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EU Local
Number

EV
Gateway
Receipt
Date

Report Type
Primary
Source
Qualification

Primary
Source
Country
for
Regulatory
Purposes

Literature
Reference

Patient
Age
Group

Patient
Age
Group
(as per
reporter)

Patient
Sex

Parent
Child
Report

Reaction List PT (Duration –
Outcome - Seriousness
Criteria)

Suspect/interacting
Drug List (Drug
Char - Indication
PT - Action taken -
[Duration - Dose -
Route])

Concomitant/Not
Administered Drug List
(Drug Char - Indication PT
- Action taken - [Duration -
Dose - Route])

ICSR
Form

EU-EC-
10007461616

29/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Balance disorder (n/a -
Unknown - Other Medically
Important Condition),

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

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

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

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

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

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

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

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

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

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

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

Vaccination site pain (2d -
Recovered/Resolved - Other
Medically Important Condition)

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

IBUPROFEN [IBUPROFEN,
IBUPROFEN SODIUM] (C -
Chest pain - n/a - [n/a -
n/a - n/a]),

[BECLOMETASONE
DIPROPIONATE] (C -
Dyspnoea - n/a - [n/a - n/a
- n/a]),

[CETIRIZINE, CETIRIZINE
DIHYDROCHLORIDE] (C -
Rhinitis allergic - n/a - [n/a
- n/a - n/a]),

[CYANOCOBALAMIN,
VITAMIN B12] (C - Vitamin
supplementation - n/a -
[n/a - n/a - n/a]),

[FISH OIL] (C - Nutritional
supplementation - n/a -
[n/a - n/a - n/a]),

[GLUCOSE, ANHYDROUS,
SODIUM HYDROGEN
CARBONATE, POTASSIUM
CHLORIDE, SODIUM
CHLORIDE, CITRIC ACID,
POTASSIUM CHLORIDE,
SODIUM CHLORIDE,
GLUCOSE, DISODIUM
HYDROGEN CITRATE,
SODIUM CHLORIDE] (C -
Diarrhoea - n/a - [n/a - n/a
- n/a]),

[LAMOTRIGINE] (C - Partial
seizures - n/a - [n/a - n/a -
n/a]),

[PARACETAMOL] (C -
Pyrexia - n/a - [n/a - n/a -
n/a]),

[PROMETHAZINE,
PROMETHAZINE
HYDROCHLORIDE] (C -
Sleep disorder - n/a - [n/a
- n/a - n/a]),

[PROPRANOLOL,
PROPRANOLOL
HYDROCHLORIDE] (C -
Tachycardia - n/a - [n/a -
n/a - n/a]),

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

[SODIUM HYDROGEN
CARBONATE, POTASSIUM
CHLORIDE, SODIUM
CHLORIDE, MACROGOL
3350] (C - Constipation -
n/a - [n/a - n/a - n/a]),

[VITAMIN D] (C - Vitamin
supplementation - n/a -
[n/a - n/a - n/a])

ICSR

EU-EC-
10007462118

29/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Eye swelling (n/a -
Recovered/Resolved - ),

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

Swelling face (n/a -
Recovered/Resolved - )

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

Not reported ICSR

EU-EC-
10007463456

29/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

Male No Dysphonia (n/a - Unknown - ),

Eye oedema (n/a - Unknown -
),

Eye swelling (n/a - Unknown -
),

Eyelid oedema (n/a - Unknown
- ),

Facial paralysis (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007461616&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007462118&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007463456&_xpt=1&_xf=pdf


EU-EC-
10007464098

29/01/2021 Spontaneous Non
Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved - )

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

Not reported ICSR

EU-EC-
10007465345

29/01/2021 Spontaneous Non
Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Arthralgia (n/a -
Recovered/Resolved - ),

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

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

Face oedema (n/a -
Recovered/Resolved - ),

Facial paresis (n/a -
Recovered/Resolved - ),

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

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

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

Pyrexia (n/a -
Recovered/Resolved - )

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

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

ICSR

EU-EC-
10007466350

29/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

More
than 85
Years

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation, Other
Medically Important Condition)

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

LEVEMIR [INSULIN
DETEMIR] (C - Diabetes
mellitus - n/a - [n/a - n/a -
Subcutaneous]),

NOVORAPID [INSULIN
ASPART] (C - Diabetes
mellitus - n/a - [n/a - n/a -
Subcutaneous]),

TRAJENTA [LINAGLIPTIN]
(C - n/a - n/a - [n/a - 5mg
- Oral]),

[ACETYLSALICYLIC ACID]
(C - n/a - n/a - [n/a -
1{DF} - Oral]),

[DIPYRIDAMOLE] (C - n/a -
n/a - [n/a - 200mg - Oral]),

[METFORMIN, METFORMIN
HYDROCHLORIDE] (C -
Diabetes mellitus - n/a -
[n/a - n/a - Nasal])

ICSR

EU-EC-
10007466748

29/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

More
than 85
Years

Not
Specified

Male No Cerebrovascular accident (0d -
Not Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation, Disabling),

Facial paralysis (0d - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation, Disabling),

Hemiparesis (0d - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation, Disabling)

COMIRNATY
[TOZINAMERAN]
(S - COVID-19
immunisation - n/a
- [45min - .3mL -
Intramuscular])

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

[ATORVASTATIN] (C - n/a -
n/a - ),

[CARVEDILOL] (C - n/a -
n/a - ),

[EPLERENONE] (C - n/a -
n/a - ),

[FUROSEMIDE,
FUROSEMIDE SODIUM] (C
- n/a - n/a - )

ICSR

EU-EC-
10007467255

29/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved - ),

Facial paresis (n/a - Unknown
- ),

Hypoaesthesia (n/a - Unknown
- )

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

Not reported ICSR

EU-EC-
10007467278

29/01/2021 Spontaneous Non
Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a -
Recovering/Resolving - Other
Medically Important Condition)

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

Not reported ICSR

EU-EC-
10007467284

29/01/2021 Spontaneous Non
Healthcare
Professional

European
Economic
Area

Not
available

Not
Specified

Elderly Not
Specified

No COVID-19 (n/a - Not
Recovered/Not Resolved - Life
Threatening),

Facial paralysis (n/a -
Recovering/Resolving - Life
Threatening),

Fatigue (n/a - Unknown - Life
Threatening)

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

RIVAROXABAN
[RIVAROXABAN] (C - n/a -
n/a - [n/a - n/a - n/a])

ICSR

EU-EC-
10007467353

29/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Chills (1d -
Recovered/Resolved - Other
Medically Important
Condition),

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

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

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007464098&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007465345&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007466350&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007466748&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007467255&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007467278&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007467284&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007467353&_xpt=1&_xf=pdf


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

Insomnia (n/a - Unknown - ),

Malaise (n/a - Unknown - ),

Pain in extremity (n/a -
Unknown - )

EU-EC-
10007467469

29/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial pain (n/a - Not
Recovered/Not Resolved - ),

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

Stress (n/a - Unknown - )

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

Not reported ICSR

EU-EC-
10007467958

29/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

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

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

[BECLOMETASONE
DIPROPIONATE] (C - n/a -
n/a - [n/a - n/a - n/a]),

[BECLOMETASONE,
BECLOMETASONE
DIPROPIONATE] (C - n/a -
n/a - [n/a - n/a - n/a]),

[BUTYLSCOPOLAMINE,
HYOSCINE
BUTYLBROMIDE] (C - n/a -
n/a - [n/a - n/a - n/a]),

[CETIRIZINE, CETIRIZINE
DIHYDROCHLORIDE] (C -
n/a - n/a - [n/a - n/a -
n/a]),

[FLUOXETINE,
FLUOXETINE
HYDROCHLORIDE] (C - n/a
- n/a - [n/a - n/a - n/a]),

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

ICSR

EU-EC-
10007468789

29/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Facial paralysis (n/a -
Recovered/Resolved - Other
Medically Important Condition)

COMIRNATY
[TOZINAMERAN]
(S - COVID-19
immunisation - Not
applicable - [0d -
.3mL -
Intramuscular])

[BISOPROLOL,
BISOPROLOL FUMARATE,
BISOPROLOL
HEMIFUMARATE] (C -
Product used for unknown
indication - n/a - [n/a - n/a
- Oral])

ICSR

EU-EC-
10007452030

28/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Cerebellar infarction (n/a -
Unknown - Life Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Confusional state (n/a -
Unknown - Life Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Disorientation (n/a - Unknown
- Life Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Dizziness (n/a - Unknown -
Life Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

Facial paralysis (n/a -
Unknown - Life Threatening,
Caused/Prolonged
Hospitalisation, Other
Medically Important
Condition),

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

[TOZINAMERAN]
(S - COVID-19
immunisation - Not
applicable - [1d -
30ug -
Intramuscular])

[AMLODIPINE,
AMLODIPINE BESILATE,
AMLODIPINE MALEATE,
AMLODIPINE MESILATE] (C
- n/a - n/a - [n/a - n/a -
n/a])

ICSR

EU-EC-
10007452757

28/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition),

Facial paresis (3h -
Recovered/Resolved - Other
Medically Important
Condition),

Hypoaesthesia (3h -
Recovered/Resolved - Other

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

CYMBALTA [DULOXETINE,
DULOXETINE
HYDROCHLORIDE] (C - n/a
- n/a - [n/a - n/a - n/a]),

[AMFETAMINE SULFATE,
DEXAMFETAMINE
SULFATE, AMFETAMINE
ASPARTATE,
DEXAMFETAMINE
SACCHARATE] (C - n/a -

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007467469&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007467958&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007468789&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007452030&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007452757&_xpt=1&_xf=pdf


Medically Important
Condition),

Paraesthesia (3h -
Recovered/Resolved - Other
Medically Important Condition)

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

EU-EC-
10007454993

28/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (n/a -
Recovering/Resolving - Other
Medically Important Condition)

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

Not reported ICSR

EU-EC-
10007455775

28/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

65-85
Years

Elderly Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported ICSR

EU-EC-
10007455804

28/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (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 ICSR

EU-EC-
10007456700

28/01/2021 Spontaneous Non
Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Male No Facial paralysis (n/a -
Recovering/Resolving - ),

Swelling face (n/a -
Recovering/Resolving - )

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

Not reported ICSR

EU-EC-
10007459301

28/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (6h -
Recovered/Resolved - Other
Medically Important Condition)

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

Not reported ICSR

EU-EC-
10007460069

28/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Depersonalisation/derealisation
disorder (1d -
Recovered/Resolved - Other
Medically Important
Condition),

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

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

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

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

Stiff leg syndrome (n/a -
Recovering/Resolving - Other
Medically Important Condition)

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

Not reported ICSR

EU-EC-
10007460741

28/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Facial paralysis (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 - [3d -
1{DF} -
Unknown])

NOT AVAILABLE (C - n/a -
n/a - ),

RENVELA 2.4 G POWDER
FOR ORAL SUSPENSION
[SEVELAMER CARBONATE]
(C - n/a - n/a - ),

VELPHORO 500 MG
CHEWABLE TABLETS
[IRON, SUCROFERRIC
OXYHYDROXIDE] (C - n/a -
n/a - ),

[ATORVASTATIN,
EZETIMIBE] (C - n/a - n/a -
),

[BETAHISTINE
DIHYDROCHLORIDE] (C -
n/a - n/a - ),

[BISOPROLOL FUMARATE]
(C - n/a - n/a - ),

[CALCIFEDIOL] (C - n/a -
n/a - ),

[DOXAZOSIN, DOXAZOSIN
MESILATE] (C - n/a - n/a -
),

[ESOMEPRAZOLE,
ESOMEPRAZOLE
MAGNESIUM TRIHYDRATE]
(C - n/a - n/a - ),

[FUROSEMIDE] (C - n/a -
n/a - ),

[PARICALCITOL] (C - n/a -
n/a - )

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007454993&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007455775&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007455804&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007456700&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007459301&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007460069&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007460741&_xpt=1&_xf=pdf


EU-EC-
10007460749

28/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported ICSR

EU-EC-
10007441101

27/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Disabling),

Migraine (n/a -
Recovered/Resolved -
Disabling),

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

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

Not reported ICSR

EU-EC-
10007441156

27/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported ICSR

EU-EC-
10007442373

27/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Disease recurrence (12d -
Recovered/Resolved - Other
Medically Important
Condition),

Ear pain (12d -
Recovered/Resolved - Other
Medically Important
Condition),

Facial paralysis (12d -
Recovered/Resolved - Other
Medically Important
Condition),

Facial paresis (12d -
Recovered/Resolved - Other
Medically Important
Condition),

Headache (12d -
Recovered/Resolved - Other
Medically Important
Condition),

Hypoaesthesia (12d -
Recovered/Resolved - Other
Medically Important Condition)

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

RELVAR ELLIPTA
[FLUTICASONE FUROATE,
VILANTEROL] (C - Asthma
- n/a - [n/a - n/a - n/a]),

[COLECALCIFEROL] (C -
Vitamin supplementation -
n/a - [n/a - n/a - n/a]),

[ETHINYLESTRADIOL,
LEVONORGESTREL] (C -
Dysmenorrhoea - n/a -
[n/a - n/a - n/a]),

[INFLUENZA VACCINE
(SPLIT VIRION,
INACTIVATED)] (C -
Immunisation - n/a - [n/a -
n/a - n/a])

ICSR

EU-EC-
10007443846

27/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

65-85
Years

Not
Specified

Female No Facial paralysis (n/a -
Recovering/Resolving -
Caused/Prolonged
Hospitalisation)

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

Not reported ICSR

EU-EC-
10007443876

27/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Eyelid disorder (0d -
Recovered/Resolved - Other
Medically Important
Condition),

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

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

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

Not reported ICSR

EU-EC-
10007444774

27/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition)

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

[TAMOXIFEN CITRATE] (C
- Breast cancer female -
n/a - [n/a - 20mg - Oral])

ICSR

EU-EC-
10007445584

27/01/2021 Spontaneous Non
Healthcare
Professional

European
Economic
Area

Not
available

More
than 85
Years

Not
Specified

Male No Facial paresis (n/a - Not
Recovered/Not Resolved - )

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

Not reported ICSR

EU-EC-
10007445837

27/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

More
than 85
Years

Not
Specified

Female No Facial paresis (0d - Unknown -
),

Muscular weakness (0d -
Unknown - )

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

Not reported ICSR

EU-EC-
10007446631

27/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Joint stiffness (n/a - Not
Recovered/Not Resolved -

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

LANTUS [INSULIN
GLARGINE] (C - n/a - n/a -
[n/a - n/a - n/a]),

NOVORAPID [INSULIN
ASPART] (C - n/a - n/a -
[n/a - n/a - n/a]),

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007460749&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007441101&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007441156&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007442373&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007443846&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007443876&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007444774&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007445584&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007445837&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007446631&_xpt=1&_xf=pdf


Other Medically Important
Condition) [AMLODIPINE,

AMLODIPINE BESILATE,
AMLODIPINE MALEATE,
AMLODIPINE MESILATE] (C
- n/a - n/a - [n/a - n/a -
n/a]),

[EZETIMIBE] (C - n/a - n/a
- [n/a - n/a - n/a])

EU-EC-
10007448504

27/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

Not
Specified

Not
Specified

Female No Facial paralysis (1d -
Recovered/Resolved With
Sequelae - Disabling),

Hypoacusis (n/a -
Recovered/Resolved -
Disabling),

Hypoaesthesia (1d - Not
Recovered/Not Resolved -
Disabling)

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

Not reported ICSR

EU-EC-
10007431073

26/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Asthenia (4d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

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

Facial paralysis (4h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Myalgia (4d -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported ICSR

EU-EC-
10007431657

26/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Swelling face (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 ICSR

EU-EC-
10007432381

26/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Disabling)

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

Not reported ICSR

EU-EC-
10007432403

26/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

More
than 85
Years

Not
Specified

Male No Facial paralysis (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 ICSR

EU-EC-
10007432547

26/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

Not
Specified

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Disabling)

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

Not reported ICSR

EU-EC-
10007432977

26/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition),

Myocardial infarction (n/a -
Unknown - Other Medically
Important Condition)

TOZINAMERAN
[TOZINAMERAN]
(S - Immunisation
- Not applicable -
[n/a - n/a - n/a])

Not reported ICSR

EU-EC-
10007434215

26/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)

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

ETANERCEPT
[ETANERCEPT] (C -
Psoriatic arthropathy - n/a
- [n/a - n/a -
Subcutaneous]),

METHOTREXATE
[METHOTREXATE] (C -
Psoriatic arthropathy - n/a
- [n/a - n/a - n/a])

ICSR

EU-EC-
10007434457

26/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Asthenia (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

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

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

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

Not reported ICSR

EU-EC-
10007434942

26/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Face oedema (1d -
Recovered/Resolved - Other
Medically Important
Condition),

Facial paralysis (1d -
Recovered/Resolved - Other
Medically Important Condition)

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

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007448504&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007431073&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007431657&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007432381&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007432403&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007432547&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007432977&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007434215&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007434457&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007434942&_xpt=1&_xf=pdf


EU-EC-
10007435722

26/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Facial paralysis (10h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Hypoaesthesia (10h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Muscular weakness (10h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation),

Visual impairment (10h -
Recovered/Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported ICSR

EU-EC-
10007435894

26/01/2021 Spontaneous Non
Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Facial paresis (0d -
Recovered/Resolved - )

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

Not reported ICSR

EU-EC-
10007436902

26/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Dyspnoea (20min -
Recovered/Resolved - Life
Threatening),

Facial paresis (20min -
Recovered/Resolved - Other
Medically Important
Condition),

Hypersensitivity (20min -
Recovered/Resolved - Life
Threatening),

Hypotension (20min -
Recovered/Resolved - Life
Threatening),

Paraesthesia (20min -
Recovered/Resolved - Other
Medically Important
Condition),

Pharyngeal swelling (20min -
Recovered/Resolved - Life
Threatening),

Tongue oedema (20min -
Recovered/Resolved - Life
Threatening)

COMIRNATY
[TOZINAMERAN]
(S - COVID-19
immunisation -
Drug withdrawn -
[30s - 1{DF} -
Intramuscular])

[CETIRIZINE, CETIRIZINE
DIHYDROCHLORIDE] (C -
Premedication - n/a - [n/a -
1{DF} - Oral])

ICSR

EU-EC-
10007436963

26/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Administration site pain (1d -
Unknown - Other Medically
Important Condition),

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

Fatigue (1d - Unknown - Other
Medically Important
Condition),

Headache (0d - Unknown -
Other Medically Important
Condition),

Oral herpes (n/a - Unknown -
Other Medically Important
Condition)

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

[NAPROXEN SODIUM] (C -
n/a - n/a - [n/a - 550mg -
n/a]),

[PANTOPRAZOLE,
PANTOPRAZOLE SODIUM
SESQUIHYDRATE] (C - n/a
- n/a - [n/a - 20mg - n/a])

ICSR

EU-EC-
10007439289

26/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Cerebrovascular accident (n/a
- Unknown - Other Medically
Important Condition),

Dyskinesia (n/a - Unknown - ),

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

Gait disturbance (n/a -
Unknown - ),

Grip strength decreased (n/a -
Unknown - ),

Headache (n/a - Unknown - ),

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

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

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

Vaccination site pain (n/a -
Unknown - )

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

Not reported ICSR

EU-EC-
10007439409

26/01/2021 Spontaneous Healthcare
Professional

Non
European

Not
available

65-85
Years

Not
Specified

Male No Cough (n/a - Not
Recovered/Not Resolved - ),

TOZINAMERAN
[TOZINAMERAN]

JANUMET [METFORMIN
HYDROCHLORIDE,

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007435722&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007435894&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007436902&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007436963&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007439289&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007439409&_xpt=1&_xf=pdf


Economic
Area Decreased appetite (n/a - Not

Recovered/Not Resolved -
Disabling),

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

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

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

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

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

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

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

SARS-CoV-2 test positive (n/a
- Unknown - Other Medically
Important Condition)

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

SITAGLIPTIN, METFORMIN
HYDROCHLORIDE,
SITAGLIPTIN PHOSPHATE,
METFORMIN
HYDROCHLORIDE,
SITAGLIPTIN PHOSPHATE
MONOHYDRATE] (C -
Diabetes mellitus - n/a -
[n/a - n/a - n/a]),

[ALENDRONATE SODIUM,
ALENDRONIC ACID] (C -
Osteoporosis - n/a - [n/a -
n/a - n/a]),

[AMLODIPINE,
AMLODIPINE BESILATE,
AMLODIPINE MALEATE,
AMLODIPINE MESILATE] (C
- Hypertension - n/a - [n/a
- n/a - n/a]),

[CITALOPRAM,
CITALOPRAM
HYDROBROMIDE,
CITALOPRAM
HYDROCHLORIDE] (C -
Depression - n/a - [n/a -
n/a - n/a]),

[COLECALCIFEROL,
CALCIUM CARBONATE] (C
- Osteoporosis - n/a - [n/a
- n/a - n/a]),

[GLICLAZIDE] (C -
Diabetes mellitus - n/a -
[n/a - n/a - n/a]),

[INDAPAMIDE,
INDAPAMIDE
HEMIHYDRATE] (C -
Hypertension - n/a - [n/a -
n/a - n/a]),

[INSULIN, INSULIN
HUMAN] (C - Diabetes
mellitus - n/a - [n/a - n/a -
n/a]),

[PREDNISONE] (C -
Obliterative bronchiolitis -
n/a - [n/a - n/a - n/a])

EU-EC-
10007439516

26/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported ICSR

EU-EC-
10007440331

26/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

Male No Abdominal distension (n/a -
Unknown - ),

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

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

Malaise (n/a - Unknown - ),

Nausea (n/a - Unknown - )

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

HUMALOG [INSULIN
LISPRO] (C - n/a - n/a -
[n/a - n/a - n/a]),

PROPRANOLOL
HYDROCHLORIDE
[PROPRANOLOL
HYDROCHLORIDE] (C - n/a
- n/a - [n/a - n/a - n/a]),

TRESIBA [INSULIN
DEGLUDEC] (C - n/a - n/a -
[n/a - n/a - n/a]),

[HYDROCHLOROTHIAZIDE]
(C - n/a - n/a - [n/a -
12.5mg - n/a]),

[LOSARTAN, LOSARTAN
POTASSIUM] (C - n/a - n/a
- [n/a - n/a - n/a]),

[PRAVASTATIN,
PRAVASTATIN SODIUM] (C
- n/a - n/a - [n/a - n/a -
n/a])

ICSR

EU-EC-
10007419682

25/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Conjunctivitis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

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

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

COMIRNATY
[TOZINAMERAN]
(S - COVID-19
immunisation -
Dose not changed
- [n/a - .3mL -
Intramuscular])

[BISOPROLOL FUMARATE]
(C - Hypertension - n/a -
[n/a - 2{DF} - Oral]),

[INDAPAMIDE,
AMLODIPINE BESILATE,
PERINDOPRIL ARGININE]
(C - Hypertension - n/a -
[n/a - 1{DF} - Oral])

ICSR

EU-EC-
10007420074

25/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

Not
Specified

Not
Specified

Female No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported ICSR

EU-EC-
10007420215

25/01/2021 Spontaneous Healthcare
Professional

Non
European

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a -
Unknown - Other Medically

TOZINAMERAN
[TOZINAMERAN]

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007439516&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007440331&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007419682&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007420074&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007420215&_xpt=1&_xf=pdf


Economic
Area

Important Condition),

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

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

EU-EC-
10007420460

25/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paresis (n/a -
Recovering/Resolving - ),

Headache (n/a -
Recovering/Resolving - )

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

Not reported ICSR

EU-EC-
10007420668

25/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (1d -
Recovered/Resolved - Other
Medically Important Condition)

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

[NAPROXEN, NAPROXEN
SODIUM] (C - Pain - n/a -
[1d - n/a - n/a])

ICSR

EU-EC-
10007420839

25/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

More
than 85
Years

Elderly Female No Facial paresis (n/a - Not
Recovered/Not Resolved - )

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

Not reported ICSR

EU-EC-
10007421020

25/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Back pain (n/a -
Recovering/Resolving - ),

Chest discomfort (n/a -
Recovering/Resolving - ),

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

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

Ear pain (n/a -
Recovering/Resolving - ),

Facial pain (n/a -
Recovering/Resolving - ),

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

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

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

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

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

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

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

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

Peripheral coldness (n/a -
Recovering/Resolving - )

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

[BIOTIN] (C - n/a - n/a -
[n/a - n/a - n/a]),

[COLECALCIFEROL,
CALCIUM PHOSPHATE] (C -
n/a - n/a - [n/a - n/a -
n/a]),

[COLECALCIFEROL] (C -
n/a - n/a - [n/a - n/a -
n/a]),

[FAMOTIDINE,
FAMOTIDINE, CALCIUM
CARBONATE, MAGNESIUM
HYDROXIDE] (C - n/a - n/a
- [n/a - n/a - n/a]),

[MESALAZINE] (C - n/a -
n/a - [n/a - n/a - n/a]),

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

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

ICSR

EU-EC-
10007421026

25/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported ICSR

EU-EC-
10007421065

25/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Dizziness (n/a - Not
Recovered/Not Resolved - ),

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

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

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

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

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

[OMEPRAZOLE] (C - n/a -
n/a - [n/a - 20mg - n/a])

ICSR

EU-EC-
10007421069

25/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Ageusia (n/a - Not
Recovered/Not Resolved - ),

Eye movement disorder (n/a -
Not Recovered/Not Resolved -
),

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

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007420460&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007420668&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007420839&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007421020&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007421026&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007421065&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007421069&_xpt=1&_xf=pdf


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

EU-EC-
10007424469

25/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Asthenia (n/a - Not
Recovered/Not Resolved - ),

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

[CETIRIZINE, CETIRIZINE
DIHYDROCHLORIDE] (C -
n/a - n/a - [n/a - n/a -
n/a]),

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

[THIAMINE
HYDROCHLORIDE,
RETINOL] (C - n/a - n/a -
[n/a - n/a - n/a])

ICSR

EU-EC-
10007424471

25/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (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 ICSR

EU-EC-
10007424641

25/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Facial paralysis (4d -
Recovered/Resolved - Other
Medically Important
Condition),

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

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

Not reported ICSR

EU-EC-
10007427692

25/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Blepharospasm (n/a - Not
Recovered/Not Resolved -
Disabling),

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

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

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

Not reported ICSR

EU-EC-
10007428081

25/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Ear pain (n/a - Not
Recovered/Not Resolved - ),

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

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

Taste disorder (n/a -
Recovered/Resolved - )

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

Not reported ICSR

EU-EC-
10007428096

25/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Allergy to vaccine (n/a -
Recovering/Resolving - ),

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

Hypersensitivity (3d -
Recovered/Resolved With
Sequelae - ),

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

Inappropriate schedule of
product administration (n/a -

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

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007424469&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007424471&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007424641&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007427692&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007428081&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007428096&_xpt=1&_xf=pdf


Unknown - ),

Paraesthesia oral (n/a -
Recovering/Resolving - ),

Sensory disturbance (n/a -
Recovering/Resolving - ),

Swollen tongue (n/a -
Recovering/Resolving - )

EU-EC-
10007428584

25/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Chills (3d -
Recovered/Resolved -
Disabling),

Face oedema (3d -
Recovered/Resolved -
Disabling),

Facial paresis (3d -
Recovered/Resolved -
Disabling),

Headache (3d -
Recovered/Resolved -
Disabling),

Myalgia (3d -
Recovered/Resolved -
Disabling),

Pyrexia (3d -
Recovered/Resolved -
Disabling)

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

Not reported ICSR

EU-EC-
10007419256

24/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Depressed level of
consciousness (0d -
Recovered/Resolved - Other
Medically Important
Condition),

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

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

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

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

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

COMIRNATY
[TOZINAMERAN]
(S - COVID-19
immunisation -
Dose not changed
- [n/a - 30ug -
Intramuscular])

Not reported ICSR

EU-EC-
10007416519

23/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

More
than 85
Years

Not
Specified

Female No Dysphagia (n/a - Unknown -
Other Medically Important
Condition),

Facial paralysis (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported ICSR

EU-EC-
10007416607

23/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Disabling)

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

Not reported ICSR

EU-EC-
10007417828

23/01/2021 Spontaneous Non
Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Abdominal pain (n/a - Not
Recovered/Not Resolved - ),

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

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

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

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

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

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

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

Not reported ICSR

EU-EC-
10007418421

23/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition),

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

COMIRNATY
[TOZINAMERAN]
(S - COVID-19
immunisation - n/a
- [n/a - 30ug -
Intramuscular])

Not reported ICSR

EU-EC-
10007403389

22/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Eyelid ptosis (1d -
Recovering/Resolving -
Disabling),

COMIRNATY
[TOZINAMERAN]
(S - Prophylaxis -

[AMLODIPINE,
AMLODIPINE BESILATE] (C
- n/a - Unknown - [n/a -

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007428584&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007419256&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007416519&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007416607&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007417828&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007418421&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007403389&_xpt=1&_xf=pdf


Facial paresis (1d -
Recovering/Resolving -
Disabling),

Headache (2d - Not
Recovered/Not Resolved -
Disabling),

Hypoaesthesia oral (1d -
Unknown - Disabling),

Lip disorder (1d -
Recovering/Resolving -
Disabling),

Paraesthesia (1d -
Recovering/Resolving -
Disabling),

Vaccination site oedema (2d -
Not Recovered/Not Resolved -
Disabling),

Vaccination site pain (2d - Not
Recovered/Not Resolved -
Disabling)

Not applicable -
[1d - .3mL -
Intramuscular])

5mg - Oral])

EU-EC-
10007407143

22/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paresis (n/a - Unknown
- Other Medically Important
Condition),

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

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

Not reported ICSR

EU-EC-
10007408032

22/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paresis (n/a -
Recovered/Resolved - Other
Medically Important Condition)

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

Not reported ICSR

EU-EC-
10007409134

22/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paresis (n/a - Unknown
- ),

Fatigue (n/a - Unknown - ),

Hypoaesthesia (n/a - Unknown
- ),

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

Visual impairment (n/a -
Unknown - )

COMIRNATY
[TOZINAMERAN]
(S - COVID-19
immunisation - n/a
- [n/a - 30ug -
Intramuscular])

Not reported ICSR

EU-EC-
10007409412

22/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (1d -
Recovered/Resolved - )

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

Not reported ICSR

EU-EC-
10007409729

22/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Chest discomfort (n/a - Not
Recovered/Not Resolved - ),

Facial paralysis (n/a - Not
Recovered/Not Resolved - )

COMIRNATY
[TOZINAMERAN]
(S - COVID-19
immunisation -
Drug withdrawn -
[n/a - 1.3mL -
Intramuscular])

Not reported ICSR

EU-EC-
10007412780

22/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved - )

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

Not reported ICSR

EU-EC-
10007412945

22/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (8d -
Recovered/Resolved - ),

Hyperpyrexia (8d -
Recovered/Resolved - )

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

Not reported ICSR

EU-EC-
10007413079

22/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Conjunctivitis (n/a -
Recovered/Resolved - Other
Medically Important
Condition),

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

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

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

[RABEPRAZOLE,
RABEPRAZOLE SODIUM] (C
- n/a - n/a - [n/a - 10mg -
Oral]),

[RAMIPRIL] (C -
Hypertension - n/a - [n/a -
5mg - Oral])

ICSR

EU-EC-
10007413963

22/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Asthenia (n/a - Unknown - ),

Chills (2d -
Recovered/Resolved - ),

Dizziness (n/a - Unknown - ),

Eye contusion (n/a - Unknown
- ),

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

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

BEXAROTENE
[BEXAROTENE] (C -
Cutaneous T-cell lymphoma
- n/a - [n/a - 75mg - n/a]),

[LEVOTHYROXINE,
LEVOTHYROXINE SODIUM]
(C - Thyroid disorder - n/a
- [n/a - 150ug - n/a]),

[ROSUVASTATIN,
ROSUVASTATIN CALCIUM]
(C - Blood cholesterol - n/a
- [n/a - 20mg - n/a])

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007407143&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007408032&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007409134&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007409412&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007409729&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007412780&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007412945&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007413079&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007413963&_xpt=1&_xf=pdf


Head discomfort (n/a -
Unknown - ),

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

Hypersensitivity (n/a -
Unknown - ),

Hypoaesthesia (2d -
Recovered/Resolved - ),

Hypoaesthesia (n/a - Unknown
- ),

Influenza like illness (n/a -
Unknown - ),

Lethargy (n/a - Unknown - ),

Nausea (2d -
Recovered/Resolved - ),

Ocular discomfort (n/a -
Unknown - ),

Ocular hyperaemia (n/a -
Unknown - ),

Swelling face (n/a - Unknown -
)

EU-EC-
10007414118

22/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a -
Recovered/Resolved - Other
Medically Important
Condition),

Herpes zoster (n/a - Unknown
- Other Medically Important
Condition)

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

[LISINOPRIL, LISINOPRIL
DIHYDRATE] (C -
Hypertension - n/a - [n/a -
5mg - Oral])

ICSR

EU-EC-
10007415161

22/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (2d -
Recovered/Resolved - Other
Medically Important Condition)

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

IVABRADINE
[IVABRADINE,
IVABRADINE
HYDROCHLORIDE] (C -
Sinus tachycardia - n/a -
[n/a - n/a - n/a])

ICSR

EU-EC-
10007415443

22/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (n/a -
Recovered/Resolved - Other
Medically Important Condition)

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

DULOXETINE
[DULOXETINE] (C - n/a -
n/a - [n/a - n/a - n/a]),

FENTANYL [FENTANYL,
FENTANYL CITRATE] (C -
n/a - n/a - [n/a - n/a -
n/a]),

LEVETIRACETAM
[LEVETIRACETAM] (C - n/a
- n/a - [n/a - n/a - n/a]),

OLANZAPINE
[OLANZAPINE] (C - n/a -
n/a - [n/a - n/a - n/a]),

[BISACODYL] (C - n/a - n/a
- [n/a - n/a - n/a]),

[HYDROMORPHONE] (C -
n/a - n/a - [n/a - n/a -
n/a]),

[OMEPRAZOLE] (C - n/a -
n/a - [n/a - n/a - n/a])

ICSR

EU-EC-
10007415457

22/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paresis (n/a - Not
Recovered/Not Resolved - ),

Headache (n/a - Unknown - ),

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

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

[LEVOTHYROXINE] (C -
Hypothyroidism - n/a - [n/a
- n/a - n/a]),

[PYRIDOSTIGMINE,
PYRIDOSTIGMINE
BROMIDE] (C - Myasthenia
gravis - n/a - [n/a - n/a -
Oral])

ICSR

EU-EC-
10007392059

21/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

65-85
Years

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported ICSR

EU-EC-
10007392525

21/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Allergy to vaccine (n/a -
Recovered/Resolved - ),

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

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

Paraesthesia oral (n/a -
Recovered/Resolved - ),

Rash erythematous (n/a -
Recovered/Resolved - )

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

[EPINEPHRINE] (C - n/a -
n/a - [n/a - n/a - n/a]),

[FLUTICASONE
PROPIONATE] (C - n/a -
n/a - [n/a - n/a - n/a])

ICSR

EU-EC-
10007392836

21/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved - ),

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

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007414118&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007415161&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007415443&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007415457&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007392059&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007392525&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007392836&_xpt=1&_xf=pdf


Area Muscular weakness (n/a -
Unknown - ),

Overdose (n/a - Unknown - )

applicable - [1d -
.5mL -
Intramuscular])

EU-EC-
10007393097

21/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

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

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

Not reported ICSR

EU-EC-
10007393844

21/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a -
Recovering/Resolving - Other
Medically Important Condition)

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

Not reported ICSR

EU-EC-
10007393853

21/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

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

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

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

Not reported ICSR

EU-EC-
10007395628

21/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Cheilitis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

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

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

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

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

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

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

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

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

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

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

Not reported ICSR

EU-EC-
10007385209

20/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

65-85
Years

Not
Specified

Female No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported ICSR

EU-EC-
10007385731

20/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

65-85
Years

Elderly Male No Facial paresis (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)

COMIRNATY
[TOZINAMERAN]
(S - COVID-19
immunisation - n/a
- [n/a - 30ug -
Intramuscular])

Not reported ICSR

EU-EC-
10007389602

20/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

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

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

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

Not reported ICSR

EU-EC-
10007371706

19/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic

Not
available

18-64
Years

Not
Specified

Female No Asthenia (n/a - Unknown -
Disabling, Other Medically
Important Condition),

TOZINAMERAN
[TOZINAMERAN]
(S - COVID-19

[LEVOTHYROXINE
SODIUM] (C - Thyroid
disorder - n/a - [n/a - n/a -

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007393097&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007393844&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007393853&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007395628&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007385209&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007385731&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007389602&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007371706&_xpt=1&_xf=pdf


Area
Balance disorder (n/a -
Unknown - Disabling, Other
Medically Important
Condition),

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

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

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

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

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

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

Eye pain (1d -
Recovered/Resolved -
Disabling, Other Medically
Important Condition),

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

Facial paralysis (2d -
Recovering/Resolving -
Disabling, Other Medically
Important Condition),

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

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

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

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

Middle ear inflammation (4d -
Recovered/Resolved -
Disabling, Other Medically
Important Condition),

Migraine with aura (n/a -
Recovering/Resolving -
Disabling, Other Medically
Important Condition),

Nausea (4d -
Recovering/Resolving -
Disabling, Other Medically
Important Condition),

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

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

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

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

Swelling face (2d -
Recovered/Resolved With
Sequelae - Disabling, Other
Medically Important Condition)

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

n/a]),

[OMEPRAZOLE] (C - n/a -
n/a - [n/a - n/a - n/a]),

[PARACETAMOL] (C -
Carpal tunnel syndrome -
n/a - [n/a - n/a - n/a])

EU-EC-
10007373262

19/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Ear pain (n/a -
Recovering/Resolving - ),

Eye pain (n/a -

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

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007373262&_xpt=1&_xf=pdf


Recovering/Resolving - ),

Facial pain (n/a -
Recovering/Resolving - ),

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

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

Pain in jaw (n/a -
Recovering/Resolving - )

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

EU-EC-
10007373381

19/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Male No Eyelid function disorder (n/a -
Recovering/Resolving - Other
Medically Important
Condition),

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

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

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

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

Skin burning sensation (n/a -
Recovering/Resolving - Other
Medically Important Condition)

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

[AMLODIPINE BESILATE,
PERINDOPRIL ARGININE,
AMLODIPINE,
PERINDOPRIL ARGININE]
(C - Hypertension -
Unknown - [n/a - n/a -
Oral])

ICSR

EU-EC-
10007373671

19/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

65-85
Years

Not
Specified

Male No Facial paresis (n/a - Not
Recovered/Not Resolved - )

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

Not reported ICSR

EU-EC-
10007375521

19/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Facial paresis (n/a - Not
Recovered/Not Resolved - ),

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

Sensory level abnormal (n/a -
Not Recovered/Not Resolved -
)

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

Not reported ICSR

EU-EC-
10007376034

19/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)

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

Not reported ICSR

EU-EC-
10007377217

19/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

Not
Specified

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

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

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

Not reported ICSR

EU-EC-
10007378243

19/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

More
than 85
Years

Not
Specified

Not
Specified

No Altered state of consciousness
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

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

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

Pallor (n/a - Unknown -

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

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007373381&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007373671&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007375521&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007376034&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007377217&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007378243&_xpt=1&_xf=pdf


Caused/Prolonged
Hospitalisation)

EU-EC-
10007378942

19/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial pain (n/a - Not
Recovered/Not Resolved - ),

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

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

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

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

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

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

Pain in jaw (n/a - Not
Recovered/Not Resolved - )

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

PANTOPRAZOLE
[PANTOPRAZOLE,
PANTOPRAZOLE SODIUM
SESQUIHYDRATE] (C - n/a
- n/a - [n/a - n/a - n/a]),

[FLUTICASONE
PROPIONATE] (C - n/a -
n/a - [n/a - n/a - n/a])

ICSR

EU-EC-
10007363518

18/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

Female No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported ICSR

EU-EC-
10007363521

18/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition),

Pain in extremity (n/a -
Unknown - )

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

Not reported ICSR

EU-EC-
10007363599

18/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

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

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

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

Vaccination site paraesthesia
(n/a - Not Recovered/Not
Resolved - )

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

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

ICSR

EU-EC-
10007363726

18/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

Not
Specified

Not
Specified

Female No Facial paralysis (n/a -
Recovered/Resolved - Other
Medically Important
Condition),

Tachycardia (n/a -
Recovered/Resolved - )

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

Not reported ICSR

EU-EC-
10007364003

18/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (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 ICSR

EU-EC-
10007364453

18/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a -
Recovering/Resolving - ),

Lethargy (3d -
Recovered/Resolved - ),

Pain (3d - Recovered/Resolved
- )

COMIRNATY
CONCENTRATE
FOR DISPERSION
FOR INJECTION
COVID-19 MRNA
VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN]
(S - n/a - Not
applicable - [n/a -
.3mL - n/a])

NEOCLARITYN
[DESLORATADINE] (C - n/a
- Dose not changed - ),

[TRAZODONE,
TRAZODONE
HYDROCHLORIDE] (C - n/a
- n/a - )

ICSR

EU-EC-
10007364795

18/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)

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

Not reported ICSR

EU-EC-
10007367567

18/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Off label use (n/a - Unknown -
),

Product use issue (n/a -
Unknown - )

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

Not reported ICSR

EU-EC-
10007369324

18/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

Not
Specified

Not
Specified

Female No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported ICSR

EU-EC-
10007369329

18/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic

Not
available

65-85
Years

Not
Specified

Male No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition),

TOZINAMERAN
[TOZINAMERAN]
(S - COVID-19

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007378942&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007363518&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007363521&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007363599&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007363726&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007364003&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007364453&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007364795&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007367567&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007369324&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007369329&_xpt=1&_xf=pdf


Area
Nasopharyngitis (n/a -
Recovered/Resolved - ),

Periorbital swelling (n/a -
Unknown - ),

Pruritus (n/a - Unknown - ),

Rash (n/a - Unknown - ),

Swelling face (n/a - Unknown -
),

Swelling of eyelid (n/a -
Unknown - ),

Vaccination site pain (n/a -
Unknown - )

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

EU-EC-
10007369346

18/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

Not
Specified

Not
Specified

Female No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported ICSR

EU-EC-
10007369362

18/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Disabling, Other Medically
Important Condition),

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

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

Not reported ICSR

EU-EC-
10007369441

18/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Eye pruritus (n/a -
Recovering/Resolving - ),

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

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

Not reported ICSR

EU-EC-
10007369450

18/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

Male No Eye disorder (n/a - Unknown -
Other Medically Important
Condition),

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

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

Occipital neuralgia (n/a -
Unknown - )

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

Not reported ICSR

EU-EC-
10007363018

17/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (2h -
Recovered/Resolved - Other
Medically Important Condition)

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

Not reported ICSR

EU-EC-
10007355043

15/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

More
than 85
Years

Elderly Female No Diarrhoea (1h -
Recovered/Resolved - Other
Medically Important
Condition),

Dysarthria (1h -
Recovered/Resolved - Other
Medically Important
Condition),

Facial paralysis (1h -
Recovered/Resolved - Other
Medically Important
Condition),

Unresponsive to stimuli (1h -
Recovered/Resolved - Other
Medically Important
Condition),

Vomiting (1h -
Recovered/Resolved - Other
Medically Important Condition)

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

[SIMVASTATIN] (C - Blood
cholesterol - n/a - [n/a -
n/a - n/a])

ICSR

EU-EC-
10007356564

15/01/2021 Spontaneous Non
Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Dysphagia (1d -
Recovering/Resolving -
Disabling),

Facial paresis (0d -
Recovering/Resolving -
Disabling),

Paraesthesia (0d -
Recovering/Resolving -
Disabling),

Salivary hypersecretion (0d -
Recovered/Resolved -
Disabling),

Vaccination site oedema (1d -
Not Recovered/Not Resolved -
Disabling),

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

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007369346&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007369362&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007369441&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007369450&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007363018&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007355043&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007356564&_xpt=1&_xf=pdf


Vaccination site pain (1d - Not
Recovered/Not Resolved -
Disabling)

EU-EC-
10007356796

15/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Adult Female No Facial paralysis (2d -
Recovered/Resolved - Other
Medically Important
Condition),

Fatigue (16d -
Recovered/Resolved - Other
Medically Important
Condition),

Headache (7d -
Recovered/Resolved - Other
Medically Important
Condition),

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

Myalgia (13d -
Recovered/Resolved - Other
Medically Important
Condition),

Nausea (9d -
Recovered/Resolved - Other
Medically Important
Condition),

Palpitations (13d -
Recovered/Resolved - Other
Medically Important
Condition),

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

Pyrexia (7d -
Recovered/Resolved - ),

Sensory disturbance (n/a -
Unknown - ),

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

Vaccination site erythema (7d
- Recovered/Resolved - Other
Medically Important
Condition),

Vaccination site pain (5d -
Recovered/Resolved - Other
Medically Important
Condition),

Vaccination site swelling (16d -
Recovered/Resolved - Other
Medically Important Condition)

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

[INFLUENZA VIRUS] (C -
Influenza immunisation -
n/a - [n/a - n/a - n/a])

ICSR

EU-EC-
10007357899

15/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Facial paralysis (n/a - Not
Recovered/Not Resolved - ),

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

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

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

DESLORATADINE ACTAVIS
[DESLORATADINE] (C -
Hypersensitivity - n/a -
[n/a - n/a - n/a])

ICSR

EU-EC-
10007358833

15/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

More
than 85
Years

Not
Specified

Female No Facial paresis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)

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

[DICLOFENAC,
DICLOFENAC
DIETHYLAMINE,
DICLOFENAC EPOLAMINE,
DICLOFENAC POTASSIUM,
DICLOFENAC RESINATE,
DICLOFENAC SODIUM,
DICLOFENAC SODIUM PH.
EUR.] (C - n/a - n/a - [n/a -
n/a - n/a]),

[MACROGOL 3350,
POTASSIUM, SODIUM,
CHLORIDE ION,
HYDROGEN CARBONATE,
POTASSIUM, SODIUM,
CHLORINE, HYDROGEN
CARBONATE, SODIUM
HYDROGEN CARBONATE,
POTASSIUM CHLORIDE,
SODIUM CHLORIDE,
MACROGOL 3350] (C - n/a
- n/a - [n/a - n/a - n/a])

ICSR

EU-EC-
10007360283

15/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial pain (n/a - Not
Recovered/Not Resolved -
Disabling),

Facial paralysis (n/a - Not
Recovered/Not Resolved -
Disabling),

Noninfective encephalitis (n/a -
Not Recovered/Not Resolved -
Disabling)

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

[FLUOXETINE,
FLUOXETINE
HYDROCHLORIDE] (C - n/a
- n/a - [n/a - n/a - n/a])

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007356796&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007357899&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007358833&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007360283&_xpt=1&_xf=pdf


EU-EC-
10007346801

14/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a -
Recovered/Resolved - Other
Medically Important Condition)

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

Not reported ICSR

EU-EC-
10007347033

14/01/2021 Spontaneous Non
Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Facial paresis (4d - Not
Recovered/Not Resolved - ),

Hypoacusis (4d - Not
Recovered/Not Resolved - )

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

Not reported ICSR

EU-EC-
10007348199

14/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Chills (1d -
Recovered/Resolved - Other
Medically Important
Condition),

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

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

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

Not reported ICSR

EU-EC-
10007350323

14/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paresis (n/a - Unknown
- )

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

Not reported ICSR

EU-EC-
10007352598

14/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Blood pressure systolic
increased (n/a - Unknown - ),

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

Otitis media (n/a - Unknown -
)

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

[ESOMEPRAZOLE,
ESOMEPRAZOLE
MAGNESIUM,
ESOMEPRAZOLE
MAGNESIUM TRIHYDRATE,
ESOMEPRAZOLE SODIUM]
(C - Dyspepsia - n/a - [n/a
- 40mg - n/a])

ICSR

EU-EC-
10007352940

14/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Dysarthria (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

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

Myalgia (n/a - Unknown - )

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

Not reported ICSR

EU-EC-
10007353672

14/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Herpes zoster oticus (n/a -
Unknown - Other Medically
Important Condition),

Rash vesicular (n/a - Unknown
- Other Medically Important
Condition)

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

Not reported ICSR

EU-EC-
10007341040

13/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

More
than 85
Years

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation, Disabling)

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

[AMLODIPINE,
AMLODIPINE BESILATE,
AMLODIPINE MALEATE,
AMLODIPINE MESILATE] (C
- Hypertension - n/a - [n/a
- n/a - n/a]),

[ATORVASTATIN] (C - n/a -
n/a - [n/a - n/a - n/a])

ICSR

EU-EC-
10007341517

13/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

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

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

[INFLUENZA VACCINE
(SPLIT VIRION,
INACTIVATED)] (C -
Immunisation - n/a - [n/a -
n/a - n/a]),

[LOSARTAN POTASSIUM]
(C - Hypertension - n/a -
[n/a - n/a - n/a])

ICSR

EU-EC-
10007341974

13/01/2021 Spontaneous Non
Healthcare
Professional

European
Economic
Area

Not
available

65-85
Years

Elderly Male No Facial paralysis (2d - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported ICSR

EU-EC-
10007343135

13/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

65-85
Years

Not
Specified

Female No COVID-19 (3d -
Recovered/Resolved - ),

Facial paralysis (2d -
Recovered/Resolved - ),

Infection (n/a - Unknown - )

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

RIVAROXABAN
[RIVAROXABAN] (C - n/a -
n/a - [n/a - n/a - n/a]),

[MIRTAZAPINE] (C -
Depression - n/a - [n/a -
n/a - n/a])

ICSR

EU-EC-
10007343142

13/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Facial paralysis (n/a - Not
Recovered/Not Resolved - ),

Paralysis (n/a - Unknown - )

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

Not reported ICSR

EU-EC-
10007344586

13/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)

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

[OMEPRAZOLE] (C - Reflux
gastritis - n/a - [n/a -
20mg - n/a])

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007346801&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007347033&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007348199&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007350323&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007352598&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007352940&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007353672&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007341040&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007341517&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007341974&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007343135&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007343142&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007344586&_xpt=1&_xf=pdf


EU-EC-
10007344854

13/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a -
Recovered/Resolved - Other
Medically Important
Condition),

Influenza like illness (n/a -
Recovered/Resolved - )

TOZINAMERAN
[TOZINAMERAN]
(S - COVID-19
immunisation - Not
applicable - [1d -
.3mL - n/a])

Not reported ICSR

EU-EC-
10007345051

13/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Blood pressure increased (n/a
- Not Recovered/Not Resolved
- ),

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

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

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

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

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

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

[CETIRIZINE, CETIRIZINE
DIHYDROCHLORIDE] (C -
n/a - n/a - [n/a - 10mg -
n/a])

ICSR

EU-EC-
10007347464

13/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition)

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

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

[ATORVASTATIN CALCIUM]
(C - Blood cholesterol
increased - n/a - [n/a - n/a
- n/a]),

[BISOPROLOL FUMARATE,
BISOPROLOL
HEMIFUMARATE] (C -
Cardiac disorder - n/a -
[n/a - n/a - n/a]),

[ENALAPRIL, ENALAPRIL
MALEATE] (C - n/a - n/a -
[n/a - 20mg - n/a])

ICSR

EU-EC-
10007347593

13/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Female No Facial paralysis (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 ICSR

EU-EC-
10007347668

13/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Back pain (n/a - Not
Recovered/Not Resolved - ),

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

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

Muscular weakness (n/a -
Unknown - ),

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

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

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

Sensory disturbance (n/a -
Unknown - ),

Swelling face (n/a -
Recovered/Resolved - ),

Vaccination site pain (n/a -
Unknown - )

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

Not reported ICSR

EU-EC-
10007333321

12/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

Female No Facial paralysis (0d -
Recovered/Resolved - Other
Medically Important Condition)

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

Not reported ICSR

EU-EC-
10007337048

12/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

Not
Specified

Not
Specified

Female No Facial paralysis (n/a -
Recovered/Resolved - Other
Medically Important
Condition),

Influenza like illness (2wk -
Recovered/Resolved - )

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

Not reported ICSR

EU-EC-
10007339585

12/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Disabling),

Lacrimation increased (n/a -
Not Recovered/Not Resolved -
Disabling),

Vision blurred (n/a - Unknown
- )

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

BYDUREON [EXENATIDE]
(C - n/a - n/a - [n/a - 2mg
- Subcutaneous]),

[AMLODIPINE,
AMLODIPINE BESILATE] (C
- n/a - n/a - [n/a - 10mg -
n/a]),

[HYDROCHLOROTHIAZIDE]

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007344854&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007345051&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007347464&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007347593&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007347668&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007333321&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007337048&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007339585&_xpt=1&_xf=pdf


(C - n/a - n/a - [n/a -
12.5mg - n/a]),

[LISINOPRIL, LISINOPRIL
DIHYDRATE] (C - n/a - n/a
- [n/a - 40mg - n/a]),

[OMEPRAZOLE,
PANTOPRAZOLE,
PANTOPRAZOLE SODIUM]
(C - n/a - n/a - [n/a - 40mg
- n/a]),

[PNEUMOCOCCAL
VACCINE] (C - n/a - n/a -
[1d - n/a - n/a]),

[TETANUS VACCINES] (C -
n/a - n/a - [1d - n/a - n/a])

EU-EC-
10007325366

11/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Headache (2d -
Recovered/Resolved - ),

Malaise (2d -
Recovered/Resolved - )

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

Not reported ICSR

EU-EC-
10007325577

11/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Dizziness (n/a - Unknown - ),

Facial paralysis (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported ICSR

EU-EC-
10007325813

11/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Chills (n/a -
Recovered/Resolved - ),

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

Headache (3d -
Recovered/Resolved - ),

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

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

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

Paraesthesia oral (5d -
Recovered/Resolved - Other
Medically Important Condition)

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

[AMFETAMINE SULFATE,
DEXAMFETAMINE
SULFATE, AMFETAMINE
ASPARTATE,
DEXAMFETAMINE
SACCHARATE] (C -
Attention deficit
hyperactivity disorder - n/a
- [n/a - 30mg - Oral])

ICSR

EU-EC-
10007326689

11/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a -
Recovering/Resolving - Other
Medically Important
Condition),

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

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

DEXAMETHASONE
[DEXAMETHASONE,
DEXAMETHASONE SODIUM
PHOSPHATE] (C - n/a - n/a
- [n/a - 4mg - n/a]),

[ASCORBIC ACID,
MAGNESIUM OXIDE,
HEAVY, MAGNESIUM] (C -
n/a - n/a - [n/a - 500mg -
n/a]),

[BUTALBITAL,
PARACETAMOL, CAFFEINE]
(C - n/a - n/a - [n/a - n/a -
n/a]),

[CYANOCOBALAMIN,
VITAMIN B12] (C - n/a -
n/a - [n/a - 500mg - n/a]),

[DICLOFENAC,
DICLOFENAC
DIETHYLAMINE,
DICLOFENAC EPOLAMINE,
DICLOFENAC POTASSIUM,
DICLOFENAC RESINATE,
DICLOFENAC SODIUM,
DICLOFENAC SODIUM PH.
EUR.] (C - n/a - n/a - [n/a -
n/a - n/a]),

[LEVOTHYROXINE
SODIUM] (C - n/a - n/a -
[n/a - 200ug - n/a]),

[LOSARTAN POTASSIUM]
(C - n/a - n/a - [n/a - 25mg
- n/a]),

[VALSARTAN] (C - n/a - n/a
- [n/a - n/a - n/a])

ICSR

EU-EC-
10007329351

11/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Facial paralysis (n/a -
Recovering/Resolving - Other
Medically Important Condition)

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

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007325366&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007325577&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007325813&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007326689&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007329351&_xpt=1&_xf=pdf


n/a - n/a])
EU-EC-
10007331645

11/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Hypoaesthesia (n/a - Unknown
- ),

Paraesthesia (n/a - Unknown -
)

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

Not reported ICSR

EU-EC-
10007318355

08/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (45min -
Recovered/Resolved - Other
Medically Important
Condition),

Paraesthesia (45min -
Recovered/Resolved - )

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

Not reported ICSR

EU-EC-
10007318826

08/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Adult Male No Facial paralysis (1d - Not
Recovered/Not Resolved -
Other Medically Important
Condition)

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

Not reported ICSR

EU-EC-
10007319816

08/01/2021 Spontaneous Non
Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

Male No Cerebrovascular accident (n/a
- Recovering/Resolving - Other
Medically Important
Condition),

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

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

Not reported ICSR

EU-EC-
10007322605

08/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

Not
Specified

Not
Specified

Female No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported ICSR

EU-EC-
10007311675

07/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

More
than 85
Years

Elderly Female No Facial paresis (n/a - Not
Recovered/Not Resolved -
Caused/Prolonged
Hospitalisation)

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

Not reported ICSR

EU-EC-
10007312194

07/01/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved - )

COMIRNATY
COVID-19 MRNA
VACCINE
(NUCLEOSIDE
MODIFIED)
[TOZINAMERAN]
(S - COVID-19
immunisation - Not
applicable - [n/a -
.3mL -
Intramuscular])

Not reported ICSR

EU-EC-
10007314300

07/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Dry eye (n/a - Unknown - ),

Ear disorder (n/a - Unknown -
),

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

Eye irritation (n/a - Unknown -
),

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

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

Limb discomfort (n/a -
Unknown - ),

Wrong technique in product
usage process (n/a - Unknown
- )

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

[CETIRIZINE, CETIRIZINE
DIHYDROCHLORIDE] (C -
Urticaria - n/a - [n/a - 5mg
- n/a])

ICSR

EU-EC-
10007304749

06/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Eye pain (n/a - Unknown - ),

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

Facial pain (n/a - Unknown - ),

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

Swelling face (n/a - Unknown -
)

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

Not reported ICSR

EU-EC-
10007304759

06/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Ear pruritus (n/a - Not
Recovered/Not Resolved - ),

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

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

Vaccination site paraesthesia

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

PANTOPRAZOLE
[PANTOPRAZOLE,
PANTOPRAZOLE SODIUM
SESQUIHYDRATE] (C - n/a
- n/a - [n/a - n/a - n/a]),

[CLONIDINE] (C - n/a - n/a
- [n/a - n/a - n/a]),

[HYDRALAZINE] (C - n/a -
n/a - [n/a - n/a - n/a]),

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007331645&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007318355&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007318826&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007319816&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007322605&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007311675&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007312194&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007314300&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007304749&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007304759&_xpt=1&_xf=pdf


Return  - Refresh  - Print  - Export

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

[SPIRONOLACTONE] (C -
n/a - n/a - [n/a - n/a -
n/a])

EU-EC-
10007306001

06/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

Not
Specified

Not
Specified

Female No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition)

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

Not reported ICSR

EU-EC-
10007307263

06/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a -
Unknown - Other Medically
Important Condition)

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

[OLMESARTAN
MEDOXOMIL] (C - n/a -
n/a - [n/a - n/a - n/a]),

[VENLAFAXINE
HYDROCHLORIDE] (C - n/a
- n/a - [n/a - n/a - n/a])

ICSR

EU-EC-
10007309958

06/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Ear discomfort (n/a -
Recovering/Resolving - ),

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

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

Hypoaesthesia (n/a -
Recovering/Resolving - )

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

Not reported ICSR

EU-EC-
10007292819

04/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

Pain in jaw (n/a - Not
Recovered/Not Resolved - )

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

Not reported ICSR

EU-EC-
10007296117

04/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Facial paralysis (n/a - Not
Recovered/Not Resolved -
Other Medically Important
Condition),

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

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

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

Not reported ICSR

 Rows 1 - 168 (All Rows)
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