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Primary
EV . Source . Patient P Suspect/interacting Drug List Concomitant/Not Adr
Primary Patient . Parent |Reaction List PT S .
EU Local Gateyvay Report Type |Source Country Literature Reference Age Age Group |Patient Child | (Duration — Outcome (Dryg Char - Indlcatlpn PT - Drug LIS.t (Drug Char
Number Receipt Qualification for Grou (as per Sex Report |- Seriousness Criteria) Action taken - [Duration - Dose - |PT - Action taken - [[
Date Regulatory P reporter) P Route]) Dose - Route])
Purposes
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Male No Vomiting (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014104682 Professional |Economic Years |Specified Recovered/Resolved - |- COVID-19 immunisation - n/a -
Area ) [n/a - n/a - Intramuscular use])
EU-EC- 25/11/2022 |Spontaneous |Non Non Not available 3-11  |Not Male No Inappropriate COMIRNATY [TOZINAMERAN] (S |Not reported
10014104759 Healthcare |European Years |Specified schedule of product |- COVID-19 immunisation - Not
Professional |Economic administration (n/a - |applicable - [1d - n/a -
Area Unknown - ), Intramuscular use])
Type 1 diabetes
mellitus (n/a - Not
Recovered/Not
Resolved - Life
Threatening, Other
Medically Important
Condition)
EU-EC- 25/11/2022 |Spontaneous |Non European |Not available 3-11  |Not Female |No Diarrhoea (38a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014105040 Healthcare |Economic Years |Specified Recovered/Resolved - |- Immunisation - n/a - [n/a - n/a
Professional |Area ), - n/al),
Menstrual disorder VAXZEVRIA [COVID-19 VACCINE
(38a- ASTRAZENECA (CHADOX1 NCOV-
Recovered/Resolved - |19)] (S - Immunisation - n/a -
) [n/a - n/a - n/a])
Menstruation delayed
(n/a - Unknown - )
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Female |No Myalgia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014105707 Professional |Economic Years |Specified Unknown - ) - COVID-19 immunisation - n/a -
Area [n/a - n/a - Intramuscular use])
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  [Not Male No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014106688 Professional |Economic Years |Specified Recovered/Resolved - |- COVID-19 immunisation - n/a -
Area ) [n/a - n/a - Intramuscular use])
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Male No Abdominal pain (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10014107328 Professional |Economic Years |Specified Recovered/Resolved - |- COVID-19 immunisation - n/a -
Area ) [n/a - .2mL - Intramuscular use])
Body temperature
increased (n/a -
Recovered/Resolved -
)
Emotional distress
(n/a-
Recovered/Resolved -
)
Headache (n/a -
Recovered/Resolved -
)
Vomiting (n/a -
Recovered/Resolved -
)
EU-EC- 25/11/2022 | Spontaneous |Healthcare |European |Not available 3-11  |Child Female |No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10014111245 Professional |Economic Years lymphadenopathy - COVID-19 immunisation - Not
Area (n/a - Unknown - ) applicable - [1d - 1{DF} - n/a])
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10014111254 Professional |Economic Years swelling (n/a - - COVID-19 immunisation - Not
Area Unknown - ) applicable - [1d - 1{DF} - n/a])
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Female [No Vaccination site pain  |COMIRNATY [TOZINAMERAN] (S |Not reported
10014111270 Professional |Economic Years (n/a - Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Vaccination site pain  |COMIRNATY [TOZINAMERAN] (S |Not reported
10014111285 Professional |Economic Years (n/a - Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10014111301 Professional |Economic Years discomfort (n/a - - COVID-19 immunisation - Not
Area Unknown -) applicable - [1d - 1{DF} - n/a])
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11 |Child Female |No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014111302 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Rash (n/a - Unknown
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10014111307 Professional |Economic Years lymphadenopathy - COVID-19 immunisation - Not
Area (33d - applicable - [1d - 1{DF} - n/a])
Recovered/Resolved -
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11 |Child Female |No Malaise (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014111309 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Pyrexia (n/a -
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11 | Child Female |No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10014111314 Professional | Economic Years inflammation (n/a - |- COVID-19 immunisation - Not
Area Unknown - ), applicable - [1d - 1{DF} - n/a])
Vaccination site pain
(n/a - Unknown - )
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Female [No Eyelid oedema (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10014111316 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Oedema mouth (n/a -
Unknown - )
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Asthenia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014111335 Professional | Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Cough (n/a -
Unknown - ),
Myalgia (n/a -
Unknown - ),
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Pyrexia (n/a -
Unknown - )
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11 | Child Male No Dizziness (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014111338 Professional |Economic Years Recovering/Resolving |- COVID-19 immunisation - Not
Area =) applicable - [1d - 1{DF} - n/a])
Headache (n/a -
Recovering/Resolving
Malaise (3d -
Recovering/Resolving
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11 |Child Male No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014111347 Professional |Economic Years Recovering/Resolving |- COVID-19 immunisation - Not
Area =) applicable - [1d - 1{DF} - n/a])
Vomiting (1d -
Recovering/Resolving
-)
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014111426 Professional | Economic Years Unknown -) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 25/11/2022 |Spontaneous |Healthcare |European |Not available 3-11 |Child Male No Pyrexia (2d - COMIRNATY [TOZINAMERAN] (S |Not reported
10014111443 Professional | Economic Years Recovered/Resolved - |- COVID-19 immunisation - Not
Area ) applicable - [1d - 1{DF} - n/a])
EU-EC- 25/11/2022 | Spontaneous |Healthcare |European |Not available 3-11  |Child Female |No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10014111449 Professional |Economic Years lymphadenopathy - COVID-19 immunisation - Not
Area (n/a - Unknown - ), |applicable - [1d - 1{DF} - n/a])
Vaccination site pain
(n/a - Unknown - )
EU-EC- 25/11/2022 |Spontaneous |Non European |Not available 3-11  |Child Male No Haemangioma (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10014111471 Healthcare |Economic Years Not Recovered/Not - COVID-19 immunisation - Drug
Professional |Area Resolved - Other withdrawn - [1d - .3mL -
Medically Important | Intravenous use])
Condition)
EU-EC- 24/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Male No Rash (n/a - Unknown |COMIRNATY [TOZINAMERAN] (S |Not reported
10014095468 Professional |Economic Years |Specified =) - COVID-19 immunisation - n/a -
Area [n/a - n/a - Intramuscular use])
Urticaria (n/a -
Unknown -)
EU-EC- 24/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Male No Angioedema (3h - COMIRNATY [TOZINAMERAN] (S |Not reported
10014096836 Professional |Economic Years |Specified Recovered/Resolved - |- COVID-19 immunisation - n/a -
Area ) [n/a - n/a - Intramuscular use])
EU-EC- 24/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Lymphadenopathy COMIRNATY [TOZINAMERAN] (S |Not reported
10014101154 Professional |Economic Years (n/a - Unknown - ), |- COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Pain (n/a - Unknown -
EU-EC- 24/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Headache (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014101160 Professional | Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Vaccination site pain
(n/a - Unknown - )
EU-EC- 23/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Male No Diarrhoea (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014085801 Professional | Economic Years |Specified Unknown - ), - COVID-19 immunisation - n/a -
Area [n/a - n/a - Intramuscular use])
Lymph node pain (n/a
- Unknown - ),
Lymphadenopathy
(n/a - Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 23/11/2022 |Spontaneous |Healthcare |European |Not available 3-11 | Child Female |No Headache (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014091564 Professional |Economic Years Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 23/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Female [No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014091646 Professional |Economic Years Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 21/11/2022 |Spontaneous |Healthcare |Non Not available 3-11 |Not Male No Cough (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014064309 Professional |European Years |Specified Recovering/Resolving |- COVID-19 immunisation - Not
Economic - Caused/Prolonged  |applicable - [1d - n/a -
Area Hospitalisation), Intramuscular use])
Nasopharyngitis (n/a
- Unknown - ),
Pyrexia (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 21/11/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014067315 Professional |European Years |Specified Recovering/Resolving |- COVID-19 immunisation - Not
Economic - Caused/Prolonged  |applicable - [1d - n/a -
Area Hospitalisation), Intramuscular use])
Vomiting (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)
EU-EC- 21/11/2022 |Spontaneous |Non Non Not available 3-11 |Not Male No Decreased appetite |COMIRNATY [TOZINAMERAN] (S |Not reported
10014067582 Healthcare |European Years |Specified (n/a - Unknown - ), |- COVID-19 immunisation - Not
Professional |Economic applicable - [n/a - 10ug - n/a])
Area Fatigue (n/a -
Unknown - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 21/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10014070140 Professional |Economic Years lymphadenopathy - COVID-19 immunisation - Not
Area (n/a - Unknown - ) applicable - [1d - 1{DF} - n/a])
EU-EC- 21/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Vaccination site pain  |COMIRNATY [TOZINAMERAN] (S |Not reported
10014070144 Professional |Economic Years (n/a - Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
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EU-EC- 19/11/2022 |Spontaneous |Non European |Not available 3-11  |Not Female [No Amenorrhoea (nfa - |COMIRNATY [TOZINAMERAN] (S |Not reported
10014051959 Healthcare |Economic Years |Specified Not Recovered/Not - COVID-19 immunisation - Dose
Professional |Area Resolved - ), not changed - [n/a - 1{DF} -
Intramuscular use])
Arrhythmia (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Fibromyalgia (n/a -
Not Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)
EU-EC- 18/11/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Convulsion in COMIRNATY [TOZINAMERAN] (S |Not reported
10014041208 Professional |European Years |Specified childhood (10h - - COVID-19 immunisation - Not
Economic Recovered/Resolved - |applicable - [1d - n/a - n/a]),
Area Other Medically
Important Condition), |[A/HONG KONG/4801/2014
(H3N2)-LIKE STRAIN (A/HONG
Cyanosis (10h - KONG/4801/2014, X-263B),
Recovered/Resolved - |B/BRISBANE/60/2008-LIKE
Other Medically STRAIN (B/BRISBANE/60/2008,
Important Condition), |WILD TYPE),
A/CALIFORNIA/7/2009
Depressed level of (H1N1)PDM09-DERIVED STRAIN
consciousness (10h - |USED (NYMC X-181), A/HONG
Recovered/Resolved - |KONG/4801/2014 (H3N2)-LIKE
Other Medically STRAIN (A/HONG
Important Condition), |KONG/4801/2014, X-263B),
B/BRISBANE/60/2008-LIKE
Epilepsy (10h - STRAIN (B/BRISBANE/60/2008,
Recovered/Resolved - |WILD TYPE),
Other Medically A/MICHIGAN/45/2015
Important Condition), |(H1N1)PDM09-LIKE STRAIN
(A/SINGAPORE/GP1908/2015,
Febrile convulsion IVR-180), INFLUENZA VACCINE]
(10h - (S - n/a - Not applicable - [1d -
Recovered/Resolved - |n/a - n/a])
Other Medically
Important Condition),
Pyrexia (10h -
Recovered/Resolved -
Other Medically
Important Condition),
Vomiting (10h -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 18/11/2022 |Spontaneous |Healthcare |European |Not available 3-11 | Child Female |No Headache (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014050791 Professional | Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Malaise (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 18/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Female [No Headache (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014051149 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Nasal congestion (n/a
- Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 17/11/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Bone pain (n/a - TOZINAMERAN [TOZINAMERAN] |Not reported
10014028805 Professional |European Years |Specified Unknown - ), (S - COVID-19 immunisation - Not
Economic applicable - [1d - .2mL -
Area Pain in jaw (n/a - Intramuscular use])
Recovered/Resolved -
Caused/Prolonged
Hospitalisation,
Disabling, Other
Medically Important
Condition),
Pyrexia (n/a -
Recovering/Resolving
Speech disorder (n/a
- Recovered/Resolved
Temporomandibular
joint syndrome (n/a -
Unknown - )
EU-EC- 17/11/2022 | Spontaneous |Healthcare |European |Not available 3-11 |Adolescent |Female |No Intermenstrual COMIRNATY [TOZINAMERAN] (S |Not reported
10014035642 Professional |Economic Years bleeding (n/a - Not |- COVID-19 immunisation - Not
Area Recovered/Not applicable - [1d - 1{DF} -
Resolved - ) Intramuscular use])
EU-EC- 17/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Female [No Headache (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10014039123 Professional | Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Lip oedema (n/a -
Unknown - ),
Nasopharyngitis (n/a
- Unknown - ),
Oropharyngeal pain
(n/a - Unknown - )
EU-EC- 16/11/2022 |Spontaneous |Non Non Not available 3-11  |Not Male No Abdominal pain upper |COMIRNATY [TOZINAMERAN] (S |Not reported
10014021435 Healthcare |European Years |Specified (n/a - Unknown - ), |- COVID-19 immunisation - Not
Professional |Economic applicable - [1d - n/a - n/a])
Area Asthenia (n/a -
Unknown - ),
Blood insulin
decreased (n/a -
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Unknown -‘),

Blood thyroid
stimulating hormone
increased (n/a -
Unknown - ),

Eye disorder (n/a -
Unknown - ),

Haemoglobin
increased (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Neutrophil percentage
decreased (n/a -
Unknown - ),

Pollakiuria (n/a -
Unknown - ),

Red blood cell count
increased (n/a -
Unknown - ),

Thirst (n/a - Unknown

4

Throat irritation (n/a -
Unknown - ),

Thyroid disorder (n/a
- Unknown - ),

Type 1 diabetes
mellitus (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Vomiting (n/a -
Unknown - ),

Weight gain poor (n/a

- Unknown - )
EU-EC- 16/11/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Bell's palsy (n/a - Not |COMIRNATY [TOZINAMERAN] (S |[THIAMINE HYDROCI
10014026383 Professional |European Years |Specified Recovered/Not - n/a - Not applicable - [n/a - n/fa |RETINOL] (C-n/a-1
Economic Resolved - Other - n/al), changed - [n/a - n/a
Area Medically Important
Condition) [A/HONG KONG/4801/2014
(H3N2)-LIKE STRAIN (A/HONG
KONG/4801/2014, X-263B),
B/BRISBANE/60/2008-LIKE
STRAIN (B/BRISBANE/60/2008,
WILD TYPE),
A/CALIFORNIA/7/2009
(H1N1)PDM09-DERIVED STRAIN
USED (NYMC X-181), A/[HONG
KONG/4801/2014 (H3N2)-LIKE
STRAIN (A/HONG
KONG/4801/2014, X-263B),
B/BRISBANE/60/2008-LIKE
STRAIN (B/BRISBANE/60/2008,
WILD TYPE),
A/MICHIGAN/45/2015
(H1N1)PDMO09-LIKE STRAIN
(A/SINGAPORE/GP1908/2015,
IVR-180), INFLUENZA VACCINE]
(S - n/a - Not applicable - [n/a -
n/a - n/a]),
[DIPHTHERIA, TETANUS,
PERTUSSIS (ACELLULAR,
COMPONENT) AND
POLIOMYELITIS (INACTIVATED)
VACCINE (ADSORBED)] (S - n/a -
Not applicable - [n/a - n/a - n/al),
[MEASLES, MUMPS, RUBELLA
AND VARICELLA VACCINE (LIVE)]
(S - n/a - Not applicable - [n/a -
n/a - n/al)
EU-EC- 16/11/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No COVID-19 (n/a - TOZINAMERAN [TOZINAMERAN] |Not reported
10014026754 Professional |European Years |Specified Unknown - Other (S - COVID-19 immunisation - Not
Economic Medically Important  |applicable - [1d - n/a - n/a])
Area Condition),
Drug ineffective (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 16/11/2022 | Spontaneous |Healthcare |Non Not available 3-11  |Not Male No COVID-19 (n/a - TOZINAMERAN [TOZINAMERAN] [Not reported
10014026770 Professional |European Years |Specified Unknown - Other (S - COVID-19 immunisation - Not
Economic Medically Important | applicable - [1d - n/a - n/a])
Area Condition),
Drug ineffective (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 16/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Abdominal pain (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10014027565 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Headache (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 15/11/2022 |Spontaneous |Non European |Not available 3-11 |Child Female |No Menstrual disorder COMIRNATY [TOZINAMERAN] (S |Not reported
10014009948 Healthcare |Economic Years (n/a - Not - COVID-19 immunisation - n/a -
Professional |Area Recovered/Not [n/a - n/a - Subcutaneous use])
Resolved - )
EU-EC- 15/11/2022 | Spontaneous |Non Non Not available 3-11  |Not Female |No COvVID-19 (n/a - TOZINAMERAN [TOZINAMERAN] |Not reported
10014010393 Healthcare |European Years |Specified Unknown - Other (S - COVID-19 immunisation - Not
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Medically Important
Condition),

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

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

EU-EC-
10014010525

15/11/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Productive cough (n/a

Recovering/Resolving

4

Pyrexia (n/a -
Recovering/Resolving

4

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

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

Not reported

EU-EC-
10014013526

15/11/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

Chills (n/a -
Recovering/Resolving

4

Pyrexia (n/a -
Recovering/Resolving

4

Temperature
regulation disorder
(n/a-
Recovering/Resolving

=)

Tremor (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10013992750

14/11/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10013993892

14/11/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Headache (n/a -
Recovered/Resolved -

',

Pyrexia (n/a -
Recovered/Resolved -
)

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

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

Not reported

EU-EC-
10013977654

11/11/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

Syncope (60s -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - n/a -
[n/a - 10ug - Intramuscular use])

Not reported

EU-EC-
10013977822

11/11/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Ariyoshi, T.. A case of

Childhood Primary Angiitis of
the Central Nervous System
after the new coronavirus

. The 54th Annual

vaccine
Meeting of the Japanese

Society for Pediatric Infectious

Disease. 2022;185

3-11
Years

Not
Specified

Male

No

Central nervous
system vasculitis (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Cerebral artery
stenosis (n/a -
Unknown - Other
Medically Important
Condition),

Emotional disorder
(n/a - Unknown - ),

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

Irritability (n/a -
Unknown - ),

Latent tuberculosis
(n/a - Unknown - ),

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

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

Restlessness (n/a -
Unknown - ),

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

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Not
applicable - [1d - .2mL -
Intramuscular use])

Not reported

EU-EC-
10013977980

11/11/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Not
Specified

No

Asthma (n/a -
Unknown - ),

Inappropriate
schedule of product

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

[FLUTICASONE PROF
SALMETEROL, FLUTI!
PROPIONATE, SALME
XINAFOATE] (C - n/a
- n/a-n/a]),
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administration (n/a -
Unknown -) [FLUTICASONE PROF
-n/a-nfa-[nfa-n/
[PHLEUM PRATENSE,
PRATENSE (225), PH
PRATENSE POLLEN, |
PRATENSE POLLEN E
TIMOTHY GRASS POI
EXTRACT] (C-n/a -
n/a - n/al)
EU-EC- 11/11/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Incorrect dose TOZINAMERAN [TOZINAMERAN] |Not reported
10013983106 Professional |European Years |Specified administered (n/a-  |(S - COVID-19 immunisation - Not
Economic Unknown - ), applicable - [n/a - 20ug - n/a])
Area
Kidney infection (n/a
- Unknown - Other
Medically Important
Condition),
Overdose (n/a -
Unknown - ),
Product preparation
error (n/a - Unknown
-
Urinary tract infection
(n/a - Unknown - )
EU-EC- 11/11/2022 | Spontaneous |Non European |Not available 3-11  |Not Not No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] (S |[FLUTICASONE PROF
10013983550 Healthcare |Economic Years |Specified |Specified Unknown - Other - COVID-19 immunisation - Not ~ |SALMETEROL, FLUTI!
Professional |Area Medically Important | applicable - [1d - n/a - n/a]) PROPIONATE, SALME
Condition), XINAFOATE] (C - n/a
- n/a-n/al),
Vaccination failure
(n/a - Unknown - [FLUTICASONE PROF
Other Medically -nfa-nfa-[nfa-n/
Important Condition)
[PHLEUM PRATENSE,
PRATENSE (225), PH
PRATENSE POLLEN, |
PRATENSE POLLEN E
TIMOTHY GRASS POI
EXTRACT] (C-n/a -
n/a - n/a])
EU-EC- 10/11/2022 |Spontaneous |Non Non Not available 3-11  |Not Female [No Pyrexia (n/a - Not TOZINAMERAN [TOZINAMERAN] |Not reported
10013965815 Healthcare |European Years | Specified Recovered/Not (S - COVID-19 immunisation - Not
Professional | Economic Resolved - Other applicable - [1d - n/a -
Area Medically Important | Intramuscular use])
Condition)
EU-EC- 10/11/2022 | Spontaneous |Non European |Not available 3-11  |Not Not No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013971345 Healthcare |Economic Years |Specified |Specified Unknown - Other - COVID-19 immunisation - Not
Professional |Area Medically Important | applicable - [1d - n/a - n/a])
Condition),
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 10/11/2022 | Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Henoch-Schonlein COMIRNATY [TOZINAMERAN] (S |[CETIRIZINE, CETIRI
10013973957 Professional |European Years | Specified purpura (n/a - Not - n/a - Not applicable - [n/a - n/a |DIHYDROCHLORIDE]
Economic Recovered/Not - Intramuscular use]), Dose not changed - [
Area Resolved - Other n/a])
Medically Important  |[B/PHUKET/3073/2013-LIKE
Condition) STRAIN, A/MICHIGAN/45/2015
(H1N1)PDMO09-LIKE STRAIN
(A/SINGAPORE/GP1908/2015,
IVR-180), B/COLORADO/06/2017-
LIKE VIRUS (B/VICTORIA/2/87
LINEAGE)
(B/MARYLAND/15/2016, NYMC
BX-69A), A/SINGAPORE/INFIMH-
16-0019/2016 (H3N2)-LIKE
STRAIN (A/SINGAPORE/INFIMH-
16-0019/2016, IVR-186)] (S - n/a
- Not applicable - [n/a - n/a -
Intramuscular use])
EU-EC- 09/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Female [No Breast inflammation |COMIRNATY [TOZINAMERAN] (S |Not reported
10013954592 Professional |Economic Years |Specified (n/a- - COVID-19 immunisation - n/a -
Area Recovered/Resolved - |[n/a - n/a - Intramuscular use])
Other Medically
Important Condition),
Lymphadenopathy
(n/a - Unknown -
Other Medically
Important Condition),
Pain in extremity (n/a
- Unknown - Other
Medically Important
Condition)
EU-EC- 09/11/2022 | Spontaneous |Non European |Not available 3-11  |Not Not No Pain (n/a - Unknown - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013955392 Healthcare |Economic Years |Specified |Specified - COVID-19 immunisation - Not
Professional |Area applicable - [1d - n/a - n/a])
EU-EC- 09/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Female |No Abdominal pain (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013957130 Professional |Economic Years |Specified Unknown - ), - COVID-19 immunisation - n/a -
Area [n/a - n/a - Intramuscular use])
Pyrexia (n/a -
Recovered/Resolved -
)
Vomiting (n/a -
Unknown -)
EU-EC- 09/11/2022 |Spontaneous |Non Non Not available 3-11  |Not Female |No Pyrexia (5592min - COMIRNATY [TOZINAMERAN] (S |Not reported
10013959407 Healthcare |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Professional |Economic Caused/Prolonged applicable - [1d - n/a -
Area Hospitalisation), Intramuscular use])
Vomiting (5592min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/11/2022 | Spontaneous |Non European |Not available 3-11  |Not Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013960158 Healthcare |Economic Years | Specified Unknown - Other - COVID-19 immunisation - Not
Professional |Area Medically Important | applicable - [1d - n/a - n/a])
Condition),
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Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 08/11/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013943794 Professional |European Years |Specified Unknown - Other - COVID-19 immunisation - Not
Economic Medically Important  |applicable - [n/a - n/a -
Area Condition), Intramuscular use])
Drug ineffective (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 08/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Not No Pruritus (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013945484 Professional |Economic Years |Specified |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Area ) applicable - [n/a - n/a - n/a])
Urticaria (n/a -
Recovered/Resolved -
EU-EC- 08/11/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Diarrhoea (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013949787 Professional |European Years |Specified Recovering/Resolving |- COVID-19 immunisation - Not
Economic - Other Medically applicable - [1d - .2mL - n/a])
Area Important Condition),
Pyrexia (n/a -
Recovering/Resolving
- Other Medically
Important Condition),
Vomiting (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 08/11/2022 | Spontaneous |Non European |Not available 3-11 |Adolescent |Male No Off label use (1d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013950400 Healthcare |Economic Years Recovered/Resolved - |- COVID-19 immunisation - Not
Professional |Area ) applicable - [1d - n/a -
Intramuscular use])
Vaccination site pain
(n/a -
Recovered/Resolved -
EU-EC- 08/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Female [No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10013952421 Professional |Economic Years lymphadenopathy - COVID-19 immunisation - Not
Area (n/a- applicable - [1d - .2mL -
Recovering/Resolving |Intramuscular use])
EU-EC- 08/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Lymphadenopathy COMIRNATY [TOZINAMERAN] (S |Not reported
10013952422 Professional |Economic Years (5d - - COVID-19 immunisation - Not
Area Recovered/Resolved - |applicable - [1d - .2mL -
Intramuscular use])
EU-EC- 08/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Axillary pain (3d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013952423 Professional |Economic Years Recovered/Resolved - |- COVID-19 immunisation - Not
Area ) applicable - [1d - .2mL -
Intramuscular use])
Lymphadenopathy
( -
Recovered/Resolved -
EU-EC- 07/11/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Arthritis reactive (n/a |COMIRNATY [TOZINAMERAN] (S |Not reported
10013934053 Professional |Economic Years - Not Recovered/Not |- COVID-19 immunisation - n/a -
Area Resolved - Other [n/a - n/a - n/a])
Medically Important
Condition),
Immobile (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 07/11/2022 | Spontaneous |Non European |Not available 3-11 |Not Female [No COVID-19 (10d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013936719 Healthcare |Economic Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Professional |Area Other Medically applicable - [n/a - n/a - n/a])
Important Condition),
Drug ineffective (10d
- Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 07/11/2022 | Spontaneous |Non Non Not available 3-11  |Not Female [No Drug ineffective (n/a - | TOZINAMERAN [TOZINAMERAN] |[MACROGOL 3350] (¢
10013938484 Healthcare |European Years |Specified Unknown - Other (S - COVID-19 immunisation - Not |- [n/a - n/a - n/a])
Professional | Economic Medically Important | applicable - [1d - n/a - n/a])
Area Condition),
Suspected COVID-19
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 07/11/2022 | Spontaneous |Non European |Not available 3-11  |Child Female |No Arthralgia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013941061 Healthcare |Economic Years Recovering/Resolving |- COVID-19 immunisation - Drug
Professional |Area - Other Medically withdrawn - [1d - n/a - n/a])
Important Condition),
Muscular weakness
(n/a-
Recovering/Resolving
- Other Medically
Important Condition),
Myalgia (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 06/11/2022 | Spontaneous |Healthcare |European |Not available 3-11  |Not Male No Urticaria (n/a - COMIRNATY COVID-19 MRNA Not reported
10013932940 Professional |Economic Years |Specified Unknown - ) VACCINE (NUCLEOSIDE
Area MODIFIED) [TOZINAMERAN] (S -
COVID-19 immunisation - n/a -
[n/a - .2mL - Intramuscular use])
EU-EC- 04/11/2022 | Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Cellulitis (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013921030 Professional |European Years | Specified Unknown - Other - COVID-19 immunisation - Not
Economic Medically Important | applicable - [n/a - n/a - n/a])
Area Condition),
Lethargy (n/a -
Unknown - ),
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Pyrexia (n/a -
Unknown - )

EU-EC-
10013922405

04/11/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Therapeutic product
effect decreased (n/a
- Unknown - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10013922753

04/11/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Pyrexia (n/a -
Recovered/Resolved -

»

Vaccination site
erythema (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Vaccination site
oedema (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - n/a -
[n/a - .2mL - Intramuscular use])

Not reported

EU-EC-
10013923110

04/11/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

Vaccination site
reaction (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013923568

04/11/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Pyrexia (n/a -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10013925964

04/11/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

Malaise (10min -
Recovered/Resolved -
)

Pallor (10min -
Recovered/Resolved -

W

Syncope (10min -
Recovered/Resolved -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10013926822

04/11/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10013930510

04/11/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

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

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

Not reported

EU-EC-
10013910363

03/11/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Facial paralysis (n/a -
Recovering/Resolving
- Disabling, Other
Medically Important
Condition)

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

OLOPATADINE [OLOF
(C-n/a-nfa-[n/a-
use])

EU-EC-
10013912985

03/11/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

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

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

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - n/a -
[n/a - .2mL - Intramuscular use])

Not reported

EU-EC-
10013915306

03/11/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

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

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

Not reported

EU-EC-
10013916366

03/11/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Guillain-Barre
syndrome (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

Myalgia (n/a -
Unknown - ),

Myelopathy (n/a - Not
Recovered/Not

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Not
applicable - [1d - 10ug -
Intramuscular use])

Not reported
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Resolved - Other
Medically Important
Condition),

Oedema (n/a -
Recovered/Resolved -

W

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

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

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

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

EU-EC-
10013917648

03/11/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

Vaginal haemorrhage
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013918112

03/11/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Erythema (2d -
Recovered/Resolved -

W

Hyperpyrexia (5d -
Recovered/Resolved -
Other Medically
Important Condition),

Lip swelling (1d -
Recovered/Resolved -
)

Pyrexia (2d -
Recovered/Resolved -

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

Not reported

EU-EC-
10013919433

03/11/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

Headache (n/a -
Unknown - )

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

Not reported

EU-EC-
10013897870

02/11/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Nishimura, W.. A case of a girl
developing cerebral infarction
after SARS-CoV-2 vaccination.
The 73rd Kitanihon Congress of
Japan Pediatric Society.
2022;73rd:72

3-11
Years

Not
Specified

Female

No

Carotid artery
stenosis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

Not reported

EU-EC-
10013898219

02/11/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

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

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

Not reported

EU-EC-
10013904874

02/11/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

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

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

Pain in extremity (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

Vaccination site

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

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

EU-EC-
10013907057

02/11/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

Vaccination site
reaction (n/a -
Unknown - )

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

Not reported

EU-EC-
10013907061

02/11/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

Diplopia (n/a -
Unknown - ),

Dizziness (n/a -
Unknown - )

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

Not reported

EU-EC-
10013907064

02/11/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

Vaccination site
inflammation (n/a -
Unknown - )

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

Not reported

EU-EC-
10013879186

31/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Abdominal pain (21d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Cardiac failure (17d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Decreased appetite
(21d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Diarrhoea (21d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Epstein-Barr virus
infection (21d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Hepatic function
abnormal (21d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Hepatosplenomegaly
(21d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Leukopenia (21d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

N-terminal
prohormone brain
natriuretic peptide
increased (17d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Normocytic anaemia
(21d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (26d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Thrombocytopenia
(21d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Vomiting (21d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013880064

31/10/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

Cardiac disorder (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),

Cough (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

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

Nausea (n/a -
Unknown - ),

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

[A/HONG KONG/4801
(H3N2)-LIKE STRAIN
KONG/4801/2014, X-
B/BRISBANE/60/200¢
STRAIN (B/BRISBANE
WILD TYPE),
A/CALIFORNIA/7/20C
(H1N1)PDMO09-DERIV
USED (NYMC X-181),
KONG/4801/2014 (H:
STRAIN (A/HONG
KONG/4801/2014, X-
B/BRISBANE/60/200¢
STRAIN (B/BRISBANE
WILD TYPE),
A/MICHIGAN/45/201.
(H1N1)PDMO9-LIKE ¢
(A/SINGAPORE/GP19
IVR-180), INFLUENZ/
(N - Immunisation - I
applicable - [n/a - n/:
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Pain (n/a - Unknown -

»

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

Pyrexia (n/a -
Unknown - ),

Wrong product
administered (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)

EU-EC-
10013880816

31/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
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-
10013883332

31/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

Abdominal pain (12h
- Recovered/Resolved

I

Enteritis (12h -
Recovered/Resolved -
)

Vomiting (1d -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10013884611

31/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

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

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

Generalised tonic-
clonic seizure (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Not
applicable - [1d - .2mL - n/a])

Not reported

EU-EC-
10013885717

31/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10013886166

31/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Martora, F.. Herpes Zoster and
Alopecia Areata following
mRNA BNT162b2 COVID-19
vaccine: Controversial immune
effects. Journal of cosmetic
dermatology.
2022;10.1111/jocd.15465.
doi:10.1111/jocd.15465

3-11
Years

Not
Specified

Female

No

Alopecia areata (n/a -
Unknown - ),

Herpes zoster (n/a -
Unknown - )

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

Not reported

EU-EC-
10013886583

31/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

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

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

Not reported

EU-EC-
10013861637

28/10/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

Pyrexia (n/a -
Recovered/Resolved -

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

Not reported
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Caused/Prolonged
Hospitalisation)

EU-EC-
10013861696

28/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

Dengue fever (4d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)

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

Not reported

EU-EC-
10013865675

28/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

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

Heart rate increased
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Not reported

EU-EC-
10013866948

28/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Pyrexia (n/a -
Recovered/Resolved -
)i

Vomiting (n/a -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10013867808

28/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

Vaccination site
lymphadenopathy
(n/a-
Recovered/Resolved -

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Not
applicable - [1d - .2mL -
Intramuscular use])

Not reported

EU-EC-
10013867812

28/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

Pyrexia (2d -
Recovered/Resolved -

)

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Not
applicable - [1d - .2mL -
Intramuscular use])

Not reported

EU-EC-
10013867818

28/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

Muscle contracture
(n/a-
Recovering/Resolving

4

Pain in jaw (n/a -
Recovering/Resolving

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Not
applicable - [1d - .2mL -
Intramuscular use])

Not reported

EU-EC-
10013868638

28/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10013849295

27/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10013850697

27/10/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Immune
thrombocytopenia
(n/a-
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Disabling)

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

Not reported

EU-EC-
10013850713

27/10/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

3-11
Years

Not
Specified

Male

No

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

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

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

[BUDESONIDE, FORM
FUMARATE DIHYDRA
FORMOTEROL FUMAI
BUDESONIDE] (C - A
-[n/a - n/a-n/a]),

[CETIRIZINE, CETIRI
DIHYDROCHLORIDE]
Hypersensitivity - n/a
- n/al),
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Gait disturbance (n/a
- Not Recovered/Not
Resolved - ),

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

Throat clearing (n/a -
Recovered/Resolved -

[MONTELUKAST SOD
Hypersensitivity - n/a
4mg - n/a]),

[MONTELUKAST, MOI
SODIUM] (C-n/a-n
n/a - n/aj),

[SALBUTAMOL SULFA
Asthma - n/a - [n/a -

EU-EC-
10013852013

27/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

Application site pain
(n/a-
Recovered/Resolved -
)

Fatigue (n/a -
Recovered/Resolved -

»

Headache (n/a -
Recovered/Resolved -

»

Pyrexia (n/a -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10013852839

27/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10013856151

27/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Not
Specified

No

Coeliac disease (n/a -
Unknown - Other
Medically Important
Condition)

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

Not reported

EU-EC-
10013858165

27/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

Vaccination site pain
(n/a - Unknown - )

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

Not reported

EU-EC-
10013839510

26/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

Overdose (n/a -
Recovered/Resolved -

'

Product preparation
error (n/a -
Recovered/Resolved -

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

Not reported

EU-EC-
10013840191

26/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

Grimacing (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-
10013841124

26/10/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

Cough (n/a -
Unknown - ),

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

Hypertension (n/a -
Unknown - ),

Iliness (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

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

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

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

Product administered
to patient of
inappropriate age
(n/a - Unknown -
Other Medically
Important Condition),

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

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

Wrong product
administered (n/a -
Unknown - Other
Medically Important
Condition)

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

[A/HONG KONG/4801
(H3N2)-LIKE STRAIN
KONG/4801/2014, X-
B/BRISBANE/60/200¢
STRAIN (B/BRISBANE
WILD TYPE),
A/CALIFORNIA/7/20C
(H1N1)PDMO09-DERIV
USED (NYMC X-181),
KONG/4801/2014 (H:
STRAIN (A/HONG
KONG/4801/2014, X-
B/BRISBANE/60/200¢
STRAIN (B/BRISBANE
WILD TYPE),
A/MICHIGAN/45/201.
(H1N1)PDMO9-LIKE ¢
(A/SINGAPORE/GP19
IVR-180), INFLUENZ/
(N - Immunisation - I
applicable - [n/a - n/:

EU-EC-
10013843666

26/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

Not reported

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

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

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

Herpes zoster
infection neurological
(n/a-
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

Ophthalmic herpes
zoster (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

Pruritus (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged

EU-EC- 26/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Hemiplegia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013844695 Professional |European Years |Specified Unknown - Other - COVID-19 immunisation - Not
Economic Medically Important  |applicable - [n/a - n/a -
Area Condition) Intramuscular use])
EU-EC- 25/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female [No Seizure (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013830074 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Other Medically applicable - [n/a - n/a -
Area Important Condition), |Intramuscular use])
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 25/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Ocular hyperaemia COMIRNATY [TOZINAMERAN] (S |Not reported
10013830076 Professional |European Years |Specified (n/a- - COVID-19 immunisation - Not
Economic Recovering/Resolving |applicable - [n/a - n/a -
Area =), Intramuscular use])
Pyrexia (n/a -
Recovering/Resolving
=k
Rash erythematous
(n/a-
Recovering/Resolving
Septic shock (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 25/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Psychogenic seizure |COMIRNATY [TOZINAMERAN] (S |Not reported
10013830082 Professional |European Years |Specified (n/a- - COVID-19 immunisation - Not
Economic Recovering/Resolving |applicable - [n/a - n/a -
Area - Other Medically Intramuscular use])
Important Condition)
EU-EC- 25/10/2022 | Spontaneous |Healthcare  |Non Not available 3-11  |Not Female |No Immunisation stress- |COMIRNATY [TOZINAMERAN] (S |Not reported
10013830083 Professional |European Years |Specified related response (n/a |- COVID-19 immunisation - Not
Economic - Recovered/Resolved |applicable - [n/a - n/a -
Area =), Intramuscular use])
Psychogenic seizure
(n/a-
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 25/10/2022 | Spontaneous |Healthcare  |Non Not available 3-11  |Not Female |No COVID-19 (24d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013830100 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Other Medically applicable - [1d - .2mL -
Area Important Condition), |Intramuscular use - More in
ICSR])
Drug ineffective (24d
- Recovered/Resolved
- Other Medically
Important Condition)
EU-EC- 25/10/2022 | Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Immunisation stress- |COMIRNATY [TOZINAMERAN] (S |Not reported
10013830161 Professional |European Years |Specified related response (n/a |- COVID-19 immunisation - Not
Economic - Recovered/Resolved |applicable - [n/a - n/a -
Area =), Intramuscular use])
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 25/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Blister (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013830183 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Caused/Prolonged applicable - [1d - n/a -
Area Hospitalisation), Intramuscular use])
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Hospitalisationi,

Scar (n/a - Unknown

4

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

EU-EC-
10013830191

25/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10013830309

25/10/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Febrile convulsion
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10013830386

25/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10013830402

25/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10013832563

25/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Nasal obstruction (n/a
Recovering/Resolving
- Other Medically

Important Condition),

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

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

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

Not reported

EU-EC-
10013833219

25/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10013833367

25/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Autoimmune
haemolytic anaemia
(n/a-
Recovering/Resolving
- Other Medically
Important Condition),

Decreased appetite
(n/a-
Recovering/Resolving
=)

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

Pallor (n/a -
Recovering/Resolving

r

Pyrexia (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10013833738

25/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10013833905

25/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10013835581

25/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

Pyrexia (6d -
Recovered/Resolved -
)

Vaccination site pain

Recovered/Resolved -

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

Not reported

EU-EC-
10013836773

25/10/2022

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

Spontaneous

Healthcare
Professional

Non
European

Not available

3-11
Years

Not
Specified

Female

No

Pyrexia (n/a -
Recovering/Resolving

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

Not reported
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- Other Medically
Important Condition)

applicable - [1d - .2mL -
Intramuscular use])

EU-EC-
10013822299

24/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

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

IBUPROFEN [IBUPRC
IBUPROFEN SODIUM
n/a-[n/a-n/a-n/a

EU-EC-
10013822648

24/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Rash macular (n/a -
Recovered/Resolved -

)

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - n/a -
[n/a - .2mL - Intramuscular use])

Not reported

EU-EC-
10013822706

24/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Pruritus (1mo -
Recovered/Resolved -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Not
applicable - [1d - .2mL -
Intramuscular use])

Not reported

EU-EC-
10013824749

24/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Abdominal pain (n/a -
Recovered/Resolved -
Other Medically

Important Condition),

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

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

Not reported

EU-EC-
10013824994

24/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Abdominal pain (n/a -
Recovering/Resolving
- Other Medically

Important Condition),

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

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

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

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

Multisystem
inflammatory
syndrome in children
(n/a-
Recovering/Resolving
- Other Medically
Important Condition),

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

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

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

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

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

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

Not reported

EU-EC-
10013825918

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

24/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

Ear discomfort (n/a -
Recovering/Resolving
- Other Medically

Important Condition),

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

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

Nasal congestion (n/a

Recovering/Resolving
- Other Medically
Important Condition),

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

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

Not reported

16/58
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Rhinorrhoea (n/a -
Recovering/Resolving
- Other Medically
Important Condition),
Somnolence (n/a -
Recovering/Resolving
- Other Medically
Important Condition),
Thirst (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 24/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female [No Syncope (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013826049 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Other Medically applicable - [n/a - 10ug -
Area Important Condition) |Intramuscular use])
EU-EC- 24/10/2022 |Spontaneous |Healthcare |European |Not available 3-11 | Child Female |No Herpes zoster (10d - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013826190 Professional | Economic Years Recovered/Resolved - |- COVID-19 immunisation - Not
Area ) applicable - [n/a - .2mL -
Intramuscular use])
EU-EC- 24/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female [No Psychogenic seizure |COMIRNATY [TOZINAMERAN] (S |Not reported
10013826298 Professional |European Years |Specified (n/a- - COVID-19 immunisation - Not
Economic Recovered/Resolved - |applicable - [n/a - 10ug -
Area Other Medically Intramuscular use])
Important Condition),
Syncope (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 24/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Angioedema (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013826341 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Other Medically applicable - [n/a - 10ug -
Area Important Condition), |Intramuscular use])
Rash pruritic (n/a -
Recovered/Resolved -
)
EU-EC- 24/10/2022 |Spontaneous |Healthcare |European |Not available 3-11 |Not Male No Abdominal pain (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013826446 Professional |Economic Years |Specified Unknown - ), - Immunisation - n/a - [n/a - n/a
Area - Intramuscular use])
Axillary pain (n/a -
Recovered/Resolved -
)
Headache (n/a -
Unknown - ),
Localised oedema
(n/a-
Recovered/Resolved -
)
Lymphadenopathy
(n/a-
Recovered/Resolved -
EU-EC- 24/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No COVID-19 (1mo - COMIRNATY [TOZINAMERAN] (S |Not reported
10013827156 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Other Medically applicable - [1d - n/a -
Area Important Condition) |Intramuscular use])
EU-EC- 24/10/2022 | Spontaneous |Non Non Not available 3-11  |Not Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013828680 Healthcare |European Years |Specified Unknown - Other - COVID-19 immunisation - Not
Professional |Economic Medically Important  |applicable - [1d - n/a -
Area Condition), Intramuscular use - More in
ICSR])
Drug ineffective (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 23/10/2022 |Spontaneous |Non European |Not available 3-11  |Not Female [No Body temperature COMIRNATY [TOZINAMERAN] (S |Not reported
10013811242 Healthcare |Economic Years |Specified increased (4d - - COVID-19 immunisation - Not
Professional |Area Recovering/Resolving |applicable - [n/a - 1{DF} -
=), Intramuscular use])
Nasal congestion (4d
Recovering/Resolving
EU-EC- 23/10/2022 | Spontaneous |Non European |Not available 3-11  |Not Female |No Eye pain (2d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013811261 Healthcare |Economic Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Professional |Area ) applicable - [n/a - 1{DF} -
Intramuscular use])
Malaise (2d -
Recovered/Resolved -
)
Nasopharyngitis (1d -
Recovered/Resolved -
)
Oropharyngeal pain
2d -
Recovered/Resolved -
Vaccination site pain
(2d -
Recovered/Resolved -
EU-EC- 21/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Male No Dermatitis allergic COMIRNATY [TOZINAMERAN] (S |Not reported
10013800133 Professional |Economic Years |Specified (n/a - Unknown - ), |- COVID-19 immunisation - n/a -
Area [n/a - n/a - Intramuscular use])
Rash (n/a - Unknown
EU-EC- 21/10/2022 | Spontaneous | Healthcare  |Non Not available 3-11  |Not Female |No Hypoaesthesia (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013800388 Professional |European Years |Specified Recovering/Resolving |- COVID-19 immunisation - Not
Economic - Other Medically applicable - [n/a - n/a -
Area Important Condition), |Intramuscular use])
Muscular weakness
(n/a-
Recovering/Resolving
- Other Medically
Important Condition)
https://dap.ema.europa.eu/analytics/saw.dlI?Go 17/58
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EU-EC- 21/10/2022 | Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Constipation (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013801970 Professional |European Years |Specified Unknown - Other - COVID-19 immunisation - Not
Economic Medically Important  |applicable - [n/a - n/a -
Area Condition), Intramuscular use])
Lethargy (n/a -
Unknown - Other
Medically Important
Condition),
Tachycardia (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 21/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Kawasaki's disease COMIRNATY [TOZINAMERAN] (S |Not reported
10013802309 Professional |European Years |Specified (484h - - COVID-19 immunisation - Not
Economic Recovered/Resolved - |applicable - [1d - n/a -
Area Caused/Prolonged Intramuscular use])
Hospitalisation, Other
Medically Important
Condition),
Pyrexia (1204h -
Recovered/Resolved -
)
Rash (50d -
Recovered/Resolved -
)
Skin exfoliation (n/a -
Recovered/Resolved -
)
EU-EC- 21/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Myelitis transverse COMIRNATY [TOZINAMERAN] (S |Not reported
10013803030 Professional |European Years |Specified (n/a- - COVID-19 immunisation - Not
Economic Recovering/Resolving |applicable - [n/a - n/a -
Area - Other Medically Intramuscular use])
Important Condition)
EU-EC- 21/10/2022 |Spontaneous |Healthcare |Non Not available 3-11 |Not Male No Optic neuritis (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013804656 Professional |European Years |Specified Unknown - Other - COVID-19 immunisation - Not
Economic Medically Important  |applicable - [n/a - n/a -
Area Condition) Intramuscular use])
EU-EC- 21/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Deafness COMIRNATY [TOZINAMERAN] (S |Not reported
10013804699 Professional |European Years |Specified neurosensory (n/a - |- COVID-19 immunisation - Not
Economic Not Recovered/Not applicable - [n/a - n/a -
Area Resolved - Other Intramuscular use])
Medically Important
Condition)
EU-EC- 21/10/2022 | Spontaneous |Non Non Not available 3-11  |Not Female |No Bell's palsy (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013804963 Healthcare |European Years |Specified Unknown - Other - COVID-19 immunisation - Not
Professional |Economic Medically Important  |applicable - [n/a - n/a - n/a])
Area Condition),
Product administered
to patient of
inappropriate age
(n/a - Unknown - )
EU-EC- 21/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Muscular weakness COMIRNATY [TOZINAMERAN] (S |Not reported
10013805180 Professional |European Years |Specified (n/a - Unknown - - COVID-19 immunisation - Not
Economic Other Medically applicable - [n/a - n/a -
Area Important Condition), |Intramuscular use])
Pyrexia (n/a -
Unknown - Other
Medically Important
Condition),
Swelling face (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 21/10/2022 | Spontaneous |Healthcare  |Non Not available 3-11  |Not Female |No Aplastic anaemia (n/a |COMIRNATY [TOZINAMERAN] (S |Not reported
10013805788 Professional |European Years |Specified - Not Recovered/Not |- COVID-19 immunisation - Not
Economic Resolved - Other applicable - [n/a - n/a -
Area Medically Important | Intramuscular use])
Condition),
Platelet count
decreased (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 21/10/2022 |Spontaneous |Healthcare |European |Not available 3-11 |Not Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013807566 Professional | Economic Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Area Other Medically applicable - [n/a - n/a - n/a])
Important Condition),
Drug ineffective (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 21/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Female [No Vaccination site pain  |COMIRNATY [TOZINAMERAN] (S |Not reported
10013808084 Professional |Economic Years (n/a- - COVID-19 immunisation - Not
Area Recovering/Resolving |applicable - [1d - 1{DF} - n/a])
EU-EC- 21/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Female |No Vaccination site pain  |COMIRNATY [TOZINAMERAN] (S |Not reported
10013808115 Professional |Economic Years (n/a - Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 21/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Female [No Vaccination site mass |COMIRNATY [TOZINAMERAN] (S |Not reported
10013808127 Professional |Economic Years (n/a - Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 21/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Arthritis (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013808181 Professional |Economic Years Recovering/Resolving |- COVID-19 immunisation - Drug
Area - Caused/Prolonged  |withdrawn - [1d - n/a -
Hospitalisation) Intramuscular use])
EU-EC- 20/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Kawasaki's disease COMIRNATY [TOZINAMERAN] (S |Not reported
10013791996 Professional |European Years |Specified (n/a - Unknown - - COVID-19 immunisation - Not
Economic Other Medically applicable - [1d - n/a - n/a])
Area Important Condition)
EU-EC- 20/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Anal rash (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013795161 Professional | Economic Years Recovering/Resolving |- COVID-19 immunisation - Not
Area =) applicable - [n/a - .2mL -
Intramuscular use])
Rash (n/a -
Recovering/Resolving
https://dap.ema.europa.eu/analytics/saw.dlI?Go 18/58
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EU-EC- 20/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Female [No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013796263 Professional |Economic Years Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 20/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Female [No Decreased appetite  |COMIRNATY [TOZINAMERAN] (S |Not reported
10013796270 Professional | Economic Years (n/a - Unknown - ), |- COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Headache (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 20/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Headache (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013796279 Professional | Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Vomiting (n/a -
Unknown - )
EU-EC- 20/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Rash (n/a - Unknown |COMIRNATY [TOZINAMERAN] (S |Not reported
10013796280 Professional | Economic Years =) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Skin reaction (n/a -
Unknown - )
EU-EC- 20/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013796282 Professional | Economic Years Unknown -) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 20/10/2022 | Spontaneous |Healthcare |European |Not available 3-11 | Child Female |No Arthralgia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013796296 Professional |Economic Years Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 20/10/2022 |Spontaneous |Healthcare |European |Not available 3-11 | Child Male No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10013796300 Professional | Economic Years lymphadenopathy - COVID-19 immunisation - Not
Area (n/a - Unknown - ) applicable - [1d - 1{DF} - n/a])
EU-EC- 20/10/2022 | Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Pyrexia (2d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013796301 Professional | Economic Years Recovered/Resolved - |- COVID-19 immunisation - Not
Area ) applicable - [1d - 1{DF} - n/al)
EU-EC- 19/10/2022 | Spontaneous |Non European |Not available 3-11  |Not Male No Fatigue (3mo - COMIRNATY [TOZINAMERAN] (S |Not reported
10013783944 Healthcare |Economic Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Professional |Area ) applicable - [n/a - n/a - n/a])
Gait disturbance (3mo
- Recovered/Resolved
=)
Hypokinesia (n/a -
Unknown - ),
Insomnia (3mo -
Recovered/Resolved -
)
EU-EC- 19/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Anaphylactic reaction |COMIRNATY [TOZINAMERAN] (S |Not reported
10013784321 Professional |European Years |Specified (n/a- - COVID-19 immunisation - Not
Economic Recovered/Resolved - |applicable - [n/a - n/a -
Area Caused/Prolonged Intramuscular use])
Hospitalisation, Other
Medically Important
Condition),
Cough (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Wheezing (n/a -
Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 19/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Blood pressure TOZINAMERAN [TOZINAMERAN] |Not reported
10013784457 Professional |European Years |Specified diastolic decreased  |(S - COVID-19 immunisation - Not
Economic (n/a- applicable - [1d - .2mL -
Area Recovering/Resolving |Intramuscular use]),
- Other Medically
Important Condition), |[INFLUENZA A VIRUS
A/CALIFORNIA/7/2009 X-179A
Crying (n/a - (HIN1) HEMAGGLUTININ
Unknown - ), ANTIGEN (UV, FORMALDEHYDE
INACTIVATED), INFLUENZA B
Fall (n/a - Unknown - |VIRUS B/BRISBANE/60/2008
Other Medically HEMAGGLUTININ ANTIGEN
Important Condition), |(FORMALDEHYDE INACTIVATED),
A/SWITZERLAND/9715293/2013
Feeling abnormal (n/a |(H3N2)-LIKE STRAIN
- Unknown - ), (A/SWITZERLAND/9715293/2013,
NIB-88), B/PHUKET/3073/2013-
Hyperventilation (n/a |LIKE VIRUS
- Unknown - ), (B/PHUKET/3073/2013, WILD
TYPE), INFLUENZA A VIRUS
Off label use (n/a - VACCINE, H1N1, INACTIVATED]
Unknown - ), (S - Immunisation - Not
applicable - [1d - n/a -
Product use issue Intramuscular use])
(n/a - Unknown - ),
Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 19/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Cardiac failure acute |COMIRNATY [TOZINAMERAN] (S |SAMSCA [TOLVAPTAM
10013785756 Professional |European Years |Specified (n/a- - COVID-19 immunisation - Not  |valve incompetence -
Economic Recovering/Resolving |applicable - [n/a - n/a - n/a]) n/a - Oral use]),
Area - Caused/Prolonged
Hospitalisation, Other [OLMESARTAN, OLME
Medically Important MEDOXOMIL] (C - Mi
Condition), incompetence - n/a -
Oral use]),
Hypophagia (n/a -
Recovering/Resolving [POTASSIUM ASPART
- Caused/Prolonged POTASSIUM L-ASPAR
Hospitalisation), Hypokalaemia - n/a -
Oral use]),
Tachycardia (n/a -
Recovering/Resolving [SPIRONOLACTONE]
- Caused/Prolonged valve incompetence -
Hospitalisation) n/a - Oral use]),
[TORASEMIDE] (C - I
incompetence - n/a -
Oral use]),
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[TRICHLORMETHIAZ:
Mitral valve incompet
[n/a - n/a - Oral use]
EU-EC- 19/10/2022 | Spontaneous |Healthcare |European |Not available 3-11  |Child Female |No Headache (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013786085 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Skin irritation (n/a -
Unknown - )
EU-EC- 19/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Headache (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013786087 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Malaise (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown -)
EU-EC- 19/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Malaise (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013786089 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Pyrexia (n/a -
Unknown -)
EU-EC- 19/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Abdominal pain (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013786093 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Abnormal faeces (n/a
- Unknown - ),
Headache (n/a -
Unknown - ),
Pyrexia (n/a -
Recovered/Resolved -
)
EU-EC- 18/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Conjunctival pallor COMIRNATY [TOZINAMERAN] (S |Not reported
10013767265 Professional |European Years |Specified (86min - - COVID-19 immunisation - Not
Economic Recovered/Resolved - |applicable - [1d - n/a -
Area ) Intramuscular use])
Dizziness (86min -
Recovered/Resolved -
Loss of consciousness
(86min -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 18/10/2022 | Spontaneous |Non European |Not available 3-11  |Not Male No Drug ineffective (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013774128 Healthcare |Economic Years |Specified Unknown - Other - COVID-19 immunisation - Not
Professional |Area Medically Important  |applicable - [n/a - n/a - n/a])
Condition),
Febrile convulsion
(n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a -
Recovered/Resolved -
)
Suspected COVID-19
(n/a-
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 18/10/2022 | Spontaneous | Healthcare |European |Not available 3-11  |Child Female |No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10013776226 Professional |Economic Years lymphadenopathy - COVID-19 immunisation - Not
Area (n/a - Unknown - ) applicable - [1d - 1{DF} - n/a])
EU-EC- 18/10/2022 | Spontaneous |Healthcare |European |Not available 3-11  |Child Female |No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10013776244 Professional | Economic Years inflammation (n/a - |- COVID-19 immunisation - Not
Area Unknown - ), applicable - [1d - 1{DF} - n/a])
Vaccination site
reaction (n/a -
Unknown - )
EU-EC- 18/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Female |No Vaccination site pain  |COMIRNATY [TOZINAMERAN] (S |Not reported
10013776251 Professional |Economic Years (n/a - Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/al])
EU-EC- 18/10/2022 | Spontaneous |Healthcare |European |Not available 3-11 | Child Female |No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013776255 Professional | Economic Years Unknown -) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 17/10/2022 | Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Abdominal pain (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013758870 Professional |European Years |Specified Unknown - ), - COVID-19 immunisation - Not
Economic applicable - [n/a - n/a - n/a])
Area Constipation (n/a -
Unknown - ),
Haematochezia (n/a -
Unknown - Other
Medically Important
Condition),
Intestinal obstruction
(n/a - Unknown -
Other Medically
Important Condition),
Lymphadenitis (n/a -
Unknown - ),
White blood cell count
increased (n/a -
Unknown - )
EU-EC- 17/10/2022 | Spontaneous |Non Non Not available 3-11  |Not Not No Drug ineffective (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013760215 Healthcare |European Years |Specified |Specified Unknown - Other - COVID-19 immunisation - Not
Professional |Economic Medically Important  |applicable - [1d - n/a - n/a])
Area Condition),
Suspected COVID-19
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 17/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Abdominal pain upper | TOZINAMERAN [TOZINAMERAN] |[IBUPROFEN SODIUM
10013760938 Professional |European Years |Specified (n/a - Unknown - (S - COVID-19 immunisation - Not |in jaw - n/a - [n/a - 2
Caused/Prolonged n/al)
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Hospitalisation),

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

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

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

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

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

Burning sensation
(n/a-
Recovering/Resolving
=)

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

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

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

Dyspnoea (n/a -
Unknown - ),

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

Fatigue (n/a -
Unknown - ),

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

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

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

Intrusive thoughts
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

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

Oropharyngeal pain
(n/a - Unknown - ),

Paediatric acute-onset
neuropsychiatric
syndrome (n/a -
Unknown - Other
Medically Important
Condition),

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

Panic attack (n/a -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

applicable - [1d - n/a -
Intramuscular use])
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Speech disorder (n/a
- Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

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

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

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

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

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

EU-EC-
10013761225

17/10/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Not
Specified

No

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

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

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

Not reported

EU-EC-
10013761582

17/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

Epilepsy (7min -
Recovered/Resolved -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10013762217

17/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10013765263

17/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

Vaccination site
lymphadenopathy
(n/a - Unknown - )

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

Not reported

EU-EC-
10013739648

14/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Pyrexia (n/a -
Recovered/Resolved -
)

Rash (n/a - Unknown

4

Skin lesion (n/a -
Unknown - ),

Urticaria (n/a -
Unknown -)

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - n/a -
[n/a - .2mL - Intramuscular use])

Not reported

EU-EC-
10013740004

14/10/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Urticaria (n/a -
Unknown - )

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

Not reported

EU-EC-
10013740349

14/10/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10013745681

14/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Abdominal pain (n/a -
Unknown - ),

Diarrhoea (n/a -
Recovering/Resolving

r

Fatigue (n/a -
Unknown - ),

Malaise (1d -
Recovered/Resolved -

I’

Nausea (n/a -
Unknown - ),

Pyrexia (n/a -
Recovering/Resolving
=)

Sluggishness (n/a -
Unknown - ),

Vomiting (1d -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10013746563

14/10/2022

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

Spontaneous

Healthcare
Professional

Non
European

Not available

3-11
Years

Not
Specified

Male

Myocarditis (n/a -
Recovered/Resolved -
Caused/Prolonged

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

Not reported
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Economic Hospitalisation),
Area
Myopericarditis (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Overdose (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),
Product administered
to patient of
inappropriate age
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 14/10/2022 | Spontaneous |Healthcare |European |Not available 3-11  |Child Female |No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10013746958 Professional |Economic Years swelling (n/a - - COVID-19 immunisation - Not
Area Unknown - ) applicable - [1d - 1{DF} - n/a])
EU-EC- 14/10/2022 |Spontaneous |Healthcare |European |Not available 3-11 | Child Male No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10013747035 Professional |Economic Years lymphadenopathy - COVID-19 immunisation - Not
Area (n/a - Unknown - ) applicable - [1d - 1{DF} - n/al)
EU-EC- 14/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013747042 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Vaccination site
discomfort (n/a -
Unknown - )
EU-EC- 14/10/2022 |Spontaneous |Healthcare |European |Not available 3-11 |Child Male No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10013747069 Professional |Economic Years lymphadenopathy - COVID-19 immunisation - Not
Area (n/a - Unknown - ) applicable - [1d - 1{DF} - n/a])
EU-EC- 14/10/2022 | Spontaneous |Healthcare |European |Not available 3-11 | Child Female |No Headache (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013747072 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Malaise (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 14/10/2022 |Spontaneous |Healthcare |European |Not available 3-11 | Child Female |No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013747095 Professional |Economic Years Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 14/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Female [No Abdominal pain (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013747099 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Malaise (n/a -
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 14/10/2022 |Spontaneous |Healthcare |European |Not available 3-11 | Child Male No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013747111 Professional |Economic Years Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 14/10/2022 | Spontaneous |Healthcare |European |Not available 3-11 | Child Male No Headache (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013747145 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Nausea (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - ),
Vomiting (n/a -
Unknown - )
EU-EC- 13/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Female |No Skin lesion (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013727910 Professional |Economic Years |Specified Unknown - Other - COVID-19 immunisation - n/a -
Area Medically Important  |[n/a - n/a - Intramuscular use])
Condition),
Varicella (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 13/10/2022 | Spontaneous |Healthcare |European |Not available 3-11  |Not Female |No Axillary pain (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013730154 Professional |Economic Years |Specified Unknown - ), - COVID-19 immunisation - n/a -
Area [n/a - .2mL - Intramuscular use])
Erythema (n/a -
Unknown - ),
Localised oedema
(n/a - Unknown - ),
Pain (n/a - Unknown -
EU-EC- 13/10/2022 |Spontaneous |Non Non Not available 3-11  |Not Female [No Diarrhoea (n/a - Not | TOZINAMERAN [TOZINAMERAN] |Not reported
10013730519 Healthcare |European Years |Specified Recovered/Not (S - COVID-19 immunisation - Not
Professional |Economic Resolved - ), applicable - [1d - n/a - n/a])
Area
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Hyperpyrexia (n/a -
Not Recovered/Not
Resolved - Other
Medically Important
Condition)
EU-EC- 13/10/2022 | Spontaneous |Healthcare |European |Not available 3-11 | Child Female |No Lymphadenitis (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013736171 Professional |Economic Years Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 12/10/2022 | Spontaneous |Healthcare |European |Not available 3-11  |Not Male No Pruritus (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013717503 Professional |Economic Years |Specified Recovered/Resolved - |- COVID-19 immunisation - n/a -
Area ) [n/a - n/a - Intramuscular use])
Rash erythematous
(n/a-
Recovered/Resolved -
Rash macular (n/a -
Recovered/Resolved -
)
Urticaria (n/a -
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Recovered/Resolved -
EU-EC- 12/10/2022 |Spontaneous |Healthcare |European |Not available 3-11 |Not Female |No Axillary pain (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013718914 Professional |Economic Years |Specified Recovering/Resolving |- COVID-19 immunisation - n/a -
Area A [n/a - n/a - Intramuscular use])
Localised oedema
(n/a-
Recovering/Resolving
=
Lymph node pain (n/a
- Unknown - ),
Lymphadenopathy
(n/a - Unknown - )
EU-EC- 12/10/2022 |Spontaneous |Non European |Not available 3-11  |Not Male No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013719161 Healthcare |Economic Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Professional |Area Other Medically applicable - [1d - n/a - n/a])
Important Condition),
Disease recurrence
(n/a - Unknown -
Other Medically
Important Condition),
Drug ineffective (n/a -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 12/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Female [No Cough (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013720661 Professional |Economic Years |Specified Unknown - ), - COVID-19 immunisation - n/a -
Area [n/a - n/a - Intramuscular use])
Lymph node pain (n/a
- Unknown - ),
Lymphadenopathy
(n/a - Unknown - ),
Oropharyngeal pain
(n/a - Unknown - ),
Pharyngitis (n/a -
Unknown - ),
Pyrexia (n/a -
Recovered/Resolved -
)
EU-EC- 11/10/2022 | Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Cough (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013708764 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Caused/Prolonged applicable - [1d - n/a -
Area Hospitalisation) Intramuscular use])
EU-EC- 11/10/2022 |Spontaneous |Non European |Not available 3-11  |Child Male No Application site pain  |COMIRNATY [TOZINAMERAN] (S |Not reported
10013709559 Healthcare |Economic Years (n/a-Unknown - ), |-n/a-n/a-[n/a-n/a-n/a])
Professional |Area
Chills (n/a - Unknown
=)
Headache (n/a -
Unknown - ),
Nausea (n/a -
Unknown - ),
Pyrexia (n/a -
Unknown - )
EU-EC- 11/10/2022 |Spontaneous |Healthcare |European |Not available 3-11 |Not Male No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013709656 Professional |Economic Years |Specified Recovered/Resolved - |- COVID-19 immunisation - n/a -
Area ) [n/a - .2mL - Intramuscular use])
Vomiting (n/a -
Unknown - )
EU-EC- 11/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Dyspnoea (0d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013709975 Professional |European Years | Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Caused/Prolonged applicable - [1d - n/a -
Area Hospitalisation) Intramuscular use])
EU-EC- 11/10/2022 | Spontaneous | Non Non Not available 3-11  |Not Male  [No  |COVID-19 (n/a- TOZINAMERAN [TOZINAMERAN] |[POLIOMYELITIS VAC
10013710520 Healthcare |European Years |Specified Recovering/Resolving |(S - COVID-19 immunisation - Not | Immunisation - n/a -
Professional |Economic - Other Medically applicable - [1d - n/a - n/al),
Area Important Condition), |Intramuscular use])
[TETANUS VACCINES
Vaccination failure Immunisation - n/a -
(n/a - n/a])
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 11/10/2022 | Spontaneous |Non European |Not available 3-11  |Not Female |No Rash macular (n/a- |COMIRNATY 10 Not reported
10013711019 Healthcare |Economic Years |Specified Recovering/Resolving |MICROGRAMS/DOSE
Professional |Area - [TOZINAMERAN] (S - COVID-19
immunisation - Not applicable -
[n/a - n/a - n/al)
EU-EC- 11/10/2022 | Spontaneous |Healthcare |European |Not available 3-11  |Child Female |No Headache (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013715649 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Vaccination site
lymphadenopathy
(n/a - Unknown - )
EU-EC- 11/10/2022 |Spontaneous |Healthcare |European |Not available 3-11 | Child Female |No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10013715655 Professional |Economic Years lymphadenopathy - COVID-19 immunisation - Not
Area (n/a - Unknown - ) applicable - [1d - 1{DF} - n/a])
EU-EC- 11/10/2022 |Spontaneous |Healthcare |European |Not available 3-11 | Child Female |No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10013715675 Professional |Economic Years lymphadenopathy - COVID-19 immunisation - Not
Area (n/a - Unknown - ) applicable - [1d - 1{DF} - n/a])
EU-EC- 11/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Female |No Lymphadenopathy COMIRNATY [TOZINAMERAN] (S |Not reported
10013715687 Professional |Economic Years (n/a - Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 11/10/2022 | Spontaneous |Healthcare |European |Not available 3-11  |Child Female |No Cough (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013715694 Professional | Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Pyrexia (n/a -
Unknown - ),
Rhinorrhoea (n/a -
Unknown - )
EU-EC- 11/10/2022 |Spontaneous | Healthcare |European |Not available 3-11 |Child Male No Axillary pain (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013715724 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
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Vaccination site pain
(n/a - Unknown - )
EU-EC- 11/10/2022 |Spontaneous |Healthcare |European |Not available 3-11 | Child Male No Blepharitis (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013715734 Professional |Economic Years Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 11/10/2022 |Spontaneous | Healthcare |European |Not available 3-11  |Child Female |No Abdominal pain (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013715742 Professional |Economic Years Unknown - ) - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
EU-EC- 10/10/2022 | Spontaneous |Non Non Not available 3-11  |Not Female |No Myocarditis (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013703238 Healthcare |European Years |Specified Unknown - Other - COVID-19 immunisation - Not
Professional | Economic Medically Important | applicable - [1d - n/a - n/a])
Area Condition)
EU-EC- 10/10/2022 |Spontaneous |Healthcare |Non Not available 3-11 |Not Male No Arthralgia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013704057 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Caused/Prolonged applicable - [1d - n/a -
Area Hospitalisation), Intramuscular use])
Rash (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 10/10/2022 |Spontaneous |Non European |Not available 3-11  |Not Male No Alopecia (n/a - Not COMIRNATY [TOZINAMERAN] (S |Not reported
10013705962 Healthcare |Economic Years |Specified Recovered/Not - COVID-19 immunisation - Not
Professional |Area Resolved - ), applicable - [n/a - n/a - n/a])
Vitiligo (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 3-11  |Not Female |No Dizziness (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013684930 Healthcare |Economic Years |Specified Unknown - ), - COVID-19 immunisation - Not
Professional |Area applicable - [n/a - n/a - n/a])
Dysmenorrhoea (n/a -
Unknown - ),
Dyspnoea (n/a -
Unknown - ),
Feeling hot (n/a -
Unknown - ),
Menstrual disorder
(n/a - Unknown - ),
Palpitations (n/a -
Unknown - ),
Skin discomfort (n/a -
Unknown - )
EU-EC- 07/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Guillain-Barre COMIRNATY [TOZINAMERAN] (S |Not reported
10013685246 Professional |European Years |Specified syndrome (n/a - - COVID-19 immunisation - Not
Economic Unknown - Other applicable - [1d - n/a - n/a])
Area Medically Important
Condition)
EU-EC- 07/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Female |No Allergic respiratory COMIRNATY [TOZINAMERAN] (S |Not reported
10013685632 Professional |Economic Years |Specified symptom (n/a - - COVID-19 immunisation - n/a -
Area Unknown - ) [n/a - .3mL - Intramuscular use])
EU-EC- 07/10/2022 | Spontaneous |Non European |Not available 3-11  |Child Male No Chills (2d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013690439 Healthcare |Economic Years Recovered/Resolved - |- COVID-19 immunisation - Not
Professional |Area ), applicable - [n/a - .3mg - n/a])
Myalgia (3d -
Recovered/Resolved -
)
EU-EC- 06/10/2022 |Spontaneous |Non Non Not available 3-11  |Not Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013673819 Healthcare |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Professional |Economic Other Medically applicable - [1d - n/a -
Area Important Condition), |Intramuscular use]),
Drug ineffective (n/a - |[COVID-19 VACCINE] (S - COVID-
Recovered/Resolved - |19 immunisation - Not applicable
Other Medically - [n/a - n/a - n/a])
Important Condition)
EU-EC- 06/10/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Male No Cough (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013676927 Professional |Economic Years |Specified Unknown - ), - COVID-19 immunisation - n/a -
Area [n/a - n/a - Intramuscular use])
Pyrexia (n/a -
Unknown - ),
Rhinorrhoea (n/a -
Unknown - )
EU-EC- 06/10/2022 | Spontaneous |Non European |Not available 3-11  |Not Male No Decreased appetite  |COMIRNATY [TOZINAMERAN] (S |Not reported
10013678295 Healthcare |Economic Years |Specified (1d - - COVID-19 immunisation - Not
Professional |Area Recovering/Resolving |applicable - [n/a - n/a - n/a])
-
Diarrhoea (n/a -
Recovering/Resolving
=)
Fatigue (1d -
Recovering/Resolving
=l
Pyrexia (1d -
Recovering/Resolving
=
Vaccination site pain
(n/a-
Recovering/Resolving
-)
EU-EC- 06/10/2022 | Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Areflexia (n/a - Not | TOZINAMERAN [TOZINAMERAN] |Not reported
10013678522 Professional |European Years |Specified Recovered/Not (S - COVID-19 immunisation - Not
Economic Resolved - ), applicable - [n/a - n/a -
Area Intramuscular use])
Asthenia (n/a - Not
Recovered/Not
Resolved - Disabling),
Chest pain (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),
Constipation (n/a -
Not Recovered/Not
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Resolved -
Caused/Prolonged
Hospitalisation,
Disabling),

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

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

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

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

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

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

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

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

Pelvic pain (n/a - Not
Recovered/Not
Resolved - Disabling),

Walking disability (n/a
- Not Recovered/Not
Resolved -

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

Haematochezia (n/a -
Recovering/Resolving
- Other Medically

Important Condition),

Caused/Prolonged
Hospitalisation,
Disabling)
EU-EC- 05/10/2022 | Spontaneous |Healthcare |European |Not available 3-11  |Not Male No Seizure (0d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013665173 Professional |Economic Years |Specified Recovered/Resolved - |- Immunisation - n/a - [n/a -
Area Other Medically 1{DF} - Intramuscular use])
Important Condition)
EU-EC- 04/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Swelling face (6d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013655943 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Caused/Prolonged applicable - [1d - n/a -
Area Hospitalisation) Intramuscular use])
EU-EC- 04/10/2022 |Spontaneous |Non European |Not available 3-11  |Child Female [No Abdominal pain upper |COMIRNATY [TOZINAMERAN] (S |Not reported
10013656268 Healthcare |Economic Years (id- - COVID-19 immunisation - n/a -
Professional |Area Recovered/Resolved - |[n/a - n/a - n/a])
)
Headache (1d -
Recovered/Resolved -
)
Nausea (1d -
Recovered/Resolved -
Paraesthesia oral (1d
- Recovered/Resolved
- Caused/Prolonged
Hospitalisation),
Pyrexia (1d -
Recovered/Resolved -
)
Somnolence (1d -
Recovered/Resolved -
)
Vomiting (1d -
Recovered/Resolved -
)
EU-EC- 04/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female [No Anaphylactoid COMIRNATY [TOZINAMERAN] (S |Not reported
10013656832 Professional |European Years |Specified reaction (n/a - - COVID-19 immunisation - Not
Economic Recovered/Resolved - |applicable - [1d - n/a -
Area Other Medically Intramuscular use])
Important Condition)
EU-EC- 04/10/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Cough (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013657450 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic ) applicable - [1d - n/a -
Area Intramuscular use])
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Nasopharyngitis (n/a
- Recovered/Resolved

=)

Pyrexia (n/a -
Recovered/Resolved -

)

EU-EC-
10013658012

04/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

Headache (7h -
Recovered/Resolved -

4

Pyrexia (6d -
Recovered/Resolved -

»

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

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

Not reported

EU-EC-
10013658573

04/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

Cough (n/a -
Recovered/Resolved -

»

Headache (n/a -
Recovered/Resolved -
)

Myalgia (n/a -
Recovered/Resolved -

»

Pyrexia (n/a -
Recovered/Resolved -
)

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

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

Not reported

EU-EC-
10013658940

04/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

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

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

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

Not reported

EU-EC-
10013659099

04/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Vaccination site
erythema (n/a -
Recovering/Resolving

I

Vaccination site pain
(n/a-
Recovering/Resolving

=)

Vaccination site
swelling (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10013662810

04/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

Pruritus (1095min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Rash (1095min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Vaccination site pain
(1095min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Vomiting (1095min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013663061

04/10/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

Nasopharyngitis (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

Not reported
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Hospitalisation),

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

EU-EC-
10013664665

04/10/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Headache (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Vomiting (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013645877

03/10/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Henoch-Schonlein
purpura (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013651584

03/10/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

Chills (n/a - Unknown

g

Overdose (n/a -
Unknown - ),

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

Product preparation
issue (n/a - Unknown

)

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10013652425

03/10/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

Type 1 diabetes
mellitus (n/a -
Unknown - Other
Medically Important
Condition)

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Not
applicable - [1d - 10mg - n/a])

Not reported

EU-EC-
10013638085

30/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Atrioventricular block
complete (4890min -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

Cardiomyopathy (n/a

Recovering/Resolving
- Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

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

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

Not reported

EU-EC-
10013639069

30/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10013628717

29/09/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Poor quality product
administered (n/a -
Unknown - Other
Medically Important
Condition),

Product
administration error
(n/a - Unknown -

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

Not reported
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Other Medically
Important Condition)

EU-EC-
10013630356

29/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Cough (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Decreased appetite
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Vomiting (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013612839

28/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

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

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

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

Not reported

EU-EC-
10013613692

28/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

)

Chest pain (n/a -
Recovered/Resolved -

'’

Gastritis (n/a -
Recovered/Resolved -

I

Oesophagitis (n/a -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10013614869

28/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Lymph node pain (n/a
- Not Recovered/Not
Resolved - )

COMIRNATY 10
MICROGRAMS/DOSE
[TOZINAMERAN] (S - COVID-19
immunisation - Not applicable -

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

Not reported

EU-EC-
10013617433

28/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Santilli, V.. Two Pediatric Cases
of Multisystem Inflammatory
Syndrome with Overlapping
Neurological Involvement
Following SARS-CoV-2
Vaccination and Unknown
SARSCoV2 Infection: The
Importance of Pre-Vaccination
History. Vaccines. 2022;10
(7):10.3390/vaccines10071136.
doi:10.3390/vaccines10071136

3-11
Years

Not
Specified

Male

No

Cytotoxic lesions of
corpus callosum (n/a
- Recovered/Resolved
- Life Threatening,
Caused/Prolonged
Hospitalisation),

Encephalitis (n/a -
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation),

Multisystem
inflammatory
syndrome in children
(n/a-
Recovered/Resolved -
Life Threatening,
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013604561

27/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

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

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

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

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

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

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

Not reported

EU-EC-
10013605601

27/09/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Abdominal pain lower
(3d-
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

Not reported
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Pyrexia (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

EU-EC-
10013607876

27/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

Autoantibody positive
(n/a - Unknown - ),

Chronic fatigue
syndrome (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Disturbance in
attention (n/a -
Unknown - ),

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

Headache (n/a -
Recovered/Resolved -

I’

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

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

Performance status
decreased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10013593795

26/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10013594594

26/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Vaccination site pain
(2d -
Recovered/Resolved -

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

Not reported

EU-EC-
10013596463

26/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Syncope (n/a -
Recovered/Resolved -

W

Vomiting (n/a -
Unknown - )

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

Not reported

EU-EC-
10013597976

26/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Casini, F.. Henoch-Schonlein
purpura following COVID-19
vaccine in a child: a case
report. Italian Journal of
Pediatrics. 2022;48(1):158.
doi:10.1186/513052-022-
01351-1 Casini, F.. Henoch-
Schonlein purpura following
COVID-19 vaccine in a child: a
case report. Italian Journal of
Pediatrics.
2022;10.21203/rs.3.rs-
1789635/v1.
doi:10.21203/rs.3.rs-
1789635/v1

3-11
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10013577799

23/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10013579994

23/09/2022

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

Spontaneous

Non
Healthcare

European
Economic

Not available

3-11
Years

Not
Specified

Male

No

Headache (n/a - Not
Recovered/Not

COMIRNATY 10
MICROGRAMS/DOSE

Not reported
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Resolved - ),

Lymph node pain (n/a
- Not Recovered/Not
Resolved - ),

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

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

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

EU-EC-
10013583096

23/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Casini, F.. Henoch-Schonlein
purpura following COVID-19
vaccine in a child: a case
report. Italian Journal of
Pediatrics. 2022;48(1):158.
doi:10.1186/s13052-022-
01351-1 Casini, F.. Henoch-
Schonlein purpura following
COVID-19 vaccine in a child: a
case report. Henoch-Schonlein
purpura following COVID-19
vaccine in a child: a case
report. 2022;10.21203/rs.3.rs-
1789635/v1.
doi:10.21203/rs.3.rs-
1789635/v1

3-11
Years

Not
Specified

Female

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

TOZINAMERAN [TOZINAMERAN]

(S - COVID-19 immunisation - Not

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

Not reported

EU-EC-
10013567967

22/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10013569476

22/09/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

Autoantibody positive
(n/a - Unknown - ),

Chronic fatigue
syndrome (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

Depressed mood (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),

Disturbance in
attention (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

Loss of personal
independence in daily
activities (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

Not reported
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Post viral fatigue
syndrome (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

EU-EC-
10013570074

22/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not Female
Specified

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

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

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

Not reported

EU-EC-
10013571890

22/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not Female
Specified

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10013574558

22/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not Female
Specified

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

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

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

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

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

Not reported

EU-EC-
10013575903

22/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not Female
Specified

Cubital tunnel
syndrome (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

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

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

Not reported

EU-EC-
10013576243

22/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child Male

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10013560442

21/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not Female
Specified

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 use])

Not reported

EU-EC-
10013562826

21/09/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not Male
Specified

No

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

Vaccination failure
(n/a - Not
Recovered/Not

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

Not reported
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Resolved - Other
Medically Important
Condition)

EU-EC-
10013564119

21/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10013567171

21/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10013546044

20/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

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

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

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

Not reported

EU-EC-
10013546663

20/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Abdominal pain (n/a -
Unknown - ),

Asthenia (n/a -
Unknown - ),

Chest pain (n/a -
Unknown - ),

Decreased appetite
(n/a - Unknown - ),

Dysuria (n/a -
Unknown - ),

Palpitations (n/a -
Unknown - ),

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

Pericarditis (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-
10013547221

20/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10013550218

20/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

Loss of personal
independence in daily
activities (n/a -
Unknown - ),

Myopericarditis (n/a -
Recovered/Resolved -
Other Medically

Important Condition),

Overdose (n/a -
Unknown - ),

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

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

Not reported

EU-EC-
10013536448

19/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10013537492

19/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Death (n/a - Fatal -
Results in Death,
Other Medically
Important Condition)

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

Not reported

EU-EC-
10013538698

19/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

3-11
Years

Not
Specified

Male

No

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

Myocarditis (n/a -
Recovered/Resolved -

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

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

EU-EC-
10013540353

19/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Chest pain (n/a -
Recovered/Resolved -
)

Erythema (n/a -
Recovered/Resolved -

I’

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

Rash pruritic (n/a -
Recovered/Resolved -

»

Urticaria (n/a -
Recovered/Resolved -

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

Not reported

EU-EC-
10013543236

19/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10013543460

19/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

Cough (n/a -
Recovering/Resolving

g

Diarrhoea (n/a -
Recovering/Resolving

4

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

Pyrexia (n/a -
Recovering/Resolving
=)

Vomiting (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10013535032

17/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Urticaria (1d -
Recovered/Resolved -

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

Not reported

EU-EC-
10013526745

16/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

Blood lactate
dehydrogenase
increased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

N-terminal
prohormone brain
natriuretic peptide
increased (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013528477

16/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

Chest pain (0d -
Recovered/Resolved -

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

Not reported

EU-EC-
10013529902

16/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

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

Not available

3-11
Years

Not
Specified

Female

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

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

Not reported
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Suspected COVID-19
(n/a - Unknown -
Other Medically
Important Condition)

EU-EC-
10013531007

16/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

Disease recurrence
(8d -
Recovered/Resolved -
Other Medically
Important Condition),

Immunisation
reaction (n/a -
Unknown - ),

Lymph node pain (n/a

Recovering/Resolving

=)
Lymphadenopathy
(n/a -
Recovering/Resolving

r

Nephrotic syndrome
Recovered/Resolved -
Other Medically
Important Condition),

Pyrexia (n/a -
Recovering/Resolving

4

Vaccination site pain
(n/a-
Recovering/Resolving

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

CELLCEPT [MYCOPHE
MOFETIL] (C - Nephr
syndrome - n/a - [n/e
use])

EU-EC-
10013531224

16/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10013532581

16/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Extremity contracture
(n/a-
Recovering/Resolving

4

Eye movement
disorder (n/a -
Recovering/Resolving
=)

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

Pyrexia (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10013514066

15/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Headache (3860min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Seizure (3860min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013516808

15/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

Yes

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

Headache (1d -
Recovered/Resolved -

»

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

Vaccination site pain
(1d -
Recovered/Resolved -

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation -
Unknown - [n/a - .2mL -
Intramuscular use])

Not reported

EU-EC-
10013517768

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

15/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Clonic convulsion
(4397h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Reduced facial
expression (4397h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Seizure (6mo -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Status epilepticus
(4398h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation, Other

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

[LEVETIRACETAM] (C
Partial seizures - n/a
Oral use])
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Medically Important
Condition)

EU-EC-
10013518320

15/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

Axillary pain (2d -
Recovered/Resolved -

»

Extensive swelling of
vaccinated limb (2d -
Recovered/Resolved -

Fatigue (2d -
Recovered/Resolved -

4

Lymphadenopathy
(2d -
Recovered/Resolved -

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

Not reported

EU-EC-
10013519552

15/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Abdominal pain (n/a -
Recovered/Resolved -
Other Medically

Important Condition),

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

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

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

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

Mobility decreased
(n/a - Unknown - ),

Oropharyngeal
discomfort (n/a -
Recovered/Resolved -

I’

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

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

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

Not reported

EU-EC-
10013521743

15/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

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

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

Not reported

EU-EC-
10013521800

15/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

Dysuria (n/a -
Recovering/Resolving

-

Erythema (n/a -
Recovering/Resolving

»

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

Oliguria (n/a -
Recovering/Resolving

),
Pain in extremity (n/a

Recovering/Resolving
=)

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

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

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

Rhinorrhoea (n/a -
Recovering/Resolving

4

Urinary tract infection
(nfa-
Recovered/Resolved -
Other Medically
Important Condition)

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Not
applicable - [1d - .2mL -
Intramuscular use])

Not reported

EU-EC-

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

15/09/2022

Spontaneous

Healthcare

Non

Not available

3-11

Not

Male

No

COVID-19 (8d -

COMIRNATY [TOZINAMERAN] (S

Not reported
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https://dap.ema.europa.eu/analytics/saw.dll?Go

10013522278 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Other Medically applicable - [1d - n/a -
Area Important Condition), |Intramuscular use - More in
ICSR])
Drug ineffective (8d -
Recovered/Resolved -
Other Medically
Important Condition)
EU-EC- 14/09/2022 |Spontaneous |Healthcare |European |Not available 3-11 |Not Female |No Injection site reaction |COMIRNATY [TOZINAMERAN] (S |Not reported
10013503962 Professional |Economic Years |Specified (n/a- - COVID-19 immunisation - Not
Area Recovering/Resolving |applicable - [n/a - n/a - n/a])
Lymph node pain (n/a
Recovering/Resolving
=)
Lymphadenopathy
(n/a-
Recovering/Resolving
EU-EC- 14/09/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Asthma (n/a - GARDASIL [HUMAN Not reported
10013504821 Professional |European Years |Specified Recovering/Resolving |PAPILLOMAVIRUS TYPE 11 L1
Economic - Caused/Prolonged  |[PROTEIN - ADSORBED - IN THE
Area Hospitalisation, Other |FORM OF VIRUS-LIKE PARTICLES
Medically Important |PRODUCED IN YEAST CELLS
Condition), (SACCHAROMYCES CEREVISIAE
CANADE 3C-5 (STRAIN 1895)) BY
Off label use (n/a - RDNA, HUMAN PAPILLOMAVIRUS
Unknown - ), TYPE 16 L1 PROTEIN -
ADSORBED - IN THE FORM OF
Product use issue VIRUS-LIKE PARTICLES
(n/a - Unknown - ) 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,
HUMAN PAPILLOMAVIRUS TYPE 6
L1 PROTEIN, HUMAN
PAPILLOMAVIRUS TYPE 11 L1
PROTEIN, HUMAN
PAPILLOMAVIRUS TYPE 16 L1
PROTEIN, HUMAN
PAPILLOMAVIRUS TYPE 18 L1
PROTEIN, HUMAN
PAPILLOMAVIRUS VACCINE
[TYPES 6, 11, 16, 18]
(RECOMBINANT, ADSORBED)] (S
- Immunisation - Not applicable -
[1d - .5mL - Intramuscular use]),
TOZINAMERAN [TOZINAMERAN]
(S - COVID-19 immunisation - Not
applicable - [1d - .2mL - n/a])
EU-EC- 14/09/2022 |Spontaneous |Non European |Not available 3-11  |Not Male No Chills (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013505927 Healthcare |Economic Years |Specified Recovering/Resolving |- COVID-19 immunisation - Not
Professional |Area =), applicable - [n/a - n/a - n/a])
Headache (4d -
Recovered/Resolved -
)
Injection site reaction
(n/a-
Recovering/Resolving
=)
Malaise (n/a -
Recovering/Resolving
=)
Nausea (n/a -
Recovering/Resolving
Pyrexia (4d -
Recovered/Resolved -
Vomiting (4d -
Recovered/Resolved -
)
EU-EC- 14/09/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Male No Fatigue (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013512409 Professional | Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Malaise (n/a -
Unknown - ),
Pain in extremity (n/a
- Unknown - )
EU-EC- 13/09/2022 | Spontaneous |Non Non Not available 3-11  |Not Female |No Cough (n/a - Not TOZINAMERAN [TOZINAMERAN]  [[PARACETAMOL] (C -
10013493988 Healthcare |European Years |Specified Recovered/Not (S - COVID-19 immunisation - Not |[n/a - n/a - n/a])
Professional | Economic Resolved - ), applicable - [1d - n/a - n/a])
Area
Dyspnoea (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Oxygen saturation
decreased (n/a - Not
Recovered/Not
Resolved - Other
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Medically Important
Condition),

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

EU-EC-
10013494504

13/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

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

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

Not reported

EU-EC-
10013495213

13/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Dengue virus test
positive (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

Platelet count
decreased (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

Not reported

EU-EC-
10013495911

13/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Injection site reaction
(n/a-
Recovering/Resolving

)

Skin disorder (n/a -
Recovering/Resolving

Swelling of eyelid (n/a

Recovering/Resolving

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

Not reported

EU-EC-
10013496047

13/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Abdominal pain (n/a -
Unknown - ),

Cough (n/a -
Unknown - ),

Headache (n/a -
Unknown - ),

Myalgia (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - ),

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

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

Not reported

EU-EC-
10013497349

13/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Altered state of
consciousness (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

Coma scale abnormal
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

Depressed level of
consciousness (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

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

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

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

Not reported

EU-EC-
10013501043

13/09/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

Headache (n/a -
Unknown - ),

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

Not reported
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Palpitations (n/a -
Unknown - )

EU-EC-
10013501123

13/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

Vaccination site pain
(n/a - Unknown - )

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

Not reported

EU-EC-
10013501202

13/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

Muscle twitching (n/a

Recovering/Resolving
- Other Medically
Important Condition),

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

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

Not reported

EU-EC-
10013501408

13/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

Malaise (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10013501413

13/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

Increased viscosity of
upper respiratory
secretion (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10013484344

12/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10013484395

12/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Altered state of
consciousness (n/a -
Recovering/Resolving
- Other Medically
Important Condition),

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

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

[CETIRIZINE, CETIRI
DIHYDROCHLORIDE]
allergic - n/a - [n/a -

EU-EC-
10013484416

12/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Altered state of
consciousness (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Amnesia (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Confusional state (2d
- Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

Loss of consciousness
(2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Loss of personal
independence in daily
activities (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Malaise (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Seizure (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Strabismus (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013484582

12/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10013485198

12/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Facial paralysis (n/a -
Recovering/Resolving
- Other Medically

Important Condition)

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

Not reported

EU-EC-
10013465161

09/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

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

Not reported

EU-EC-
10013466191

09/09/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

Cough (n/a -
Recovering/Resolving
- Caused/Prolonged

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

Not reported
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Hospitalisation),

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

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

EU-EC-
10013467485

09/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
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-
10013467876

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

09/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

Coronary artery
dilatation (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

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

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

Kawasaki's disease
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

Multisystem
inflammatory
syndrome in children
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),

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

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

Rash (n/a - Not

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

Not reported
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Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation),
Suspected COVID-19
(n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 09/09/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female [No Anaphylactic reaction |COMIRNATY [TOZINAMERAN] (S |Not reported
10013468176 Professional |European Years |Specified (n/a- - COVID-19 immunisation - Not
Economic Recovered/Resolved - |applicable - [n/a - .2mL -
Area Life Threatening, Intramuscular use])
Other Medically
Important Condition),
Hyperhidrosis (n/a -
Recovered/Resolved -
)
Nausea (26min -
Recovered/Resolved -
)
Pallor (n/a -
Recovered/Resolved -
EU-EC- 09/09/2022 | Spontaneous |Non Non Not available 3-11  |Not Male No Alopecia (n/a - Not TOZINAMERAN [TOZINAMERAN] |[A/BRISBANE/59/200
10013470167 Healthcare |European Years |Specified Recovered/Not (S - COVID-19 immunisation - Not | LIKE STRAIN
Professional |Economic Resolved - Disabling) |applicable - [n/a - n/a - (A/BRISBANE/59/200
Area Intramuscular use]) IVR-148), A/BRISBAN
(H3N2)-LIKE STRAIN
(A/URUGUAY/716/20
NYMC X-175C),
B/FLORIDA/4/2006-L
(B/BRISBANE/3/2007
A/CALIFORNIA/7/20C
PDMO9-LIKE STRAIN
74XP) DERIVED FROI
A/CHRISTCHURCH/1t
B/BRISBANE/60/200¢
STRAIN (B/BRISBANE
WILD TYPE), A/HON(
KONG/4801/2014 (H:
STRAIN (A/HONG
KONG/4801/2014, N
263B), A/CALIFORNL
(H1N1) PDMO09-LIKE
USED (NIB-74XP) DE
A/CHRISTCHURCH/1t
B/PHUKET/3073/201:
STRAIN,
A/SWITZERLAND/971
(H3N2)-LIKE STRAIN
(A/SWITZERLAND/97
NIB-88),
B/MASSACHUSETTS/.
DERIVED STRAIN US
BX-51B), A/CALIFOR!
(HIN1) PDMO9-LIKE
USED (NIB-74XP) DE
A/CHRISTCHURCH/1t
A/PERTH/16/2009 (H
STRAIN (A/VICTORIA
REASS. NYMC X-187)
B/MASSACHUSETTS/.
DERIVED STRAIN US
BX-51B), A/CALIFOR!
(HIN1) PDMO9-LIKE
USED (NIB-74XP) DE
A/CHRISTCHURCH/1t
A/TEXAS/50/2012 (H
DERIVED STRAIN US
223A),
B/MASSACHUSETTS/.
DERIVED STRAIN US
BX-51B), A/VICTORI/
(H3N2)-LIKE STRAIN
(NYMC X-223A) DERI
A/TEXAS/50/2012,
A/CALIFORNIA/7/20C
PDMO9-LIKE STRAIN
74XP) DERIVED FROI
A/CHRISTCHURCH/1t
B/MASSACHUSETTS/.
DERIVED STRAIN US
BX-51B), A/VICTORI/
(H3N2)-LIKE STRAIN
(NYMC X-223A) DERI
A/TEXAS/50/2012,
A/CALIFORNIA/7/20C
DERIVED STRAIN US
181, HAEMAGGLUTIM
A/PERTH/16/2009 (H
STRAIN (A/VICTORIA
REASS. NYMC X-187)
A/CALIFORNIA/7/20C
DERIVED STRAIN US
181, B/BRISBANE/60,
INFLUENZA VACCINE
Immunisation - n/a -
n/a])
EU-EC- 09/09/2022 | Spontaneous |Non Non Not available 3-11  |Not Female |No COVID-19 (n/a - Not |COMIRNATY [TOZINAMERAN] (S |Not reported
10013472506 Healthcare |European Years |Specified Recovered/Not - COVID-19 immunisation - Not
Professional |Economic Resolved - Other applicable - [n/a - n/a -
Area Medically Important | Intramuscular use])
Condition),
Drug ineffective (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 09/09/2022 |Spontaneous |Healthcare  |European |Not available 3-11  |Not Not No Malaise (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013472859 Professional | Economic Years |Specified |Specified Unknown -) - COVID-19 immunisation - Not
Area applicable - [1d - n/a - n/a])
EU-EC- 08/09/2022 |Spontaneous |Healthcare |European |Not available 3-11 | Child Male No Chest pain (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013454993 Professional |Economic Years Recovered/Resolved - |- n/a - n/a - [n/a - n/a - n/a])
https://dap.ema.europa.eu/analytics/saw.dlI?Go 41/58
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Caused/Prolonged
Hospitalisation),

Diarrhoea (n/a -
Recovered/Resolved -

»

Electrocardiogram
repolarisation
abnormality (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Myocardial necrosis
marker increased (n/a
- Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Pyrexia (n/a -
Recovered/Resolved -

»

Salmonella test
positive (n/a -
Unknown - Other
Medically Important
Condition)

EU-EC-
10013457590

08/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Cough (n/a -
Recovering/Resolving
=)

Metapneumovirus
infection (5d -
Recovered/Resolved -
Other Medically
Important Condition),

Pyrexia (n/a -
Recovering/Resolving

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Not
applicable - [n/a - .2mL -
Intramuscular use])

Not reported

EU-EC-
10013458064

08/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Dizziness (n/a -
Recovering/Resolving

4

Fall (n/a -
Recovering/Resolving

4

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

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

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

Not reported

EU-EC-
10013458447

08/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10013458456

08/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Chest discomfort (n/a

Recovering/Resolving
- Other Medically
Important Condition),

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

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

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

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

Not reported

EU-EC-
10013458554

08/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

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

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

Not reported

EU-EC-
10013458721

08/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

Vomiting (n/a -
Recovering/Resolving

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Drug
withdrawn - [1d - 1{DF} -
Intramuscular use])

Not reported

EU-EC-
10013458854

08/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Not
applicable - [1d - .2mL -
Intramuscular use])

Not reported

EU-EC-
10013460951

08/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10013446241

07/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10013451076

07/09/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

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

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

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

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

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

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

EU-EC-
10013451204

07/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

Rash (n/a - Unknown

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

Not reported

EU-EC-
10013452188

07/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10013452631

07/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

Diarrhoea (2d -
Recovered/Resolved -

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

Not reported

EU-EC-
10013452695

07/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

Abdominal pain (n/a -
Unknown - ),

Malaise (n/a -
Unknown - ),

Pyrexia (n/a -
Unknown - ),

Vomiting (n/a -
Unknown - )

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

Not reported

EU-EC-
10013453567

07/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Asymptomatic
COVID-19 (n/a -
Unknown - )

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

Not reported

EU-EC-
10013433820

06/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

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

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

Not reported

EU-EC-
10013434209

06/09/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Abdominal pain upper
(6d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Decreased appetite
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Pyrexia (6d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Rash (6d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Vomiting (6d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

[SALBUTAMOL, SALB
SULFATE] (C - Asthm
[n/a - n/a - nfal)

EU-EC-
10013434984

06/09/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

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

Beta haemolytic
streptococcal
infection (n/a -
Unknown - Other
Medically Important
Condition),

Paediatric acute-onset
neuropsychiatric

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

Not reported
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syndrome (n/a -
Unknown - Other
Medically Important
Condition),

Tourette's disorder
(n/a - Unknown -
Other Medically

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

Aphonia (4d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Chest pain (n/a -
Unknown - ),

Cough (6d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Dyspnoea (n/a -
Unknown - ),

Headache (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Hyperacusis (0d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Loss of consciousness
(2min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

Muscular weakness
(n/a - Unknown - ),

Musculoskeletal
stiffness (2d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

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

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

Pallor (n/a - Unknown

r

Peripheral swelling
(n/a - Unknown - ),

Presyncope (n/a -
Unknown - ),

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

Seizure (1min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Swelling (n/a -
Unknown - ),

Tonsillitis (n/a -
Unknown - ),

Vision blurred (0d -
Recovered/Resolved -

Important Condition)
EU-EC- 06/09/2022 | Spontaneous |Non European |Not available 3-11  |Not Male No Lymphadenopathy COMIRNATY [TOZINAMERAN] (S |Not reported
10013435795 Healthcare |Economic Years |Specified (1d - Unknown - ), - COVID-19 immunisation - Not
Professional |Area applicable - [n/a - n/a - n/a])
Myalgia (1d -
Unknown -)
EU-EC- 06/09/2022 | Spontaneous |Healthcare |European |Not available 3-11 |Not Female |No Dizziness (10d - Not |COMIRNATY [TOZINAMERAN] (S |Not reported
10013436590 Professional |Economic Years |Specified Recovered/Not - COVID-19 immunisation - Not
Area Resolved - ), applicable - [1d - n/a -
Intramuscular use])
Headache (10d - Not
Recovered/Not
Resolved - ),
Ocular discomfort
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 06/09/2022 |Spontaneous |Non Non Not available 3-11  |Not Male No Abdominal pain upper |COMIRNATY [TOZINAMERAN] (S |[VITEX NEGUNDO] (¢
10013437450 Healthcare |European Years |Specified (n/a - Unknown - - COVID-19 immunisation - Not  |immunisation - n/a -
Professional |Economic Caused/Prolonged applicable - [1d - n/a - Oral use])
Area Hospitalisation), Intramuscular use])
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Caused/Prolonged
Hospitalisation)

EU-EC-
10013439686

06/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

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

Gingival bleeding (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),

Platelet count
abnormal (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10013443260

06/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

Headache (n/a -
Unknown - ),

Nausea (n/a -
Unknown - ),

Pain (n/a - Unknown -

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

Not reported

EU-EC-
10013425169

05/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Rash maculo-papular

Recovered/Resolved -

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

Not reported

EU-EC-
10013426723

05/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Pyrexia (213h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013429509

05/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

Menarche (4d -
Recovered/Resolved -

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Not
applicable - [27d - 1{DF} -
Intramuscular use])

[FLUTICASONE PROF
SALMETEROL] (C - B
dysplasia - n/a - [n/a

EU-EC-
10013429626

05/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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]),

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

Not reported

EU-EC-
10013429900

05/09/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

Abdominal pain (n/a -
Unknown - ),

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

Clostridium difficile
infection (5mo -
Unknown - Other
Medically Important
Condition),

Decreased appetite
(n/a - Unknown - ),

Drug ineffective (n/a -
Recovered/Resolved -
Other Medically

Important Condition),

Fall (n/a - Unknown -

»

Fatigue (n/a -
Unknown - ),

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

Gait disturbance (n/a
- Unknown - ),

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

Lymphadenopathy
(n/a - Unknown - ),

Malaise (n/a -
Unknown - ),

Pain (n/a - Unknown -

»

Pyrexia (n/a -
Unknown - ),

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

Not reported
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Vomiting (n/a -
Unknown - )

EU-EC-
10013432272

05/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

Diarrhoea (2d -
Recovered/Resolved -

»

Vomiting (2d -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10013432274

05/09/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

Vaccination site
lymphadenopathy
(n/a - Unknown - )

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

Not reported

EU-EC-
10013432303

05/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

Vaccination site
lymphadenopathy
(n/a-
Recovering/Resolving

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

Not reported

EU-EC-
10013410063

02/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Pruritus (0d -
Recovered/Resolved -

'

Pyrexia (0d -
Recovered/Resolved -

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

Not reported

EU-EC-
10013410455

02/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Adult

Female

No

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

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

Dermatitis exfoliative
generalised (n/a - Not
Recovered/Not
Resolved - ),

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

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

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

Weight decreased
(n/a - Not
Recovered/Not
Resolved - )

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

Not reported

EU-EC-
10013412908

02/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

Penile rash (482h -
Recovered/Resolved -
Other Medically
Important Condition),

Rash (482h -
Recovered/Resolved -
Other Medically
Important Condition),

Urticaria (482h -
Recovered/Resolved -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10013413471

02/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

COVID-19 (n/a - Fatal
- Results in Death,
Caused/Prolonged
Hospitalisation),

Diarrhoea (n/a -
Unknown - ),

Dyspnoea (n/a - Fatal
- Results in Death,
Caused/Prolonged
Hospitalisation),

Pyrexia (n/a - Fatal -
Results in Death,
Caused/Prolonged
Hospitalisation),

Vomiting (n/a - Fatal -
Results in Death,
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013413947

02/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Altered state of
consciousness (n/a -
Fatal - Results in
Death, Life
Threatening),

Cardiac arrest (n/a -
Fatal - Results in
Death, Other
Medically Important
Condition),

Myocarditis (n/a -
Fatal - Results in
Death, Life
Threatening, Other
Medically Important
Condition)

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

Not reported

EU-EC-
10013415245

02/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Vaccination site pain
(n/a - Unknown - )

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

Not reported

EU-EC-
10013415727

02/09/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

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

Rash (6d -

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

Not reported
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Recovered/Resolved -

EU-EC-
10013398243

01/09/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

Not reported

EU-EC-
10013399769

01/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

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

Idiopathic generalised
epilepsy (n/a - Not
Recovered/Not
Resolved - Life
Threatening),

Seizure (n/a - Not
Recovered/Not
Resolved - Life
Threatening)

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

Not reported

EU-EC-
10013400590

01/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Headache (2d -
Recovered/Resolved -

4

Pain in extremity (3d
- Recovered/Resolved

g

Pyrexia (0d -
Recovered/Resolved -

)

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

Not reported

EU-EC-
10013400698

01/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

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

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

Not reported

EU-EC-
10013402870

01/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

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

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

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

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

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

Not reported

EU-EC-
10013403801

01/09/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

Immunisation
reaction (n/a -
Recovered/Resolved -

)

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Not
applicable - [1d - .2mL -
Intramuscular use])

Not reported

EU-EC-
10013390306

31/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

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

Not reported

EU-EC-
10013391207

31/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Extensive swelling of
vaccinated limb (1d -
Recovered/Resolved -

)
Lymphadenopathy
id -

Recovered/Resolved -

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

Not reported

EU-EC-
10013391562

31/08/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

Blood pressure
decreased (n/a -
Recovering/Resolving
=)

Eye disorder (n/a -
Recovering/Resolving
=)

Heart rate decreased
(n/a -
Recovering/Resolving

4

Nausea (n/a -
Recovering/Resolving

'

Presyncope (n/a -
Recovering/Resolving

'

Rash macular (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10013392962

31/08/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10013394436

31/08/2022

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

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

Anaphylactic shock

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

Not reported
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(od -
Recovered/Resolved -
Other Medically
Important Condition),

Blood pressure
decreased (n/a -
Recovered/Resolved -

»

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

Feeling abnormal (n/a
- Recovered/Resolved

=)

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

Hyperhidrosis (n/a -
Recovered/Resolved -

»

Pallor (n/a -
Recovered/Resolved -

EU-EC-
10013395248

31/08/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

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

Not reported

EU-EC-
10013395270

31/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

Hypotension (n/a -
Unknown - ),

Nausea (n/a -
Recovered/Resolved -
)

Pallor (n/a -
Recovered/Resolved -

W

Restlessness (0d -
Recovered/Resolved -

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

Not reported

EU-EC-
10013372463

30/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

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

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

COMIRNATY [TOZINAMERAN] (S
-nfa-nfa-[nfa-nfa-
Intramuscular use])

Not reported

EU-EC-
10013372762

30/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

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

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

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

Not reported

EU-EC-
10013372917

30/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

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

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

COMIRNATY [TOZINAMERAN] (S
-nfa-nfa-[nfa-nfa-
Intramuscular use])

Not reported

EU-EC-
10013373186

30/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

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

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

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

Not reported

EU-EC-
10013373203

30/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

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

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

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

Not reported

EU-EC-
10013375541

30/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

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

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

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

Not reported

https://dap.ema.europa.eu/analytics/saw.dll?Go
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EU-EC- 30/08/2022

10013382096

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Run Line Listing Report

Child

Male

No

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

Chest discomfort (n/a
- Recovered/Resolved
With Sequelae - ),

Dyspnoea exertional
(n/a-
Recovered/Resolved
With Sequelae - )

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

Not reported

EU-EC-
10013384199

30/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Pain in extremity (n/a
- Unknown - )

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

Not reported

EU-EC-
10013357411

29/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

Not reported

EU-EC-
10013358403

29/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

Neck pain (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10013358755

29/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

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

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

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

Not reported

EU-EC-
10013358900

29/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

Depressed level of
conscioushess (n/a -
Fatal - Results in
Death, Other
Medically Important
Condition),

Headache (n/a - Fatal
- Results in Death),

Seizure (n/a - Fatal -
Results in Death,
Other Medically
Important Condition),

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

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

Not reported

EU-EC-
10013359020

29/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Abdominal pain (n/a -
Recovering/Resolving

4

Nausea (n/a -
Recovering/Resolving
=)

Vomiting (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10013359475

29/08/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

Clostridium difficile
infection (5mo -
Unknown - Other
Medically Important
Condition),

Decreased appetite
(n/a - Unknown - ),

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

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

Fall (n/a - Unknown -

i

Fatigue (n/a -
Unknown - ),

Febrile convulsion
(n/a - Unknown - ),

Lymphadenopathy
(n/a - Unknown - ),

Malaise (5mo -
Unknown - ),

Pyrexia (n/a -
Unknown - ),

Seizure (n/a -

Recovered/Resolved -

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

[FLUTICASONE PROF
- Nasal congestion - 1
50ug - Nasal use]),

[FORMOTEROL FUMA
MOMETASONE FURO.
MOMETASONE FURO.
FORMOTEROL FUMAI
DIHYDRATE] (C - Cht
respiratory disease -
n/a - n/aj),

[OMEPRAZOLE] (C - |
gastritis - n/a - [n/a -

[SALBUTAMOL, SALB

SULFATE] (C - Chroni
disease - n/a - [n/a -
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Other Medically
Important Condition)

EU-EC-
10013360183

29/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

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

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

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Not
applicable - [n/a - .2mL -
Intramuscular use])

Not reported

EU-EC-
10013360868

29/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

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

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

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

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

Not reported

EU-EC-
10013360994

29/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

Asthenia (n/a -
Recovered/Resolved
With Sequelae - ),

Decreased appetite
(n/a-
Recovered/Resolved
With Sequelae - ),

Fatigue (n/a -
Recovered/Resolved
With Sequelae - ),

Gastrointestinal pain
(n/a-
Recovered/Resolved
With Sequelae - ),

Sleep attacks (n/a -
Recovered/Resolved
With Sequelae - )

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

Not reported

EU-EC-
10013360995

29/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

Juvenile idiopathic
arthritis (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10013362927

29/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Chills (n/a -
Recovered/Resolved -

4

Fatigue (n/a -
Unknown - ),

Headache (37h -
Recovered/Resolved -

»

Product administered
at inappropriate site
(n/a - Unknown - ),

Pyrexia (48h -
Recovered/Resolved
With Sequelae - Other
Medically Important
Condition),

Tremor (n/a -
Unknown - ),

Underdose (n/a -
Unknown - )

TOZINAMERAN [TOZINAMERAN]
(S - COVID-19 immunisation - Not
applicable - [1d - 10mL -
Intramuscular use])

Not reported

EU-EC-
10013363211

29/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10013363936

29/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

Diarrhoea (n/a -
Recovering/Resolving

4

Myalgia (n/a -
Recovering/Resolving
=)

Pyrexia (n/a -
Recovering/Resolving

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

Not reported

EU-EC-
10013364649

29/08/2022

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

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

Delirium (n/a -
Recovering/Resolving

4

Pyrexia (n/a -

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

Not reported
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Recovering/Resolving

EU-EC-
10013364663

29/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

Lip oedema (1d -
Recovered/Resolved -

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

Not reported

EU-EC-
10013365191

29/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

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

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

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

Not reported

EU-EC-
10013365346

29/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

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

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

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

Not reported

EU-EC-
10013366182

29/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

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

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

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

Not reported

EU-EC-
10013370260

29/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

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

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

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

Not reported

EU-EC-
10013370382

29/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

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

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

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

Not reported

EU-EC-
10013370630

29/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

No

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

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

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

Not reported

EU-EC-
10013371193

29/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

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

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

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

Not reported

EU-EC-
10013341157

26/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

No

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

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

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

Limb discomfort (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 - ),

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

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

Not reported

EU-EC-
10013341903

26/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

Not reported

EU-EC-
10013342999

26/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Chest pain (n/a -
Unknown - ),

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

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

Not reported

EU-EC-
10013343168

26/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Dermatitis allergic
(n/a - Unknown - ),

Skin lesion (n/a -
Unknown - )

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

Not reported

EU-EC-
10013346950

26/08/2022

Spontaneous

Non
Healthcare

European
Economic

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

Not available

3-11
Years

Child

Female

No

Pain (1d -
Recovered/Resolved -

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

Not reported
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)

applicable - [1d - 10ug -
Intramuscular use])

EU-EC-
10013347284

26/08/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10013350366

26/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

Asthenia (n/a -
Unknown - ),

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

Nausea (146h -
Recovered/Resolved -
Other Medically
Important Condition),

Vomiting (146h -
Recovered/Resolved -
Other Medically
Important Condition)

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

MELATONIN [MELATC
n/a-nfa-[n/a-n/a

[ASCORBIC ACID] (C
[n/a - n/a - nja)),

[LORATADINE] (C - S
allergy - nfa - [n/a-!
use])

EU-EC-
10013334159

25/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

Influenza like illness
(n/a-
Recovered/Resolved -

»

Wrong product
administered (n/a -
Recovered/Resolved -

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - n/a -
[1d - .3mL - Intramuscular use])

[MONTELUKAST] (C -
[n/a - n/a - nfal)

EU-EC-
10013337475

25/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

Cough (n/a -
Unknown - ),

Malaise (n/a -
Unknown - )

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

Not reported

EU-EC-
10013337841

25/08/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Type 1 diabetes
mellitus (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition)

TOZINAMERAN [TOZINAMERAN]
(S - COVID-19 immunisation - Not
applicable - [1d - .2mL - n/a])

Not reported

EU-EC-
10013319894

24/08/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Not
Specified

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-
10013321307

24/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

Suspected COVID-19
(n/a - Unknown - )

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

Not reported

EU-EC-
10013323368

24/08/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Idiopathic intracranial
hypertension (n/a -
Unknown -
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

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

Not reported

EU-EC-
10013324874

24/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Male

No

Pyrexia (n/a -
Unknown - )

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

Not reported

EU-EC-
10013306267

23/08/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

Fatigue (n/a -
Unknown - ),

Lip swelling (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

Not reported

EU-EC-
10013306568

23/08/2022

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

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

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

Vomiting (2d -
Recovered/Resolved -

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

Not reported
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Other Medically
Important Condition)
EU-EC- 23/08/2022 |Spontaneous |Healthcare |Non Not available 3-11 |Not Female |No Facial paralysis (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013306951 Professional |European Years |Specified Recovering/Resolving |- COVID-19 immunisation - Not
Economic - Other Medically applicable - [1d - n/a -
Area Important Condition) |Intramuscular use])
EU-EC- 23/08/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Syncope (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013307656 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Other Medically applicable - [1d - n/a -
Area Important Condition) |Intramuscular use])
EU-EC- 23/08/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Abdominal pain (n/a - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013307762 Professional |European Years |Specified Not Recovered/Not - COVID-19 immunisation - Not
Economic Resolved - ), applicable - [1d - n/a - n/a])
Area
Extensive swelling of
vaccinated limb (n/a -
Not Recovered/Not
Resolved - ),
Fatigue (n/a - Not
Recovered/Not
Resolved - ),
Headache (n/a - Not
Recovered/Not
Resolved - ),
Pyrexia (n/a - Not
Recovered/Not
Resolved - ),
Rash (n/a - Not
Recovered/Not
Resolved - ),
Seizure (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),
Vomiting (n/a - Not
Recovered/Not
Resolved - )
EU-EC- 23/08/2022 |Spontaneous |Healthcare |Non Not available 3-11 |Not Male No Poor quality product | TOZINAMERAN [TOZINAMERAN] |Not reported
10013310524 Professional |European Years |Specified administered (n/a -  |(S - COVID-19 immunisation - Not
Economic Unknown - ), applicable - [n/a - n/a -
Area Intramuscular use])
Product
administration error
(n/a - Unknown - )
EU-EC- 23/08/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Dyskinesia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013312311 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic ) applicable - [n/a - n/a -
Area Intramuscular use])
Hypoaesthesia (n/a -
Unknown - )
EU-EC- 22/08/2022 |Spontaneous |Non European |Not available 3-11  |Not Female |No Diarrhoea (n/a - Not |COMIRNATY [TOZINAMERAN] (S |Not reported
10013295827 Healthcare |Economic Years |Specified Recovered/Not - COVID-19 immunisation - Not
Professional |Area Resolved - ), applicable - [n/a - n/a - n/a])
Inappropriate
schedule of product
administration (n/a -
Unknown - ),
Vaccination site rash
(n/a - Not
Recovered/Not
Resolved - ),
Vomiting (n/a -
Recovered/Resolved -
)
EU-EC- 22/08/2022 |Spontaneous |Non Non Not available 3-11 |Not Female |Yes Loss of consciousness |COMIRNATY [TOZINAMERAN] (S |Not reported
10013298212 Healthcare |European Years |Specified (n/a - Not - COVID-19 immunisation - Not
Professional |Economic Recovered/Not applicable - [n/a - n/a - n/a])
Area Resolved - Disabling,
Other Medically
Important Condition),
Rash pruritic (n/a -
Not Recovered/Not
Resolved - Disabling,
Other Medically
Important Condition)
EU-EC- 22/08/2022 |Spontaneous |Healthcare |Non Not available 3-11 |Not Female |No Headache (n/a - TOZINAMERAN [TOZINAMERAN] |Not reported
10013302324 Professional |European Years |Specified Unknown - ), (S - COVID-19 immunisation - Not
Economic applicable - [n/a - n/a - n/a])
Area Syncope (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 22/08/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Child Female [No Diarrhoea (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013303237 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Vaccination site pain
(n/a - Unknown - )
EU-EC- 22/08/2022 |Spontaneous |Healthcare |European |Not available 3-11 | Child Female |No Cough (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013303320 Professional |Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Malaise (n/a -
Unknown - )
EU-EC- 22/08/2022 |Spontaneous |Non European |Not available 3-11  |Not Male No Fatigue (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013304254 Healthcare |Economic Years |Specified Recovering/Resolving |- COVID-19 immunisation - Not
Professional |Area =) applicable - [n/a - 1{DF} - n/a])
Myalgia (2d -
Recovered/Resolved -
)
Nausea (n/a -
Recovering/Resolving
EU-EC- 19/08/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Paralysis (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013287019 Professional |European Years |Specified Unknown - Disabling, |- COVID-19 immunisation - Not
https://dap.ema.europa.eu/analytics/saw.dll?Go 53/58
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Economic Other Medically applicable - [1d - n/a -
Area Important Condition) |Intramuscular use])
EU-EC- 19/08/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Myocarditis (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013288334 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Caused/Prolonged applicable - [1d - n/a - n/a])
Area Hospitalisation, Other
Medically Important
Condition),
Product administered
to patient of
inappropriate age
(n/a - Unknown -
Caused/Prolonged
Hospitalisation)
EU-EC- 19/08/2022 | Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Headache (11d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013288417 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Caused/Prolonged applicable - [1d - n/a -
Area Hospitalisation), Intramuscular use])
Pyrexia (11d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Vomiting (11d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 19/08/2022 | Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Dizziness (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013289817 Professional |European Years |Specified Recovering/Resolving |- COVID-19 immunisation - Not
Economic =) applicable - [1d - n/a -
Area Intramuscular use])
Syncope (n/a -
Recovering/Resolving
- Other Medically
Important Condition)
EU-EC- 19/08/2022 |Spontaneous |Healthcare |European |Not available 3-11 | Child Female |No Diarrhoea (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013290896 Professional | Economic Years Unknown - ), - COVID-19 immunisation - Not
Area applicable - [1d - 1{DF} - n/a])
Pyrexia (n/a -
Unknown - )
EU-EC- 18/08/2022 |Spontaneous |Non Non Not available 3-11  |Not Female |No COVID-19 (n/a - TOZINAMERAN [TOZINAMERAN] |Not reported
10013271985 Healthcare |European Years | Specified Unknown - Other (S - COVID-19 immunisation - Not
Professional |Economic Medically Important  |applicable - [1d - n/a -
Area Condition), Intramuscular use])
Vaccination failure
(n/a - Unknown -
Other Medically
Important Condition)
EU-EC- 18/08/2022 | Spontaneous |Non European |Not available 3-11  |Not Male No Dry skin (n/a - Not COMIRNATY [TOZINAMERAN] (S |Not reported
10013276465 Healthcare  |Economic Years | Specified Recovered/Not - COVID-19 immunisation - Not
Professional |Area Resolved - ), applicable - [n/a - n/a - n/a])
Injection site
erythema (n/a - Not
Recovered/Not
Resolved - ),
Injection site reaction
(n/a - Not
Recovered/Not
Resolved - )
EU-EC- 18/08/2022 | Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Respiratory arrest COMIRNATY [TOZINAMERAN] (S |Not reported
10013280399 Professional |European Years |Specified (n/a - Unknown - - COVID-19 immunisation - Not
Economic Other Medically applicable - [1d - n/a -
Area Important Condition), |Intramuscular use])
Septic shock (n/a -
Fatal - Results in
Death, Other
Medically Important
Condition)
EU-EC- 18/08/2022 | Spontaneous |Non European |Not available 3-11  |Child Female [No Dizziness (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013280958 Healthcare |Economic Years Recovering/Resolving |- COVID-19 immunisation - Drug
Professional |Area =) withdrawn - [n/a - n/a -
Intramuscular use])
Pyrexia (n/a -
Recovering/Resolving
EU-EC- 17/08/2022 | Spontaneous |Healthcare |European |Not available 3-11  |Not Male No Abdominal pain (0d - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013267581 Professional |Economic Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Area 8 applicable - [n/a - n/a - n/a])
Vomiting (0d -
Recovered/Resolved -
)
EU-EC- 17/08/2022 |Spontaneous |Non European |Not available 3-11 |Child Female |No Back pain (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013269079 Healthcare |Economic Years Recovering/Resolving |- COVID-19 immunisation - Drug
Professional |Area =) withdrawn - [n/a - n/a -
Intramuscular use])
Headache (n/a -
Recovering/Resolving
Injection site
erythema (n/a -
Recovering/Resolving
Pyrexia (n/a -
Recovering/Resolving
=)
Vaccination site
inflammation (n/a -
Recovering/Resolving
EU-EC- 16/08/2022 | Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Pyrexia (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013244823 Professional |European Years |Specified Unknown - - COVID-19 immunisation - Not
Economic Caused/Prolonged applicable - [1d - n/a -
Area Hospitalisation) Intramuscular use])
EU-EC- 16/08/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Hyperhidrosis (13d - |COMIRNATY [TOZINAMERAN] (S |Not reported
10013245926 Professional |European Years | Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Other Medically applicable - [1d - n/a -
Area Important Condition), |Intramuscular use])
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Pruritus (13d -
Recovered/Resolved -
Other Medically
Important Condition),

Rash (13d -
Recovered/Resolved -
Other Medically
Important Condition),

Rash maculo-papular
(13d -
Recovered/Resolved -
Other Medically
Important Condition),

Respiratory rate
increased (13d -
Recovered/Resolved -

EU-EC-
10013248843

16/08/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

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

Not reported

EU-EC-
10013249155

16/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

Feeling abnormal (n/a
Recovering/Resolving
- Other Medically

Important Condition),

Headache (135h -
Recovered/Resolved -
Other Medically
Important Condition),

Pain (135h -
Recovered/Resolved -
Other Medically
Important Condition),

Product administered
to patient of
inappropriate age
(n/a - Unknown -
Other Medically
Important Condition),

Pyrexia (100h -
Recovered/Resolved -
Other Medically
Important Condition),

Tachycardia (51h -
Recovered/Resolved -
Other Medically
Important Condition),

Vomiting (1470min -
Recovered/Resolved -
Other Medically
Important Condition)

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

Not reported

EU-EC-
10013250071

16/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

No

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

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

Hypersensitivity (n/a -
Recovered/Resolved -
Other Medically

Important Condition),

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

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

Not reported

EU-EC-
10013256598

16/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

Feeling hot (14d -
Recovered/Resolved -
)

Flushing (14d -
Recovered/Resolved -

)

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

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

Not reported

EU-EC-
10013256652

16/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Child

Female

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-
10013236730

15/08/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Abdominal pain upper
(4d -
Recovered/Resolved -

I’

Asthenia (4d -
Recovered/Resolved -

i

Body temperature
increased (4d -
Recovered/Resolved -

»

Decreased appetite
(n/a - Unknown - ),

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

Not reported
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Headache (4d -
Recovered/Resolved -
)
Rash (4d -
Recovered/Resolved -
EU-EC- 15/08/2022 |Spontaneous |Healthcare |Non Not available 3-11 |Not Female |No COVID-19 (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013236931 Professional |European Years |Specified Unknown - Other - COVID-19 immunisation - Not
Economic Medically Important  |applicable - [n/a - n/a - n/a])
Area Condition),
Drug ineffective (n/a -
Unknown - Other
Medically Important
Condition)
EU-EC- 15/08/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female |No Pyrexia (3d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013238904 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Caused/Prolonged applicable - [1d - n/a -
Area Hospitalisation) Intramuscular use])
EU-EC- 15/08/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female [No Pyrexia (7d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013238935 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Caused/Prolonged applicable - [1d - n/a - n/a])
Area Hospitalisation)
EU-EC- 15/08/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Headache (5d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013239577 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Caused/Prolonged applicable - [1d - n/a -
Area Hospitalisation) Intramuscular use])
EU-EC- 15/08/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Female [No Pyrexia (7d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013239678 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Caused/Prolonged applicable - [1d - n/a -
Area Hospitalisation), Intramuscular use])
Vomiting (7d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 15/08/2022 |Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Chills (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013239800 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Caused/Prolonged applicable - [1d - n/a -
Area Hospitalisation), Intramuscular use])
Diarrhoea (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Headache (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Pyrexia (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Rash (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),
Vomiting (n/a -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 15/08/2022 | Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Headache (5d - COMIRNATY [TOZINAMERAN] (S |Not reported
10013241108 Professional |European Years |Specified Recovered/Resolved - |- COVID-19 immunisation - Not
Economic Caused/Prolonged applicable - [1d - n/a - n/a])
Area Hospitalisation)
EU-EC- 12/08/2022 | Spontaneous |Non European |Not available 3-11  |Not Female |No Nephrotic syndrome |COMIRNATY [TOZINAMERAN] (S |Not reported
10013224106 Healthcare |Economic Years |Specified (n/a- - COVID-19 immunisation - Not
Professional |Area Recovering/Resolving |applicable - [n/a - n/a - n/a])
- Caused/Prolonged
Hospitalisation)
EU-EC- 12/08/2022 | Spontaneous |Healthcare |Non Not available 3-11  |Not Male No Cold sweat (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013224316 Professional |European Years |Specified Unknown - - COVID-19 immunisation - Not
Economic Caused/Prolonged applicable - [1d - n/a -
Area Hospitalisation), Intramuscular use])
Dizziness (65min -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)
EU-EC- 12/08/2022 | Spontaneous |Non European |Not available 3-11  |Child Male No COVID-19 (n/a - Not |COMIRNATY [TOZINAMERAN] (S |Not reported
10013224665 Healthcare |Economic Years Recovered/Not -n/a-nfa-[1d-n/a-
Professional |Area Resolved - ) Intramuscular use])
EU-EC- 12/08/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Female |No Vaccination site pain  |COMIRNATY [TOZINAMERAN] (S |Not reported
10013225160 Professional |Economic Years |Specified (n/a- - COVID-19 immunisation - n/a -
Area Recovered/Resolved - |[n/a - .2mL - Intramuscular use])
)
Vaccination site
reaction (n/a -
Recovered/Resolved -
)
EU-EC- 12/08/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Male No Vaccination site COMIRNATY [TOZINAMERAN] (S |Not reported
10013225420 Professional |Economic Years |Specified erythema (n/a - - COVID-19 immunisation - n/a -
Area Recovered/Resolved - |[n/a - n/a - Intramuscular use])
)
Vaccination site
reaction (n/a -
Recovered/Resolved -
)
EU-EC- 12/08/2022 |Spontaneous |Healthcare |European |Not available 3-11  |Not Not No Diarrhoea (n/a - COMIRNATY [TOZINAMERAN] (S |Not reported
10013225646 Professional |Economic Years |Specified |Specified Unknown - ), - COVID-19 immunisation - Not
Area applicable - [n/a - n/a -
Myalgia (n/a - Intramuscular use])
Unknown - ),
Pyrexia (24h -
Recovered/Resolved -
)
Vaccination site
reaction (n/a -
https://dap.ema.europa.eu/analytics/saw.dll?Go 56/58
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Unknown - ),

Vomiting (n/a -
Unknown - )

EU-EC-
10013225981

12/08/2022

Spontaneous

Non
Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Brain death (n/a -
Fatal - Results in
Death, Life
Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Immune
thrombocytopenia
(n/a - Fatal - Results
in Death, Life
Threatening,
Caused/Prolonged
Hospitalisation)

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

Not reported

EU-EC-
10013226288

12/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Not
Specified

No

Hypoaesthesia (n/a -
Recovered/Resolved -
Other Medically

Important Condition),

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

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

Not reported

EU-EC-
10013226408

12/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

Cardiac disorder (n/a
- Unknown -
Caused/Prolonged
Hospitalisation),

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

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

COMIRNATY [TOZINAMERAN] (S
- COVID-19 immunisation - Not
applicable - [n/a - .2mL -
Intramuscular use])

Not reported

EU-EC-
10013226758

12/08/2022

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

Yes

Pruritus (n/a -
Recovered/Resolved -
)

Urticaria (n/a -
Recovered/Resolved -

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

Not reported

EU-EC-
10013226866

12/08/2022

Spontaneous

Non
Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

Cough (n/a -
Recovered/Resolved -
)

Dysphonia (n/a -
Recovered/Resolved -

»

Nasal congestion (n/a
- Recovered/Resolved

g

Oropharyngeal pain
(nfa-
Recovered/Resolved -

i

Pain in extremity (n/a
- Recovered/Resolved

)

Pyrexia (n/a -
Recovered/Resolved -
)

Throat irritation (n/a -
Recovered/Resolved -

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

Not reported

EU-EC-
10013227810

12/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11
Years

Not
Specified

Male

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

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

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

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

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

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

Not reported

EU-EC-
10013228723

12/08/2022

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

Spontaneous

Healthcare
Professional

European
Economic
Area

Not available

3-11
Years

Not
Specified

Female

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

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

Hypotonic-
hyporesponsive
episode (n/a -
Unknown - Other

COMIRNATY [TOZINAMERAN] (S
-nfa-nfa-[nfa-nfa-
Intramuscular use])

Not reported
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Medically Important
Condition),

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

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

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

EU-EC-
10013228999

12/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11  |Not
Years |Specified

Male No

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

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

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

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

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

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

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

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

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

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

Not reported

EU-EC-
10013229656

12/08/2022

Spontaneous

Healthcare
Professional

Non
European
Economic
Area

Not available

3-11  |Not
Years |Specified

Female |No

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

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

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

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

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

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

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

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

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

Not reported
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