOZINAMERAN] (S
- COVID-19
immunisation - n/a -
[n/a - 3{DF} - n/a])

Not reported

]
£l
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Hospitalisation),

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

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

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

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

Weight bearing
difficulty (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

EU-EC-
10012851777

27/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Not
Specified

No

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

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

Not reported

(%]
£

EU-EC-
10012852216

27/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

Injection site
hypoaesthesia (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

%]
£l

EU-EC-
10012852872

27/06/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

%]
£

EU-EC-
10012853151

27/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

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

COMIRNATY
[TOZINAMERAN] (S
- Immunisation - n/a
- [n/a - 3{DF} -
n/al)

Not reported

@]
£l

EU-EC-
10012854364

27/06/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

Abnormal loss of
weight (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

Exercise tolerance
decreased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

Fatigue (n/a - Not

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

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

Not reported

@]
£
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Run Line Listing Report

Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Injection site pain (5d
- Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

Postural orthostatic
tachycardia syndrome
(n/a - Not
Recovered/Not
Resolved - ),

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

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

EU-EC-
10012854841

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

27/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Dyschezia (n/a -
Unknown - ),

Dysuria (n/a -
Unknown - ),

Epstein Barr virus
positive
mucocutaneous ulcer
(n/a - Unknown -
Other Medically
Important Condition),

Fatigue (n/a -
Unknown - ),

Gait disturbance (n/a -
Unknown - ),

Genital ulceration (n/a
- Unknown - ),

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

Pain (n/a - Unknown -

W

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

IBUPROFEN
[IBUPROFEN,
IBUPROFEN SODIUM]
(C - Migraine - n/a -
[n/a - n/a - Oral]),

[LORATADINE] (C -
Seasonal allergy - n/a
- [n/a - n/a - Oral])
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Run Line Listing Report

Pyrexia (n/a -
Unknown - ),
Swelling (n/a - Not
Recovered/Not
Resolved - ),
Vaginal lesion (n/a -
Unknown - ),
Vulval ulceration (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Vulvovaginal pain (n/a
- Unknown - )
EU-EC- 27/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Fatigue (n/a - Not COMIRNATY Not reported ICSF
10012855053 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - - Immunisation - n/a
Caused/Prolonged -[n/a-n/a-
Hospitalisation), Intramuscular])
Pulmonary embolism
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 27/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Chest pain (n/a - COMIRNATY Not reported ICSE
10012855749 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S
Area - COVID-19
immunisation -
Unknown - [n/a -
1{DF} -
Intramuscular])
EU-EC- 26/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Blindness (n/a - COMIRNATY Not reported ICSE
10012847856 Professional |Economic Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- COVID-19
Condition), immunisation - Not
applicable - [n/a -
Hyperhidrosis (nfa - |n/a -
Unknown - ), Intramuscular])
Hypersensitivity (n/a -
Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition),
Visual field defect (n/a
- Unknown - )
EU-EC- 26/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Lip swelling (n/a - COMIRNATY Not reported ICSE
10012848051 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Rash (n/a - applicable - [n/a -
Recovering/Resolving - | 1{DF} - n/a])
EU-EC- 25/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Lymph node pain (n/a |COMIRNATY Not reported ICSF
10012846673 Professional |Economic Years |Specified |Specified - Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Lymphadenopathy immunisation - Not
(n/a - Unknown - ) applicable - [n/a -
3mL -
Intramuscular])
EU-EC- 25/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Asthenia (n/a - COMIRNATY Not reported ICSF
10012846701 Professional |Economic Years |Specified |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - Not
Hypotonic- applicable - [n/a -
hyporesponsive .3mL -
episode (n/a - Intramuscular])
Recovered/Resolved -
)
Iliness (n/a -
Recovered/Resolved -
»
Nausea (n/a -
Recovered/Resolved -
)
Vomiting (n/a -
Recovered/Resolved -
)
EU-EC- 25/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Syncope (n/a - COMIRNATY Not reported ICSE
10012846856 Professional |Economic Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- COVID-19
Condition) immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 25/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Asthenia (n/a - COMIRNATY Not reported ICSFE
10012846903 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Dizziness (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
.3mL -
Dysmenorrhoea (n/a - |Intramuscular])
Unknown - ),
Dyspnoea (n/a -
Recovered/Resolved -
)
Fatigue (n/a -
Recovered/Resolved -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 9/54
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Run Line Listing Report

)
Headache (n/a -
Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 25/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Syncope (n/a - COMIRNATY Not reported ICSE
10012846935 Professional |Economic Years |Specified |Specified Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- COVID-19
Condition) immunisation - Drug
withdrawn - [n/a -
3mL -
Intramuscular])
EU-EC- 25/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Pyrexia (n/a - COMIRNATY Not reported ICSE
10012847017 Professional | Economic Years |Specified |Specified Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [n/a -
n/a-
Intramuscular])
EU-EC- 25/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - COMIRNATY Not reported ICSF
10012847327 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area , - COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Injection site pain (n/a
- Recovering/Resolving
=)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a -
Recovering/Resolving -
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 25/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |Yes Myasthenia gravis COMIRNATY Not reported ICSFE
10012847576 Professional |Economic Years (34d - Unknown - [TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation) immunisation - Not
applicable - [0d -
3mL -
Intramuscular])
EU-EC- 24/06/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Headache (n/a - Not ~ |COMIRNATY Not reported ICSF
10012834509 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important ~ |immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Lymph node pain (n/a
- Not Recovered/Not
Resolved - )
EU-EC- 24/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Fatigue (n/a - COMIRNATY Not reported ICSE
10012835159 Healthcare |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Economic ) - COVID-19
Area immunisation - Not
Pyrexia (n/a - Not applicable - [n/a -
Recovered/Not n/a - n/a])
Resolved - ),
Syncope (0d -
Recovered/Resolved -
Other Medically
Important Condition),
Vomiting (0d -
Recovered/Resolved -
)
EU-EC- 24/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Lymphadenopathy COMIRNATY Not reported ICSk
10012835832 Professional |Economic Years |Specified (n/a - Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - n/a -
[n/a-.3mL-
Intramuscular])
EU-EC- 24/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Feeling cold (n/a - Not | COMIRNATY Not reported ICSE
10012835904 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Other - COVID-19
Medically Important  |immunisation - Not
Condition), applicable - [n/a -
n/a - n/a])
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (36h - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 24/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent | Male No Abdominal pain (3d - |COMIRNATY Not reported ICSF
10012836022 Professional |Economic Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Body temperature immunisation - Not
increased (3d - applicable - [n/a -
Unknown - ) 1{DF} -
Intramuscular])
EU-EC- 24/06/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Seizure (n/a - Not TOZINAMERAN Not reported ICSE
https://dap.ema.europa.eu/analytics/saw.dlI?Go 10/54
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10012836129

Professional

European
Economic
Area

Run Line Listing Report

Years

Specified

Recovered/Not
Resolved - Other
Medically Important
Condition)

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

EU-EC-
10012836250

24/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Chest discomfort (n/a
- Unknown - ),

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

Pyrexia (n/a -
Unknown - )

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

Not reported

(]
£

EU-EC-
10012836395

24/06/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Bedridden (n/a -
Unknown - ),

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

Feeling of despair (n/a
- Not Recovered/Not
Resolved - Life
Threatening,
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

Haemorrhagic stroke
(n/a-
Recovering/Resolving -
Life Threatening,
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

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

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

Mouth injury (n/a -
Recovering/Resolving -
Life Threatening,
Caused/Prolonged
Hospitalisation,
Disabling),

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

Sensory loss (n/a -
Recovering/Resolving -
Life Threatening,
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),

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

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

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

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

Not reported

%]
£

EU-EC-
10012836727

24/06/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

C-reactive protein
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

COMIRNATY
CONCENTRATE FOR
DISPERSION FOR
INJECTION COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
-nfa-nfa-[n/a-
.3mL -
Intramuscular])

Not reported
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Fibrin D dimer
increased (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

Irregular breathing
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

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

EU-EC-
10012836872

24/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Nausea (1d -
Recovered/Resolved -

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

[METAMIZOLE
SODIUM,
METAMIZOLE
SODIUM
MONOHYDRATE] (C -
n/a-n/a-[n/a-n/a
- Oral])

£

EU-EC-
10012837541

24/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Headache (1d -
Recovered/Resolved -

)

Vertigo (1d -
Recovered/Resolved -

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

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

(9]
]

EU-EC-
10012837864

24/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Chest pain (n/a - Fatal
- Results in Death),

Cold sweat (n/a - Fatal
- Results in Death),

Dyspnoea (n/a - Fatal
- Results in Death)

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

Not reported

£

EU-EC-
10012837885

24/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Axillary pain (n/a -
Unknown - ),

Lymph node pain (n/a
- Unknown -),

Lymphadenopathy
(n/a - Unknown - )

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

Not reported

]

EU-EC-
10012838257

24/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

No

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

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

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

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

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

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

Not reported

£l

EU-EC-
10012839052

24/06/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

Influenza like illness
(n/a - Unknown -
Disabling, Other
Medically Important
Condition),

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

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

Not reported

I

EU-EC-
10012839096

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

24/06/2022

Spontaneous

Healthcare
Professional

Non
European

Not available

12-17
Years

Not
Specified

Female

Seizure (n/a - Not
Recovered/Not

TOZINAMERAN
[TOZINAMERAN] (S

Not reported
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Economic
Area

Run Line Listing Report

Resolved - Other
Medically Important
Condition)

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

EU-EC-
10012840723

24/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Female

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

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

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

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

Not reported

EU-EC-
10012840745

24/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Dizziness (n/a -
Unknown - ),

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

Vision blurred (n/a -
Unknown - ),

Visual field defect (n/a
- Unknown - ),

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

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

Not reported

EU-EC-
10012840752

24/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Blood bilirubin
increased (n/a -
Recovered/Resolved -
Other Medically
Important Condition),

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

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

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10012840875

24/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

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

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

KEPPRA 100 MG/ML
ORAL SOLUTION
[LEVETIRACETAM] (C
- Epilepsy - n/a - [n/a
- n/a - Oral]),

[BACLOFEN] (C -
Muscle spasticity - n/a
- [n/a - n/a - Oral])

(9]
£

EU-EC-
10012840908

24/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Adolescent

Female

Ophthalmic herpes
zoster (n/a -
Recovered/Resolved -

COMIRNATY
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [1d -

Not reported

(%]
£
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1{DF} -
Intramuscular])
EU-EC- 24/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Ophthalmic migraine  |COMIRNATY Not reported ICSk
10012841082 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [22d -
1{DF} -
Intramuscular])
EU-EC- 24/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (2wk - COMIRNATY Not reported ICSk
10012841131 Professional | Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Area - COVID-19
immunisation - n/a -
[1d - .3mL -
Intramuscular])
EU-EC- 23/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported ICSF
10012823546 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Malaise (n/a - applicable - [n/a -
Recovering/Resolving - |1{DF} - n/a])
)
Nausea (n/a -
Recovering/Resolving -
Presyncope (n/a -
Recovering/Resolving -
)
EU-EC- 23/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Malaise (n/a - COMIRNATY Not reported ICSFk
10012823553 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Myalgia (5d - applicable - [n/a -
Recovered/Resolved - |1{DF} - n/a])
)
EU-EC- 23/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (n/a - Not |COMIRNATY Not reported ICSE
10012823558 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Malaise (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/al)
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 23/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (6d - COMIRNATY Not reported ICSF
10012823587 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Malaise (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),
Myalgia (5d -
Recovered/Resolved -
)
EU-EC- 23/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Chills (n/a - Not COMIRNATY Not reported ICSF
10012823616 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - 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 - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 23/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSE
10012823622 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Body temperature applicable - [n/a -
increased (n/a - Not  |1{DF} - n/a])
Recovered/Not
Resolved - ),
Chills (n/a -
Recovering/Resolving -
)
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a -
Recovering/Resolving -
)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 23/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a - | COMIRNATY Not reported ICSF
10012823631 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Arthralgia (n/a - applicable - [n/a -
Recovering/Resolving - |1{DF} - n/a])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 14/54
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Chills (n/a -
Recovering/Resolving -
)
Fatigue (n/a -
Recovering/Resolving -
)
Headache (n/a -
Recovering/Resolving -
Malaise (n/a -
Recovering/Resolving -
Myalgia (n/a -
Recovering/Resolving -
»
Nausea (1d -
Recovered/Resolved -
)
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 23/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Presyncope (n/a - COMIRNATY Not reported ICSF
10012823634 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 23/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSE
10012823777 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 23/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dizziness (n/a - Not | COMIRNATY Not reported ICSk
10012823778 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 23/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Arthralgia (n/a - Not |COMIRNATY Not reported ICSE
10012823782 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Body temperature applicable - [n/a -
increased (n/a - Not  |1{DF} - n/a])
Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 23/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Menstruation delayed |COMIRNATY Not reported ICSE
10012823813 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S
Professional |Area Recovering/Resolving - |- COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/al)
EU-EC- 23/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Hypersensitivity (n/a - | COMIRNATY Not reported ICSF
10012825344 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - n/a -
Lip swelling (n/a - [n/a-n/a-
Recovered/Resolved - |Intramuscular])
EU-EC- 23/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Asthenia (n/a - COMIRNATY Not reported ICSE
10012825491 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Myalgia (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
.3mL -
Pyrexia (24h - Intramuscular])
Recovered/Resolved -
)
EU-EC- 23/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Chills (48h - COMIRNATY Not reported ICSE
10012826029 Professional |Economic Years |Specified |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - Not
Pyrexia (48h - applicable - [n/a -
Recovered/Resolved - |n/a -
) Intramuscular])
EU-EC- 23/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Cough (n/a - Unknown | COMIRNATY Not reported ICSE
10012826134 Professional |European Years |Specified - Other Medically [TOZINAMERAN] (S
Economic Important Condition), |- COVID-19
Area immunisation - Not
Dyskinesia (n/a - applicable - [n/a -
Unknown - Other n/a-
Medically Important | Intramuscular])
Condition),
Hyperventilation (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition),
https://dap.ema.europa.eu/analytics/saw.dlI?Go 15/54
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Seizure (n/a -
Unknown - Other
Medically Important
Condition),

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

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

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

Condition)
EU-EC- 23/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Chest pain (1d - COMIRNATY Not reported ICSFk
10012826583 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area Caused/Prolonged -nfa-nfa-[n/a-
Hospitalisation), .3mL -
Intramuscular])
Myocarditis (n/a -
Unknown -
Caused/Prolonged

Hospitalisation),

Pyrexia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 23/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - Not COMIRNATY Not reported ICS|
10012826634 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - Other -nfa-nfa-[nfa-
Medically Important  |n/a - n/al)
Condition),

£l

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

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

Headache (n/a -
Recovered/Resolved -

»

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

Pyrexia (n/a -

Recovered/Resolved -
)
EU-EC- 23/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Pyrexia (n/a - COMIRNATY Not reported ICSFE
10012826804 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 23/06/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Female |No Seizure (n/a - Not TOZINAMERAN Not reported ICSE
10012826918 Professional |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Economic Resolved - Other - COVID-19
Area Medically Important ~ |immunisation - Not
Condition) applicable - [n/a -
n/a - n/al])
EU-EC- 23/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Breast swelling (n/a - |CERVARIX NOT AVAILABLE (C - |ICSF
10012827063 Healthcare |Economic Years |Specified Recovering/Resolving - |SUSPENSION FOR  |n/a - n/a - [n/a - n/a
Professional |Area ) INJECTION [HUMAN |- n/a])
PAPILLOMAVIRUS

Costochondritis (n/a - | TYPE 16 L1
Not Recovered/Not PROTEIN, HUMAN

Resolved - ), PAPILLOMAVIRUS
TYPE 18 L1

Fatigue (n/a - Not PROTEIN,

Recovered/Not MONOPHOSPHORYL

Resolved - ), LIPID A, HUMAN
PAPILLOMAVIRUS

Heavy menstrual TYPE 16 L1

bleeding (n/a - PROTEIN

Recovering/Resolving - |ADJUVANTED BY

) AS04 ADSORBED

ON ALUMINIUM
Lymphadenopathy HYDROXIDE,

(n/a - Not HYDRATED
Recovered/Not PRODUCED ON
Resolved - ), BACULOVIRUS HI-5
RIX4446 CELLS,
Swelling (n/a - Not TRICHOPLUSIA NI.
Recovered/Not DERIVED, HUMAN
Resolved - ), PAPILLOMAVIRUS
TYPE 18 L1
Tonsillar hypertrophy |PROTEIN
(n/a - Not ADJUVANTED BY
Recovered/Not AS04 ADSORBED
Resolved - ) ON ALUMINIUM
HYDROXIDE,
HYDRATED

PRODUCED ON
BACULOVIRUS HI-5
RIX4446 CELLS,
TRICHOPLUSIA NI.
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DERIVED,
ALGELDRATE] (S -
Immunisation - n/a -
[n/a - n/a - n/a]),
COMIRNATY
[TOZINAMERAN] (S
- COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 23/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dizziness (40min - COMIRNATY Not reported ICSk
10012827983 Professional |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [n/a -
.3mL - n/a])
EU-EC- 23/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Dizziness (30min - COMIRNATY Not reported ICSFk
10012827986 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - Not
Head discomfort applicable - [n/a -
(30min - .3mL - n/a])
Recovered/Resolved -
)
Malaise (n/a -
Recovered/Resolved -
Photopsia (30min -
Recovered/Resolved -
)
EU-EC- 23/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Disability (n/a - COMIRNATY [ASCORBIC ACID, ICSE
10012828347 Healthcare |Economic Years |Specified Unknown - Other [TOZINAMERAN] (S |COLECALCIFEROL,
Professional |Area Medically Important |- Immunisation - n/a| MAGNESIUM] (C - n/a
Condition), -[n/a-n/a- -nfa-),
Intramuscular])
Dizziness (n/a - [VITAMIN D] (C - n/a
Unknown - ), -nfa-)
Educational problem
(n/a - Unknown - ),
Fatigue (n/a -
Unknown - ),
General physical
health deterioration
(n/a - Unknown - ),
Headache (n/a - Not
Recovered/Not
Resolved - Disabling),
Hyperacusis (n/a -
Unknown - ),
Loss of personal
independence in daily
activities (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Neck pain (n/a -
Unknown - ),
Photophobia (n/a -
Unknown - ),
Social problem (n/a -
Unknown - ),
Tenderness (n/a -
Unknown - )
EU-EC- 23/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Asthenia (n/a - Not COMIRNATY Not reported ICSE
10012829131 Professional |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Dizziness (30min - applicable - [1d -
Recovered/Resolved - |n/a - n/a])
)
Pain in extremity (n/a
- Not Recovered/Not
Resolved - ),
Presyncope (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 23/06/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Chest discomfort (n/a |COMIRNATY Not reported ICSE
10012829144 Professional |European Years |Specified - Recovering/Resolving | [TOZINAMERAN] (S
Economic - Other Medically - COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d -
Cough (n/a - n/a - n/al)
Recovering/Resolving -
)
Dyspnoea (n/a -
Recovering/Resolving -
Inappropriate
schedule of product
administration (n/a -
Unknown - )
EU-EC- 23/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Chest pain (n/a - TOZINAMERAN Not reported ICSF
10012829250 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Myocarditis (n/a - immunisation - Not
Unknown - Other applicable - [n/a -
Medically Important  |n/a - n/a])
Condition)
EU-EC- 23/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No Dizziness (n/a - COMIRNATY [ATOMOXETINE] (C - |ICSE
10012830095 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S |Attention deficit
Area ) - COVID-19 hyperactivity disorder
https://dap.ema.europa.eu/analytics/saw.dlI?Go 17/54
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immunisation - Not |- n/a - [n/a - 70mg -
Hypoaesthesia (8d - |applicable - [n/a -  |Oral]),
Recovered/Resolved - |1{DF} -
Disabling, Other Intramuscular]) [ETHINYLESTRADIOL,
Medically Important LEVONORGESTREL,
Condition), LACTOSE, LACTOSE
ANHYDROUS,
Monoplegia (8d - PLACEBO] (C -
Recovered/Resolved - Hormonal
Caused/Prolonged contraception - n/a -
Hospitalisation, [n/a - .1mg - Oral]),
Disabling, Other
Medically Important [TIAPRIDE, TIAPRIDE
Condition) HYDROCHLORIDE] (C
- Attention deficit
hyperactivity disorder
-n/a-[n/a-100mg -
Oral])
EU-EC- 23/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Malaise (n/a - COMIRNATY Not reported ICSE
10012830229 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area Other Medically - COVID-19
Important Condition), |immunisation - Not
applicable - [1d -
Migraine with aura 1{DF} -
(n/a - Not Intramuscular])
Recovered/Not
Resolved - Other
Medically Important
Condition),
Muscular weakness
(n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Visual acuity reduced
transiently (6d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 23/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Abdominal pain (n/a - |COMIRNATY Not reported ICSE
10012830231 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Area Other Medically - COVID-19
Important Condition) |immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 23/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Colitis (n/a - COMIRNATY Not reported ICSE
10012830255 Professional |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S
Area Caused/Prolonged - COVID-19
Hospitalisation), immunisation - Not
applicable - [1d -
Crohn's disease (n/a - |.3mL -
Recovering/Resolving - | Intramuscular])
Caused/Prolonged
Hospitalisation)
EU-EC- 23/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICSF
10012830367 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - n/a -
Injection site pain (n/a |[1d - 1{DF} -
- Not Recovered/Not | Intramuscular])
Resolved - ),
Lymphadenopathy
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 23/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Immunisation reaction |COMIRNATY Not reported ICSE
10012830474 Healthcare |Economic Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 23/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Asthenia (1d - COMIRNATY Not reported ICSE
10012830475 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Pain (1d - applicable - [1d -
Recovered/Resolved - |1{DF} -
Intramuscular])
EU-EC- 23/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation reaction |COMIRNATY Not reported ICSE
10012830476 Healthcare |Economic Years (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 23/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation reaction |COMIRNATY Not reported ICSE
10012830478 Healthcare |Economic Years (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 23/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent | Male No Immunisation reaction | COMIRNATY Not reported ICSF
10012830479 Healthcare |Economic Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 23/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Immunisation reaction |COMIRNATY Not reported ICSE
10012830480 Healthcare |Economic Years (5d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 23/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation reaction |COMIRNATY Not reported ICSE
10012830481 Healthcare |Economic Years (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
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1{DF} -
Intramuscular])
EU-EC- 23/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site COMIRNATY Not reported ICSk
10012830489 Healthcare |Economic Years erythema (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
, immunisation - Not
applicable - [1d -
Pain (4d - 1{DF} -
Recovered/Resolved - |Intramuscular])
g
Vaccination site pain
(1d -
Recovered/Resolved -
EU-EC- 23/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Menstrual disorder COMIRNATY Not reported ICSFk
10012830548 Professional |Economic Years (n/a - Not [TOZINAMERAN] (S
Area Recovered/Not - COVID-19
Resolved - ) immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 23/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adult Male No Chest pain (n/a - COMIRNATY Not reported ICSF
10012830762 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Area - Immunisation - n/a
- [n/a - 2{DF} -
n/a])
EU-EC- 23/06/2022 |Spontaneous |Healthcare |European |Ganeva, M.. Clinical case of vaccine- |12-17 |Not Female |No Vaccination site pain  |COMIRNATY Not reported ICSE
10012831777 Professional |Economic |induced myocarditis associated with |Years |Specified (n/a - Unknown - ) [TOZINAMERAN] (S
Area Pfizer/BioNTech (BNT162b2) vaccine - COVID-19
in 17-year old girl and review of the immunisation - Not
literature. SCIENCE CARDIOLOGY. applicable - [n/a -
2022;1:44-48 n/a - n/al)
EU-EC- 23/06/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Febrile convulsion (n/a | COMIRNATY Not reported ICSE
10012831805 Professional |European Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S
Economic - Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Pyrexia (42h - n/a - n/a])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Seizure (42h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 23/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Seizure (n/a - Not COMIRNATY RISPERIDONE ICSE
10012832186 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S |[RISPERIDONE] (C -
Professional |Economic Resolved - Other - COVID-19 Anger - n/a - [n/a -
Area Medically Important ~ |immunisation - Not  |n/a - n/a])
Condition) applicable - [1d -
n/a - n/a])
EU-EC- 23/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Back pain (n/a - Not |COMIRNATY Not reported ICSE
10012832413 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - - COVID-19
Caused/Prolonged immunisation - Drug
Hospitalisation, withdrawn - [1d -
Disabling, Other .3mL - n/a])
Medically Important
Condition),
Raynaud's
phenomenon (24d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition)
EU-EC- 23/06/2022 | Spontaneous |Healthcare |European |Ganeva, M.. Clinical case of vaccine- |12-17 |Not Female |No Chest pain (n/a - COMIRNATY Not reported ICSF
10012833439 Professional |Economic |induced myocarditis associated with |Years |Specified Unknown - [TOZINAMERAN] (S
Area Pfizer/BioNTech (BNT162b2) vaccine Caused/Prolonged - COVID-19
in 17-year old girl and review of the Hospitalisation), immunisation - Not
literature. SCIENCE CARDIOLOGY. applicable - [1d -
2022;1:44-48 Dyspnoea (n/a - n/a - n/al)
Unknown -
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Myalgia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Myocarditis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),
Pyrexia (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 22/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Swelling (n/a - Not COMIRNATY Not reported ICSk
10012812714 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional | Economic Resolved - Other - COVID-19
Area Medically Important ~ |immunisation - Not
Condition), applicable - [1d -
n/a - n/al)
Vaccination site
swelling (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 22/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Lymph node pain (n/a |COMIRNATY Not reported ICSk
10012812839 Professional |Economic Years |Specified |Specified - Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Lymphadenopathy immunisation - Not
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(n/a - Unknown - ), applicable - [n/a -
n/a-
Pyrexia (48h - Intramuscular])
Recovered/Resolved -
»
Vaccination site
reaction (n/a -
Unknown - )
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported ICSE
10012812992 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area -nfa-nfa-[n/a-
Lymphadenopathy n/a - n/a])
(n/a - Unknown - ),
Myalgia (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 22/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Dizziness (n/a - COMIRNATY Not reported ICSE
10012813275 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a-
Condition), n/a-
Intramuscular])
Dizziness exertional
(n/a - Unknown -
Other Medically
Important Condition),
Dizziness postural (n/a
- Unknown - Other
Medically Important
Condition),
Vomiting (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 22/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICSk
10012813779 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Heart rate increased  |n/a - n/a])
(n/a - Unknown - ),
Myocarditis (n/a -
Unknown - Other
Medically Important
Condition),
Pain (n/a - Unknown -
»
Palpitations (n/a -
Unknown - ),
Pericarditis (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 22/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Body temperature COMIRNATY Not reported ICSF
10012814588 Professional |Economic Years |Specified |Specified decreased (n/a - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
, immunisation - Not
applicable - [n/a -
Chills (n/a - .3mL -
Recovered/Resolved - |Intramuscular])
Depressed mood (n/a
- Recovered/Resolved
=)
Syncope (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Malaise (n/a - COMIRNATY Not reported ICSE
10012815215 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area B - COVID-19
immunisation - Not
Vaccination site applicable - [n/a -
lymphadenopathy (3d |1{DF} - n/a])
- Recovered/Resolved
-)
EU-EC- 22/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Migraine (5d - COMIRNATY Not reported ICSE
10012815279 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Economic Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [n/a -
n/a - n/al)
EU-EC- 22/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Paraesthesia (n/a - COMIRNATY Not reported ICSE
10012815502 Professional |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 22/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Systemic lupus COMIRNATY Not reported ICSE
10012816332 Professional | Economic Years erythematosus rash [TOZINAMERAN] (S
Area (n/a - Unknown - - Immunisation - n/a
Caused/Prolonged - [n/a - 3{DF} -
Hospitalisation) n/aJ)
EU-EC- 22/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Diplopia (10min - COMIRNATY Not reported ICSE
10012816429 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional | Economic Other Medically - COVID-19
Area Important Condition), |immunisation - Not
applicable - [n/a -
Dizziness (10min - n/a - n/al)
Recovered/Resolved -
Other Medically
Important Condition),
Hypoacusis (10min -
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Recovered/Resolved -
Other Medically
Important Condition),
Tinnitus (10min -
Recovered/Resolved -
Other Medically
Important Condition),
Visual impairment
(10min -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Alopecia (n/a - COMIRNATY Not reported ICSF
10012817362 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - COVID-19
Condition aggravated |immunisation - Not
(n/a - Unknown - ) applicable - [n/a -
n/a - n/al)
EU-EC- 22/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Cardiovascular COMIRNATY Not reported ICSE
10012818013 Professional |Economic Years disorder (n/a - [TOZINAMERAN] (S
Area Recovered/Resolved - |- n/a-n/a-[n/a-
Other Medically n/a-
Important Condition), |Intramuscular])
Dyspnoea exertional
(n/a-
Recovered/Resolved -
Other Medically
Important Condition),
Pain (n/a -
Recovered/Resolved -
Other Medically
Important Condition),
Pyrexia (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 22/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Seizure (n/a - COMIRNATY Not reported ICSE
10012818174 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- Immunisation - n/a
Condition) - [n/a - n/a - n/a])
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Lymphadenopathy COMIRNATY Not reported ICSE
10012818184 Healthcare |Economic Years (n/a - Unknown - ) [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
- [n/a - 1{DF} -
n/al)
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Cheilitis (n/a - COMIRNATY Not reported ICSE
10012818208 Healthcare |Economic Years Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Palpitations (3d - - [n/a-n/a-n/a])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Syncope (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Hypersensitivity (n/a - | COMIRNATY Not reported ICSF
10012818209 Healthcare |Economic Years Unknown - Other [TOZINAMERAN] (S
Professional |Area Medically Important |- Immunisation - n/a
Condition) - [n/a- 1{DF} -
n/al)
EU-EC- 22/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No Urticaria (n/a - COMIRNATY Not reported ICSE
10012819103 Professional |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Area Other Medically - COVID-19
Important Condition) |immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthma (4d - COMIRNATY [SALBUTAMOL, ICSE
10012819188 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S |SALBUTAMOL
Professional |Area Other Medically - COVID-19 SULFATE] (C -
Important Condition) |immunisation - Not |Asthma exercise
applicable - [1d - induced - Dose not
.3mL - changed - [n/a-n/a -
Intramuscular]) Respiratory
(inhalation)])
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Heavy menstrual COMIRNATY Not reported ICSFk
10012819422 Healthcare |Economic Years bleeding (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving - |- COVID-19
immunisation - n/a -
[n/a-n/a-
Intramuscular])
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation reaction | COMIRNATY Not reported ICSF
10012819438 Healthcare |Economic Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Child Female |No Vaccination site pain | COMIRNATY Not reported ICSE
10012819444 Healthcare |Economic Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation reaction |COMIRNATY Not reported ICSFk
10012819446 Healthcare |Economic Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
) immunisation - Not
applicable - [1d -
Somnolence (1d - 1{DF} -
Recovered/Resolved - |Intramuscular])
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Vaccination site pain  |COMIRNATY Not reported ICSF
10012819447 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
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EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (1d - COMIRNATY Not reported ICSFE
10012819448 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Myalgia (1d - COMIRNATY Not reported ICSE
10012819449 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Pain (1d - applicable - [1d -
Recovered/Resolved - |1{DF} -
Intramuscular])
EU-EC- 22/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adult Female |No Dysmenorrhoea (n/a - |COMIRNATY Not reported ICSE
10012819451 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Polymenorrhoea (n/a - |applicable - [1d -
Not Recovered/Not n/a-
Resolved - ) Intramuscular])
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Vaccination site pain | COMIRNATY Not reported ICSk
10012819452 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vaccination site pain  |COMIRNATY Not reported ICSE
10012819454 Healthcare |Economic Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Child Female |No Asthenia (1d - COMIRNATY Not reported ICSE
10012819455 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Myalgia (1d - applicable - [1d -
Recovered/Resolved - |1{DF} -
), Intramuscular])
Pain (1d -
Recovered/Resolved -
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vaccination site pain | COMIRNATY Not reported ICSE
10012819456 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (1d - COMIRNATY Not reported ICSE
10012819457 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Pain (1d - applicable - [1d -
Recovered/Resolved - |1{DF} -
Intramuscular])
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Influenza like illness | COMIRNATY Not reported ICSFk
10012819458 Healthcare |Economic Years (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
, immunisation - Not
applicable - [1d -
Insomnia (1d - 1{DF} -
Recovered/Resolved - |Intramuscular])
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Child Female |No Pain (1d - COMIRNATY Not reported ICSFk
10012819459 Healthcare  |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Pyrexia (1d - applicable - [1d -
Recovered/Resolved - |1{DF} -
Intramuscular])
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Headache (1d - COMIRNATY Not reported ICSE
10012819460 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area , - COVID-19
immunisation - Not
Myalgia (2d - applicable - [1d -
Recovered/Resolved - |1{DF} -
Intramuscular])
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vaccination site pain | COMIRNATY Not reported ICSE
10012819461 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Asthenia (1d - COMIRNATY Not reported ICSFk
10012819462 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Pain (2d - COMIRNATY Not reported ICSF
10012819463 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Headache (1d - COMIRNATY Not reported ICSE
10012819464 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Pain (1d - applicable - [1d -
Recovered/Resolved - |1{DF} -
Intramuscular])
EU-EC- 22/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male Yes Cardiac ventricular COMIRNATY IBUPROFEN ICSE
10012819877 Professional |European Years |Specified scarring (n/a - Not [TOZINAMERAN] (S |[IBUPROFEN,
Economic Recovered/Not - COVID-19 IBUPROFEN SODIUM]
Area Resolved - immunisation - Not [(C-n/a-n/a-[n/a-
Caused/Prolonged applicable - [1d - n/a - n/al),
Hospitalisation, n/a - n/a])
Disabling, Other [CETIRIZINE,
https://dap.ema.europa.eu/analytics/saw.dlI?Go 22/54



30.11.2022 15.38 Run Line Listing Report

Medically Important CETIRIZINE

Condition), DIHYDROCHLORIDE]
(C-n/fa-nfa-[n/a-

Chest pain (n/a - 10mg - n/a]),

Unknown -

Caused/Prolonged [SALBUTAMOL,

Hospitalisation, SALBUTAMOL

Disabling, Other SULFATE] (C - n/a -

Medically Important n/a-[nfa-n/a-

Condition), n/a])

Myocardial fibrosis

(n/a - Not

Recovered/Not

Resolved -

Caused/Prolonged

Hospitalisation,
Disabling, Other
Medically Important
Condition),

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

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

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

EU-EC- 22/06/2022 |Spontaneous |Non Non Not available 12-17 |Not Male No Drug ineffective (n/a - |COMIRNATY Not reported ICS|
10012820465 Healthcare |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Professional |Economic Medically Important |- COVID-19

Area Condition), immunisation - Not
applicable - [n/a -
Suspected COVID-19 |n/a - n/a])

(n/a-
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 22/06/2022 |Spontaneous |Healthcare |Non Daouk, S.. Zoster Meningitis in an 12-17 |Not Male No Herpes zoster TOZINAMERAN Not reported ICS|
10012820575 Professional |European |Immunocompetent Child after Years |Specified meningitis (n/a - [TOZINAMERAN] (S
Economic |COVID-19 Vaccination, California, Recovered/Resolved - |- COVID-19

Area USA. Emerging Infectious Diseases. Other Medically immunisation - Not
2022;28(7):10.3201/€id2807.220600. Important Condition), |applicable - [n/a -
doi:10.3201/€id2807.220600 n/a - n/al)

Herpes zoster
reactivation (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 22/06/2022 |Spontaneous |Healthcare |Non Aikawa, T.. Pericarditis with 12-17 |Not Male No Chest pain (n/a - COMIRNATY Not reported ICs|
10012820670 Professional |European |Increased Vascular Permeability after |Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic |COVID-19 Vaccination. Internal Caused/Prolonged - COVID-19

Area Medicine. 2022;61(10):1623-1624. Hospitalisation), immunisation - Not
doi:10.2169/internalmedicine.9407- applicable - [1d -
22 Electrocardiogram ST |n/a - n/a])
segment elevation
(n/a-
Recovering/Resolving -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

£

£

£l

Extravasation blood
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

Pyrexia (n/a -
Unknown - )
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICS|
10012821753 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Fatigue (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - ),

n

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

Malaise (n/a - Not
Recovered/Not
Resolved - ),
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Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported ICSE
10012821942 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area , - COVID-19
immunisation - Not
Injection site applicable - [n/a -
erythema (n/a - Not  |1{DF} - n/a])
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Fatigue (n/a - Not COMIRNATY Not reported ICSE
10012821944 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - 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 - ),
Myalgia (n/a -
Recovering/Resolving -
)
Nausea (n/a -
Recovering/Resolving -
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - Not |COMIRNATY Not reported ICSE
10012822521 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Body temperature applicable - [n/a -
increased (n/a - Not  |1{DF} - n/a])
Recovered/Not
Resolved - ),
Chills (n/a -
Recovering/Resolving -
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a -
Recovering/Resolving -
)
Malaise (n/a - Not
Recovered/Not
Resolved - ),
Myalgia (n/a -
Recovering/Resolving -
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported ICSE
10012822842 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Headache (n/a - Not  |applicable - [n/a -
Recovered/Not 1{DF} - n/a])
Resolved - )
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Nausea (n/a - Not COMIRNATY Not reported ICSE
10012822854 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} - n/a])
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Fatigue (n/a - Not COMIRNATY Not reported ICSE
10012822860 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - 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 - ),
Myalgia (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 22/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Body temperature COMIRNATY Not reported ICSE
10012822887 Healthcare |Economic Years |Specified increased (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving - |- COVID-19
, immunisation - Not
applicable - [n/a -
Chills (1d - 1{DF} - n/a])
Recovered/Resolved -
Myalgia (n/a -
Recovering/Resolving -
EU-EC- 22/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Fatigue (3d - COMIRNATY Not reported ICSF
10012822952 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Malaise (3d - applicable - [n/a -
Recovered/Resolved - |1{DF} - n/a])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 24/54
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Menstruation delayed

(

Recovered/Resolved -
)
Myalgia (2d -
Recovered/Resolved -

)

EU-EC- 22/06/2022
10012823148

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

Not reported

EU-EC- 22/06/2022
10012823164

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Myalgia (n/a -
Recovering/Resolving -

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

Not reported

EU-EC- 22/06/2022
10012823182

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

Not reported

@}
£l

EU-EC- 22/06/2022
10012823208

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Arthralgia (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 - ),

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

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

Not reported

%]
£

EU-EC- 22/06/2022
10012823226

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Arthralgia (n/a -
Recovering/Resolving -

4

Chills (n/a -
Recovering/Resolving -

4

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

Headache (n/a -
Recovering/Resolving -

),

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

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

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

Not reported

EU-EC- 22/06/2022
10012823246

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Chills (3h -
Recovered/Resolved -

4

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

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

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

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

Not reported

25/54
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Malaise (n/a - Not
Recovered/Not
Resolved - ),

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

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

EU-EC-
10012802121

21/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

Troponin increased
(n/a - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10012802835

21/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

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

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

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

COMIRNATY COVID-
19 MRNA VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN] (S
-nfa-nfa-[n/a-
n/a-
Intramuscular])

Not reported

@]
£

EU-EC-
10012803361

21/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Female

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

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

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

Not reported

26/54
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Pyrexia (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)
EU-EC- 21/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adult Female |No Dizziness (n/a - COMIRNATY Not reported ICSE
10012803648 Professional |Economic Years Recovered/Resolved  |[TOZINAMERAN] (S
Area With Sequelae - - Immunisation - n/a
Caused/Prolonged - [n/a - 2{DF} -
Hospitalisation), n/a])
Heavy menstrual
bleeding (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Hypotension (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Migraine with aura
(n/a-
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Nausea (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation),
Weight decreased (n/a
- Recovered/Resolved
With Sequelae -
Caused/Prolonged
Hospitalisation)
EU-EC- 21/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Type 1 diabetes COMIRNATY Not reported ICSF
10012803660 Healthcare |European Years |Specified mellitus (n/a - Not [TOZINAMERAN] (S
Professional |Economic Recovered/Not - COVID-19
Area Resolved - Life immunisation - Not
Threatening, applicable - [1d -
Caused/Prolonged n/a - n/a])
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 21/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Calculus urinary (n/a - |COMIRNATY Not reported ICSk
10012804107 Professional |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation) immunisation - Not
applicable - [1d -
n/a-
Intramuscular])
EU-EC- 21/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Angioedema (n/a - COMIRNATY Not reported ICSE
10012804124 Professional | Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Dehydration (n/a - immunisation - Not
Unknown - applicable - [n/a -
Caused/Prolonged .3mL -
Hospitalisation), Intramuscular])
Hypersensitivity (n/a -
Unknown - ),
Palpitations (n/a -
Unknown - ),
Pharyngeal swelling
(n/a - Unknown - ),
Swelling (n/a -
Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition),
Vomiting (12h -
Recovering/Resolving -
EU-EC- 21/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Abdominal pain (n/a - |COMIRNATY Not reported ICSFE
10012804297 Healthcare |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Hypersensitivity (n/a - |applicable - [1d -
Recovered/Resolved - |n/a - n/a])
)
EU-EC- 21/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Erythema (13d - COMIRNATY Not reported ICSE
10012804321 Professional |Economic Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [1d -
n/a - n/al)
EU-EC- 21/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - Not | COMIRNATY SILDENAFIL CITRATE |ICSk
10012804325 Healthcare |European Years |Specified Recovered/Not [TOZINAMERAN] (S |[SILDENAFIL
Professional |Economic Resolved - Disabling, |- COVID-19 CITRATE] (C- n/a -
Area Other Medically immunisation - Not [n/a - [n/a-n/a-
Important Condition), |applicable - [1d - n/al)
n/a - n/a - More in
Drug ineffective (n/a - |ICSR])
Unknown - Disabling,
Other Medically
Important Condition)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 27/54
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EU-EC-
10012804397

21/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

No

Aldpecia (n/a-
Unknown - ),

Anaemia (n/a -
Unknown - ),

Astigmatism (n/a -
Unknown - ),

Decreased appetite
(n/a-
Recovering/Resolving -

4

Dizziness (n/a -
Recovering/Resolving -

)

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

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

Not reported

EU-EC-
10012804550

21/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

Nausea (n/a -
Recovered/Resolved -

)

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

Vomiting (n/a -
Recovered/Resolved -

)

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

Not reported

@]
£

EU-EC-
10012804685

21/06/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

COMIRNATY
[TOZINAMERAN] (S
- COVID-19
prophylaxis - n/a -
[n/a-n/a-
Subcutaneous])

Not reported

@]
£l

EU-EC-
10012805042

21/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Asthenia (n/a -
Unknown - ),

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

Feeling hot (n/a -
Unknown - ),

Heart rate decreased
(n/a - Unknown - ),

Speech disorder (n/a -
Unknown -),

Syncope (n/a -
Unknown - ),

Vision blurred (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN] (S
- COVID-19
prophylaxis - n/a -
[n/a-n/a-
Intramuscular])

Not reported

EU-EC-
10012805275

21/06/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

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

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

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

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

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

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

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

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

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

Not reported

28/54
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Pyrexia (2d -
Recovered/Resolved -
Other Medically
Important Condition),
Rash (1d -
Recovered/Resolved -
Other Medically
Important Condition),
Vomiting (1d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 21/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Epstein-Barr virus COMIRNATY Not reported ICSF
10012805590 Healthcare |Economic Years infection (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not -nfa-nf/a-[n/a-
Resolved - Other n/a - n/al)
Medically Important
Condition),
Fatigue (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 21/06/2022 | Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No Decreased appetite COMIRNATY Not reported ICSE
10012806225 Professional |European Years |Specified (n/a- [TOZINAMERAN] (S
Economic Recovering/Resolving - |- COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation), applicable - [n/a -
n/a-
Muscular weakness Intramuscular])
(n/a-
Recovering/Resolving -
Caused/Prolonged
Hospitalisation),
Weight decreased (n/a
- Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 21/06/2022 |Spontaneous |Non Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012806476 Healthcare |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Economic Other Medically - COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d -
Vaccination failure n/a - Intramuscular
(n/a- - More in ICSR])
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 21/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Diarrhoea (n/a - COMIRNATY Not reported ICSE
10012806843 Professional |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Vomiting (n/a - immunisation - Not
Unknown -) applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 21/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Body temperature COMIRNATY Not reported ICSE
10012807079 Healthcare |Economic Years |Specified increased (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
, immunisation - Not
applicable - [1d -
Fatigue (1d - n/a - n/a])
Recovered/Resolved -
Headache (1d -
Recovered/Resolved -
Pain in extremity (1d -
Recovered/Resolved -
)
Sensitive skin (1d -
Recovered/Resolved -
»
Vaccination site pain
Recovered/Resolved -
EU-EC- 21/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Body temperature COMIRNATY Not reported ICSE
10012807114 Healthcare |Economic Years |Specified increased (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
) immunisation - Not
applicable - [1d -
Fatigue (1d - n/a - n/al])
Recovered/Resolved -
)
Headache (1d -
Recovered/Resolved -
)
Pain in extremity (1d -
Recovered/Resolved -
)
Sensitive skin (1d -
Recovered/Resolved -
Vaccination site pain
(1d -
Recovered/Resolved -
EU-EC- 21/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female |No Vaccination site pain | COMIRNATY Not reported ICSE
10012807207 Healthcare |Economic Years |Specified (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- n/a-n/a-[n/a-
) n/a - n/al)
EU-EC- 21/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012807945 Professional |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d -
Vaccination failure n/a - n/al)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 29/54
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(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 21/06/2022 |Spontaneous |Non European |Not available 12-17 |Adult Male No Type 1 diabetes COMIRNATY Not reported ICSk
10012808480 Healthcare |Economic Years mellitus (n/a - [TOZINAMERAN] (S
Professional |Area Unknown - - COVID-19
Caused/Prolonged immunisation - Not
Hospitalisation) applicable - [1d -
n/a-
Intramuscular])
EU-EC- 21/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Periorbital swelling (2d | COMIRNATY Not reported ICSFk
10012808606 Professional |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S
Area - - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Vaccination site pain  |COMIRNATY Not reported ICSk
10012808680 Healthcare |Economic Years (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vaccination site pain | COMIRNATY Not reported ICSE
10012808682 Healthcare |Economic Years (3d- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/06/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Immunisation reaction |COMIRNATY Not reported ICSF
10012808684 Healthcare |Economic Years (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vaccination site pain | COMIRNATY Not reported ICSFk
10012808685 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Myalgia (1d - COMIRNATY Not reported ICSE
10012808686 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
Vaccination site pain  |applicable - [1d -
- 1{DF} -
Recovered/Resolved - |Intramuscular])
EU-EC- 21/06/2022 |Spontaneous |Non European |Not available 12-17 |Child Male No Influenza like iliness | COMIRNATY Not reported ICSE
10012808687 Healthcare |Economic Years - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
, immunisation - Not
applicable - [1d -
Vaccination site pain | 1{DF} -
(1d - Intramuscular])
Recovered/Resolved -
EU-EC- 21/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Dysmenorrhoea (n/a - |COMIRNATY Not reported ICSE
10012808704 Professional |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Drug
Menstruation irregular |withdrawn - [1d -
(n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - )
EU-EC- 21/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Intermenstrual COMIRNATY Not reported ICSFk
10012808738 Healthcare |Economic Years bleeding (28d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
) immunisation - Drug
withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Amenorrhoea (n/a- |COMIRNATY Not reported ICSFk
10012808755 Healthcare  |Economic Years Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ) - COVID-19
immunisation - Drug
withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No Influenza like illness | COMIRNATY Not reported ICSk
10012808774 Professional |Economic Years (n/a- [TOZINAMERAN] (S
Area Recovering/Resolving - |- COVID-19
) immunisation - Drug
withdrawn - [1d -
Lymphadenopathy 1{DF} -
(n/a- Intramuscular])
Recovering/Resolving -
EU-EC- 21/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Lymphadenopathy COMIRNATY Not reported ICSFE
10012808781 Healthcare |Economic Years (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ) immunisation - Drug
withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Malaise (1d - COMIRNATY Not reported ICSk
10012808798 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Drug
withdrawn - [1d -
1{DF} -
Intramuscular])
EU-EC- 21/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Male No Migraine (n/a - COMIRNATY Not reported ICSE
10012808884 Healthcare |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S
Professional |Area - COVID-19
immunisation - Not
applicable - [n/a -
n/a - n/a])
EU-EC- 21/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Male No Abdominal pain upper |COMIRNATY Not reported ICSE
10012809024 Healthcare |European Years | Specified (n/a- [TOZINAMERAN] (S
Professional Recovering/Resolving - |- COVID-19
https://dap.ema.europa.eu/analytics/saw.dlI?Go 30/54
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Other Medically
Important Condition),

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

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

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

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

Joint range of motion
decreased (3d -
Recovered/Resolved -
Other Medically
Important Condition),

Pain in extremity (3d -
Recovered/Resolved -
Other Medically
Important Condition)

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

EU-EC-
10012809144

21/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

Not reported

EU-EC-
10012809701

21/06/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

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

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

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

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

Not reported

EU-EC-
10012810322

21/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

No

Headache (n/a -
Recovered/Resolved -

),
Muscular weakness

(n/a-
Recovered/Resolved -

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

Not reported

@]
T

EU-EC-
10012810580

21/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

12-17
Years

Adolescent

Male

No

Abdominal pain (n/a -
Unknown - ),

Malaise (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

Pallor (n/a - Unknown

r

Temperature
regulation disorder
(n/a - Unknown - ),

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

Vomiting (n/a -
Unknown - )

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

Not reported

]
£

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 21/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Headache (n/a - COMIRNATY Not reported ICSF
10012810800 Professional | Economic Years Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Malaise (n/a - immunisation - Not
Unknown - ), applicable - [1d -
1{DF} - Unknown])
Pyrexia (n/a -
Unknown - )
EU-EC- 21/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012811095 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [n/a -
Drug ineffective (n/a - |n/a - n/a])
Unknown - Other
Medically Important
Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012783995 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784029 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784030 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784039 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), nfa-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784042 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784051 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012784069 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nf/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784080 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012784157 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784167 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784168 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
https://dap.ema.europa.eu/analytics/saw.dlI?Go 32/54
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10012784173 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012784175 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSFE
10012784190 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784206 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012784224 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784240 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012784241 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784272 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSk
10012784292 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nf/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784309 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784373 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784409 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784439 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
https://dap.ema.europa.eu/analytics/saw.dlI?Go 33/54
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10012784474 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012784512 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012784525 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784534 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012784586 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784591 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012784657 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784673 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSk
10012784678 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nf/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784685 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012784723 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784729 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784751 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
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10012784806 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784821 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSFk
10012784830 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784838 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012784843 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784856 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), nfa-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012784892 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012784926 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSk
10012784989 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nf/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012785002 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012785018 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012785051 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012785061 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
https://dap.ema.europa.eu/analytics/saw.dlI?Go 35/54
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10012785073 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012785111 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSFk
10012785121 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012785150 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012785151 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012785174 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), nfa-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Headache (n/a - COMIRNATY Not reported ICSE
10012785273 Professional |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Area ) - COVID-19
immunisation - Not
Pyrexia (n/a - applicable - [n/a -
Recovering/Resolving - |1{DF} -
) Intramuscular])
Somnolence (n/a -
Recovering/Resolving -
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Headache (n/a - Not | COMIRNATY Not reported ICSE
10012785365 Healthcare |Economic Years |Specified Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - COVID-19
immunisation - Not
Malaise (n/a - Not applicable - [n/a -
Recovered/Not 1{DF} -
Resolved - ), Intramuscular])
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Arthralgia (n/a - COMIRNATY Not reported ICSE
10012785544 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area , - COVID-19
immunisation - Not
Headache (n/a - applicable - [n/a -
Recovering/Resolving - | 1{DF} -
), Intramuscular])
Hypoaesthesia (n/a -
Recovering/Resolving -
)
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Crying (n/a - Unknown | COMIRNATY Not reported ICSFk
10012785920 Professional | Economic Years |Specified |Specified =) [TOZINAMERAN] (S
Area - COVID-19
Fall (n/a - Unknown - |immunisation - Not
) applicable - [n/a -
n/a-
Hyperhidrosis (n/fa - |Intramuscular])
Unknown - ),
Hypotonic-
hyporesponsive
episode (n/a -
Unknown - ),
Pallor (n/a - Unknown
=)
Seizure (n/a -
Unknown - Other
Medically Important
Condition),
Syncope (n/a -
Unknown - Other
https://dap.ema.europa.eu/analytics/saw.dlI?Go 36/54



30.11.2022 15.38

Run Line Listing Report

Medically Important
Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786266 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786275 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786284 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786296 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nf/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786297 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786300 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786424 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786425 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786450 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786469 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nfa-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786483 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786504 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786528 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 37/54
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Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786547 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786555 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786568 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786572 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nfa-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786611 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786612 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786618 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786629 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786658 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786681 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786723 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786747 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786759 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
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Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786792 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786794 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786811 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786835 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nfa-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786853 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786856 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786891 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSFE
10012786934 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786938 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786944 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786953 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012786983 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012786989 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
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Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787009 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787014 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787052 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787075 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nfa-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787079 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787084 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787108 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSFE
10012787147 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787181 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787214 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787217 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787256 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787264 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
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Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787293 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787320 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787352 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787354 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nfa-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787366 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787391 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787403 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSFE
10012787414 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787462 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787466 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787482 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787491 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787506 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
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Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787526 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787537 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787554 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787559 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nfa-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787604 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787628 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787635 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSFE
10012787656 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSFE
10012787677 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787679 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787689 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787700 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787721 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
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Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787734 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787750 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787781 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787787 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nfa-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787803 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787838 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787845 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSFE
10012787857 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787868 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787902 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787934 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012787945 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012787993 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
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Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012788025 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012788033 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012788043 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012788105 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nf/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012788107 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012788157 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012788163 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSFE
10012788175 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012788191 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012788213 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012788217 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012788224 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012788242 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
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Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012788262 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012788294 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012788329 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012788345 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nfa-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012788351 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012788387 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012788408 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSFE
10012788411 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSFE
10012788431 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Myopericarditis (n/a - |COMIRNATY Not reported ICSE
10012788517 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [1d -
Condition) n/a - n/a])
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Chills (n/a - COMIRNATY Not reported ICSFE
10012788580 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area Other Medically -nfa-nfa-[n/a-
Important Condition), |n/a - n/a])
Exercise tolerance
decreased (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Fatigue (n/a -
Recovered/Resolved -
)
Headache (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Malaise (n/a -
Recovered/Resolved -
Pyrexia (n/a -
Unknown - Other
Medically Important
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Condition),
Seasonal allergy (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 20/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arthralgia (1wk - COMIRNATY Not reported ICSE
10012788582 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area Other Medically -nfa-n/a-[n/a-
Important Condition), |n/a - n/a])
Chills (1wk -
Recovered/Resolved -
Other Medically
Important Condition),
Discomfort (1wk -
Recovered/Resolved -
Other Medically
Important Condition),
Fatigue (n/a -
Recovered/Resolved -
)
Headache (1wk -
Recovered/Resolved -
Other Medically
Important Condition),
Pyrexia (1wk -
Recovered/Resolved -
Other Medically
Important Condition),
Vomiting (1wk -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Neuropathy peripheral |COMIRNATY Not reported ICSF
10012788584 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- n/a-n/a-[n/a-
Other Medically n/a - n/a])
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Petechiae (n/a - COMIRNATY Not reported ICSk
10012788595 Professional |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Economic Other Medically - COVID-19
Area Important Condition), |immunisation - Not
applicable - [1d -
Pyrexia (n/a - n/a-
Recovering/Resolving - | Intramuscular])
Other Medically
Important Condition)
EU-EC- 20/06/2022 |Spontaneous |Non European |Not available 12-17 |Not Female [No Abdominal pain upper |COMIRNATY Not reported ICSFE
10012788844 Healthcare |Economic Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Area Recovered/Not - COVID-19
Resolved - ), immunisation - Not
applicable - [n/a -
Chills (n/a - Not 1{DF} -
Recovered/Not Intramuscular])
Resolved - ),
Decreased appetite
(n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Nausea (n/a - Not
Recovered/Not
Resolved - ),
Panic disorder (n/a -
Not Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |European |Not available 12-17 |Not Female |No Nervous system COMIRNATY ARIPIPRAZOLE ICSF
10012788943 Professional |Economic Years | Specified disorder (n/a - Not [TOZINAMERAN] (S |[ARIPIPRAZOLE] (C -
Area Recovered/Not - COVID-19 n/a - Unknown - [n/a
Resolved - ), immunisation - Not |- 7.5mg - n/a]),
applicable - [n/a -
Tremor (n/a - Not n/a - n/a]) CYMBALTA
Recovered/Not [DULOXETINE,
Resolved - ) DULOXETINE
HYDROCHLORIDE] (C
- n/a - Unknown -
[n/a - 30mg - n/al)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSF
10012789130 Professional |Economic Years |Specified Unknown -) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 20/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Dizziness (n/a - COMIRNATY Not reported ICSE
10012789261 Professional |European Years |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Pallor (n/a - Unknown |immunisation - Not
=) applicable - [n/a -
n/a-
Syncope (n/a - Intramuscular])
Unknown - Other
Medically Important
Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No Myocarditis (n/a - COMIRNATY Not reported ICSE
10012789520 Professional |European Years |Specified Recovered/Resolved - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation, Other |immunisation - Not
Medically Important  |applicable - [1d -
Condition) n/a - n/aj)
EU-EC- 20/06/2022 | Spontaneous |Healthcare |Non Nakazawa, E.. Two Male Pediatric 12-17 |Not Male No Nephrotic syndrome | COMIRNATY Not reported ICSk
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10012789733 Professional |European |Patients Experiencing Nephrotic Years |Specified (n/a- [TOZINAMERAN] (S
Economic |Syndrome After Receiving SARS-CoV- Recovered/Resolved - |- COVID-19
Area 2 Vaccination. Japanese Journal of Other Medically immunisation - Not
Pediatric Nephrology. Important Condition) |applicable - [n/a -
2022;35(15):164 n/a - n/a])
EU-EC- 20/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Condition aggravated | TOZINAMERAN Not reported ICSFk
10012789823 Healthcare |European Years |Specified (n/a - Not [TOZINAMERAN] (S
Professional |Economic Recovered/Not - COVID-19
Area Resolved - Other immunisation - Not
Medically Important  |applicable - [1d -
Condition), n/a - n/a])
Urinary retention (n/a
- Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 20/06/2022 | Spontaneous |Healthcare  |Non Not available 12-17 |Not Male No Abdominal pain (n/a - |COMIRNATY Not reported ICSFk
10012790027 Professional |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Economic Caused/Prolonged - COVID-19
Area Hospitalisation), immunisation - Not
applicable - [n/a -
Pyrexia (n/a - n/a-
Recovering/Resolving - | Intramuscular])
Caused/Prolonged
Hospitalisation)
EU-EC- 20/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Pericarditis (n/a - COMIRNATY Not reported ICSE
10012790075 Healthcare |European Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Economic Life Threatening, - COVID-19
Area Caused/Prolonged immunisation - Not
Hospitalisation, Other |applicable - [n/a -
Medically Important  |n/a - n/a])
Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Female [No Headache (n/a - COMIRNATY Not reported ICSk
10012790184 Professional |Economic Years |Specified Unknown - ) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Syncope (n/a - COMIRNATY Not reported ICSF
10012790195 Professional |Economic Years |Specified Unknown -) [TOZINAMERAN] (S
Area - COVID-19
immunisation - Not
applicable - [n/a -
1{DF} -
Intramuscular])
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Anxiety (n/a - COMIRNATY Not reported ICSF
10012790582 Healthcare |Economic Years |Specified Unknown - ), [TOZINAMERAN] (S
Professional |Area - Immunisation - n/a
Asthenia (n/a - -[n/a-n/a-
Unknown - ), Intramuscular])
Educational problem
(n/a - Unknown -),
Headache (n/a - Not
Recovered/Not
Resolved - Disabling),
Impaired quality of life
(n/a - Unknown - )
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Malaise (n/a - COMIRNATY Not reported ICSFE
10012790704 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Pyrexia (24h - immunisation - Not
Recovered/Resolved - |applicable - [n/a -
) n/a-
Intramuscular])
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Not No Bronchospasm (n/a - |COMIRNATY Not reported ICSE
10012791611 Professional |Economic Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S
Area - COVID-19
Diarrhoea (n/a - immunisation - Not
Unknown - ), applicable - [n/a -
3mL -
Pruritus (n/a - Intramuscular])
Unknown - ),
Urticaria (n/a -
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 20/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Not Female |No Acne (n/a - COMIRNATY Not reported ICSE
10012791881 Professional |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S
Area ), - COVID-19
immunisation - Not
Skin disorder (n/a - applicable - [n/a -
Recovering/Resolving -|n/a - n/a])
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Chronic fatigue COMIRNATY Not reported ICSE
10012792230 Healthcare |Economic Years syndrome (n/a - [TOZINAMERAN] (S
Professional |Area Recovering/Resolving - |- Immunisation - n/a
Other Medically - [n/a - 2{DF} -
Important Condition), |n/a])
Headache (n/a -
Recovering/Resolving -
Postural orthostatic
tachycardia syndrome
(n/a-
Recovering/Resolving -
Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Male No Facial paresis (n/a-  |COMIRNATY Not reported ICSF
10012792747 Healthcare |Economic Years |Specified Not Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - -nfa-n/a-[n/a-
Caused/Prolonged n/a - n/a])
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 20/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Not No Chest pain (n/a - COMIRNATY Not reported ICSk
10012793519 Professional |European Years |Specified |Specified Unknown - ), [TOZINAMERAN] (S
Economic - COVID-19
Area Myocarditis (n/a - immunisation - Not
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Recovered/Resolved - |applicable - [1d -
Other Medically n/a - n/a])
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Renal colic (n/a - COMIRNATY Not reported ICSE
10012793530 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area Other Medically - COVID-19
Important Condition) |immunisation - Not
applicable - [1d -
3mL -
Intramuscular])
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Arthralgia (42d - COMIRNATY Not reported ICSFk
10012793695 Healthcare |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area , - COVID-19
immunisation - Not
Asthenia (42d - applicable - [1d -
Recovered/Resolved - |.3mL -
) Intramuscular])
Decreased appetite
(42d -
Recovered/Resolved -
Other Medically
Important Condition),
Disturbance in
attention (42d -
Recovered/Resolved -
Other Medically
Important Condition),
Hyperbilirubinaemia
(n/a-
Recovering/Resolving -
Other Medically
Important Condition),
Splenomegaly (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),
Thrombocytopenia (6d
- Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 20/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Urinary retention (n/a | TOZINAMERAN Not reported ICSE
10012793723 Healthcare |European Years |Specified - Recovered/Resolved |[TOZINAMERAN] (S
Professional |Economic - Other Medically - COVID-19
Area Important Condition) |immunisation - Not
applicable - [1d -
n/a - n/al])
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Immunisation reaction |COMIRNATY Not reported ICSE
10012793745 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Drug
withdrawn - [n/a -
1{DF} -
Intramuscular])
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Chest pain (n/a - COMIRNATY Not reported ICSE
10012793751 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Drug
Menstruation irregular |withdrawn - [n/a -
(n/a - Unknown - ), 1{DF} -
Intramuscular])
Oedema peripheral
(n/a-
Recovered/Resolved -
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |[Female |No Dysmenorrhoea (n/a - | COMIRNATY Not reported ICSE
10012793757 Healthcare |Economic Years Recovering/Resolving - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Drug
Menstruation delayed |withdrawn - [n/a -
(n/a- 1{DF} -
Recovering/Resolving - | Intramuscular])
EU-EC- 20/06/2022 | Spontaneous |Non Non Not available 12-17 |Not Female |No Systemic lupus TOZINAMERAN Not reported ICSF
10012793826 Healthcare |European Years |Specified erythematosus (n/a - |[TOZINAMERAN] (S
Professional |Economic Unknown - Other - COVID-19
Area Medically Important ~ |immunisation - Not
Condition) applicable - [1d -
n/a - n/a])
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Dermal cyst (n/a - COMIRNATY Not reported ICSFk
10012793887 Healthcare  |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Asthenia (n/a - Not COMIRNATY Not reported ICSF
10012793914 Professional |Economic Years Recovered/Not [TOZINAMERAN] (S
Area Resolved - ), - COVID-19
immunisation - Not
Headache (n/a - Not |applicable - [1d -
Recovered/Not 1{DF} -
Resolved - ) Intramuscular])
EU-EC- 20/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No Immunisation reaction |COMIRNATY Not reported ICSE
10012793940 Professional | Economic Years (2d - [TOZINAMERAN] (S
Area Recovered/Resolved - |- COVID-19
) immunisation - Not
applicable - [1d -
Lymphadenopathy (6d |1{DF} -
- Recovered/Resolved |Intramuscular])
-)
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Injection site pain (1d |COMIRNATY Not reported ICSE
10012794003 Healthcare |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - Not
Vaccination site pain  |applicable - [1d -
- 1{DF} -
Recovered/Resolved - |Intramuscular])
EU-EC- 20/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Vaccination site pain | COMIRNATY Not reported ICSk
10012794004 Healthcare |Economic Years (1d - [TOZINAMERAN] (S
Professional |Area - COVID-19
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Recovered/Resolved - |immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 20/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Immunisation reaction |COMIRNATY Not reported ICSF
10012794005 Healthcare |Economic Years (1id - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Male No Asthenia (1d - COMIRNATY Not reported ICSFk
10012794006 Healthcare  |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area , - COVID-19
immunisation - Not
Headache (1d - applicable - [1d -
Recovered/Resolved - |1{DF} -
) Intramuscular])
Injection site pain (1d
- Recovered/Resolved
-)
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Immunisation reaction |COMIRNATY Not reported ICSFk
10012794009 Healthcare |Economic Years (2d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
, immunisation - Not
applicable - [1d -
Insomnia (1d - 1{DF} -
Recovered/Resolved - |Intramuscular])
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Child Male No Injection site pain (2d |COMIRNATY Not reported ICSF
10012794023 Healthcare |Economic Years - Recovered/Resolved |[TOZINAMERAN] (S
Professional |Area -) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Vaccination site joint |COMIRNATY Not reported ICSE
10012794024 Healthcare |Economic Years pain (1d - [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
) immunisation - Not
applicable - [1d -
Vaccination site pain | 1{DF} -
(1d - Intramuscular])
Recovered/Resolved -
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Menstrual disorder COMIRNATY Not reported ICSE
10012794025 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovered/Resolved - |- COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Adolescent |Female |No Angioedema (n/a - COMIRNATY Not reported ICSE
10012794080 Healthcare  |Economic Years Recovered/Resolved - |[TOZINAMERAN] (S
Professional |Area ) - COVID-19
immunisation - Not
applicable - [1d -
1{DF} -
Intramuscular])
EU-EC- 20/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Menometrorrhagia COMIRNATY Not reported ICSFk
10012794148 Healthcare |Economic Years (n/a- [TOZINAMERAN] (S
Professional |Area Recovering/Resolving - |- COVID-19
, immunisation - Not
applicable - [1d -
Pollakiuria (n/a - 1{DF} -
Recovering/Resolving - | Intramuscular])
EU-EC- 20/06/2022 | Spontaneous |Non European |Not available 12-17 |Not Female |No Chills (n/a - COMIRNATY [SERTRALINE] (C-  |ICSF
10012794592 Healthcare |Economic Years |Specified Recovering/Resolving - |[TOZINAMERAN] (S |n/a - n/a-[n/a-n/a
Professional |Area ), -nfa-nfa-[nfa- |-Oral])
n/a - n/a])
Fatigue (n/a -
Recovering/Resolving -
Malaise (n/a -
Recovering/Resolving -
Myalgia (n/a -
Recovering/Resolving -
Pain (n/a -
Recovering/Resolving -
)
Pyrexia (n/a -
Recovering/Resolving -
»
Vaccination site pain
(n/a-
Recovering/Resolving -
EU-EC- 20/06/2022 |Spontaneous |Healthcare |Non Not available 12-17 |Not Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012795467 Professional |European Years |Specified Unknown - Other [TOZINAMERAN] (S
Economic Medically Important |- COVID-19
Area Condition), immunisation - Not
applicable - [1d -
Chest pain (n/a - n/a-n/a-Morein
Recovering/Resolving - |ICSR])
Other Medically
Important Condition),
Drug ineffective (n/a -
Unknown - Other
Medically Important
Condition),
Pyrexia (n/a -
Recovering/Resolving -
EU-EC- 20/06/2022 |Spontaneous |Non European |Not available 12-17 |Adolescent |Female [No Asthenia (n/a - Not COMIRNATY Not reported ICSFk
10012797286 Healthcare |Economic Years Recovered/Not [TOZINAMERAN] (S
Professional |Area Resolved - ), - Immunisation - n/a
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Fatigue (n/a - Not
Recovered/Not
Resolved - ),

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

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

EU-EC-
10012797897

20/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Male

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

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

Electrocardiogram T
wave inversion (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

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

Not reported

EU-EC-
10012799181

20/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

Pyrexia (n/a -
Unknown - ),

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

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

Not reported

(9]
]

EU-EC-
10012801458

20/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

12-17
Years

Not
Specified

Female

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

Cerebral venous sinus
thrombosis (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

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

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

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

Not reported

%}
£

EU-EC-
10012801490

20/06/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Nguyen, T. DISCUSSING ABOUT
TWO CASES OF CARDITIS AND
PERICARDITIS IN YOUNG PATIENTS
AFTER VACCINATION WITH
PFIZER&apos;S COVID-19 VACCINE,
TREATED AT DUC GIANG GENERAL
HOSPITAL&apos;S. Vietnam Medical
Journal. 2022;514:282-287

12-17
Years

Not
Specified

Male

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

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

Not reported

(%]
I

EU-EC-
10012783441

19/06/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

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

Not available

12-17
Years

Not
Specified

Not
Specified

No

Chest discomfort (n/a
- Unknown - ),

Headache (n/a -
Unknown - ),

Hypotension (n/a -

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

Not reported

@]
T
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Unknown - ),
Somnolence (n/a -
Unknown - )
EU-EC- 19/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Not Male No Blood pressure COMIRNATY Not reported ICSF
10012783639 Professional | Economic Years |Specified abnormal (n/a - [TOZINAMERAN] (S
Area Unknown - ), - COVID-19
immunisation - Not
Vertigo (n/a - applicable - [n/a -
Recovered/Resolved - |1{DF} -
) Intramuscular])
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSFk
10012774512 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012774516 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012774519 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nfa-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012774534 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012774589 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012774590 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSFE
10012774615 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012774623 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012774633 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012774657 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012774667 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012774692 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 51/54
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Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012774701 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012774736 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No COVID-19 (n/a - COMIRNATY Not reported ICSk
10012774774 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSk
10012774800 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nfa-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012774827 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012774863 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012774941 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous | Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012774952 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012774963 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012774976 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012774990 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012775006 Professional | Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012775019 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 52/54
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Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012775028 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012775072 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012775087 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012775114 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nf/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012775175 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012775196 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nf/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012775221 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSFE
10012775275 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012775276 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012775306 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012775357 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012775367 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012775378 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
https://dap.ema.europa.eu/analytics/saw.dlI?Go 53/54
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Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012775466 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012775517 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Female [No COVID-19 (n/a - COMIRNATY Not reported ICSk
10012775548 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a - [n/a -
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 |Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012775551 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-nfa-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012775564 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a - n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012775565 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |[Female |No COVID-19 (n/a - COMIRNATY Not reported ICSE
10012775580 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important -nfa-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent |Male No COVID-19 (n/a - COMIRNATY Not reported ICSFE
10012775590 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/06/2022 | Spontaneous |Healthcare |European |Not available 12-17 |Adolescent | Male No COVID-19 (n/a - COMIRNATY Not reported ICSF
10012776057 Professional |Economic Years Unknown - Other [TOZINAMERAN] (S
Area Medically Important |- n/a-n/a-[n/a-
Condition), n/a-
Intramuscular])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
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