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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-
10007731914

26/02/2021 Spontaneous Non
Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Back pain (3d -
Recovered/Resolved
- ),

Fatigue (3d -
Recovered/Resolved
- ),

Feeling of body
temperature change
(3d -
Recovered/Resolved
- ),

Headache (3d -
Recovered/Resolved
- ),

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

Insomnia (3d -
Recovered/Resolved
- ),

Nausea (3d -
Recovered/Resolved
- ),

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

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

Pyrexia (3d -
Recovered/Resolved
- )

COVID-19
VACCINE
(CHADOX1-S
[RECOMBINANT])
ASTRAZENECA
[COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S -
Immunisation -
Unknown - [n/a -
.5mL -
Intramuscular])

Not reported ICSR

EU-EC-
10007721397

25/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

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

Extraocular muscle
paresis (n/a - Not
Recovered/Not
Resolved - Other
Medically Important
Condition),

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

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

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

Not reported ICSR

EU-EC-
10007694454

23/02/2021 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)

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

Not reported ICSR

EU-EC-
10007696531

23/02/2021 Spontaneous Healthcare
Professional

Non
European

Not
available

65-85
Years

Not
Specified

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

COVID-19
VACCINE

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007731914&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007721397&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007694454&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007696531&_xpt=1&_xf=pdf


Economic
Area

Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - COVID-
19 immunisation -
Not applicable -
[1d - n/a -
Intramuscular])

EU-EC-
10007697233

23/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

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

APIXABAN [APIXABAN] (C -
Atrial fibrillation - 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]),

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

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

[FINASTERIDE] (C - Benign
prostatic hyperplasia - n/a -
[n/a - n/a - n/a]),

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

[LANSOPRAZOLE] (C -
Gastrooesophageal reflux
disease - n/a - [n/a - n/a -
n/a]),

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

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

[RAMIPRIL] (C - Hypertension
- n/a - [n/a - n/a - n/a]),

[TAMSULOSIN, TAMSULOSIN
HYDROCHLORIDE] (C -
Benign prostatic hyperplasia -
n/a - [n/a - n/a - n/a])

ICSR

EU-EC-
10007699622

23/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

Not
Specified

Not
Specified

Female No Eye swelling (n/a -
Not Recovered/Not
Resolved - Life
Threatening, Other
Medically Important
Condition),

Facial paresis (1h -
Recovered/Resolved
- Life Threatening,
Other Medically
Important
Condition),

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

Lip swelling (n/a -
Not Recovered/Not
Resolved - Life
Threatening, Other
Medically Important
Condition),

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a - Not
applicable - [1d -
n/a -
Intramuscular])

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

ICSR

EU-EC- 23/02/2021 Spontaneous Healthcare Non Not 18-64 Not Female No Facial paralysis (n/a - COVID-19 Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007697233&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007699622&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007700710&_xpt=1&_xf=pdf


10007700710 Professional European
Economic
Area

available Years Specified Not Recovered/Not
Resolved - Other
Medically Important
Condition)

VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

EU-EC-
10007700951

23/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

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

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

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

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

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

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

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

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

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -
Unknown - [1d -
n/a -
Intramuscular])

[ACICLOVIR, ACICLOVIR
SODIUM] (C - Herpes zoster -
n/a - ),

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

[CYCLIZINE] (C - Nausea -
n/a - ),

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

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

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

[SUMATRIPTAN,
SUMATRIPTAN SUCCINATE]
(C - n/a - n/a - ),

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

ICSR

EU-EC-
10007702099

23/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

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

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

[CANDESARTAN] (C -
Hypertension - n/a - ),

[LANSOPRAZOLE] (C - Hiatus
hernia - n/a - )

ICSR

EU-EC-
10007702725

23/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

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

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

[ACETYLSALICYLIC ACID,
ASPIRIN BP] (C - Transient
ischaemic attack - n/a - ),

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

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

[RAMIPRIL] (C - Hypertension
- n/a - )

ICSR

EU-EC-
10007678129

20/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

Female No Cerebrovascular
accident (n/a - Not
Recovered/Not
Resolved - Life
Threatening,
Disabling, Other
Medically Important
Condition),

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -

[A/HONG KONG/4801/2014
(H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014,
X-263B),
B/BRISBANE/60/2008-LIKE
STRAIN
(B/BRISBANE/60/2008, WILD
TYPE), A/CALIFORNIA/7/2009
(H1N1)PDM09-DERIVED

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007700951&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007702099&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007702725&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007678129&_xpt=1&_xf=pdf


Dysarthria (n/a -
Unknown - Life
Threatening,
Disabling, Other
Medically Important
Condition),

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

Unknown - [n/a -
n/a -
Intramuscular])

STRAIN USED (NYMC X-181),
A/HONG KONG/4801/2014
(H3N2)-LIKE STRAIN
(A/HONG KONG/4801/2014,
X-263B),
B/BRISBANE/60/2008-LIKE
STRAIN
(B/BRISBANE/60/2008, WILD
TYPE), A/MICHIGAN/45/2015
(H1N1)PDM09-LIKE STRAIN
(A/SINGAPORE/GP1908/2015,
IVR-180), INFLUENZA
VACCINE] (C - Influenza
immunisation - n/a - [n/a -
n/a - n/a]),

[AZATHIOPRINE] (C -
Autoimmune hepatitis - n/a -
[n/a - n/a - n/a]),

[DOXYCYCLINE,
DOXYCYCLINE HYCLATE,
DOXYCYCLINE
MONOHYDRATE] (C - Rash -
n/a - [n/a - n/a - n/a]),

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

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

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

EU-EC-
10007669450

19/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

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

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

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

APIXABAN [APIXABAN] (C -
n/a - Unknown - [n/a - n/a -
n/a]),

ENTRESTO [VALSARTAN,
SACUBITRIL] (C - n/a -
Unknown - [n/a - n/a - n/a]),

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

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

[LATANOPROST] (C - n/a -
Unknown - [n/a - n/a - n/a]),

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

[SIMVASTATIN] (C - n/a -
Unknown - [n/a - n/a - n/a])

ICSR

EU-EC-
10007657557

18/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

Female No Decreased appetite
(4d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

Injection related
reaction (1d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Rash (4d -
Recovered/Resolved
- Other Medically
Important

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular]),

[ICOSAPENT
ETHYL] (S - n/a -
Unknown - [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=10007669450&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007657557&_xpt=1&_xf=pdf


Condition),

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

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

EU-EC-
10007640113

17/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

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

Hemiparesis (n/a -
Recovering/Resolving
- Disabling),

Muscular weakness
(n/a -
Recovering/Resolving
- Disabling)

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

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

[FERROUS FUMARATE] (C -
Anaemia - n/a - )

ICSR

EU-EC-
10007641197

17/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

Not
Specified

Elderly Female No Amnesia (6d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

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

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

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

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

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

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

APIXABAN [APIXABAN] (C -
Cardiac flutter - n/a - [n/a -
n/a - n/a]),

TRIMBOW [BECLOMETASONE
DIPROPIONATE,
GLYCOPYRRONIUM
BROMIDE, FORMOTEROL
FUMARATE DIHYDRATE] (C -
Chronic obstructive
pulmonary disease - n/a -
[n/a - n/a - n/a]),

[DIHYDROCODEINE,
DIHYDROCODEINE
TARTRATE BP] (C - Migraine -
n/a - [n/a - n/a - n/a]),

[GABAPENTIN] (C - Arteritis -
n/a - [n/a - n/a - n/a]),

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

[SALBUTAMOL SULFATE] (C -
Chronic obstructive
pulmonary disease - n/a -
[n/a - n/a - n/a])

ICSR

EU-EC-
10007647781

17/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

More
than 85
Years

Not
Specified

Female No Cerebrovascular
accident (n/a - Not
Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Dysarthria (n/a -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - COVID-
19 immunisation -
Not applicable -
[1d - n/a -
Parenteral])

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

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

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

[GABAPENTIN] (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=10007640113&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007641197&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007647781&_xpt=1&_xf=pdf


Condition),

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

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

Facial paresis (2d -
Not Recovered/Not
Resolved -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

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

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

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

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

EU-EC-
10007626756

16/02/2021 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),

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

Not reported ICSR

EU-EC-
10007614883

15/02/2021 Spontaneous Healthcare
Professional

European
Economic
Area

Not
available

18-64
Years

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - COVID-
19 immunisation -
Drug withdrawn -
[n/a - n/a - n/a])

Not reported ICSR

EU-EC-
10007611880

14/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Male No Cerebrovascular
accident (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

Facial paralysis (n/a -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation)

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

Not reported ICSR

EU-EC-
10007598623

12/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

More
than 85
Years

Not
Specified

Male No Balance disorder
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

Confusional state
(n/a - Unknown -
Caused/Prolonged
Hospitalisation),

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

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

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

Hypoaesthesia (n/a -

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a - Not
applicable - [1d -
n/a -
Intramuscular])

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007626756&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007614883&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007611880&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007598623&_xpt=1&_xf=pdf


Unknown -
Caused/Prolonged
Hospitalisation),

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

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

EU-EC-
10007598871

12/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

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

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

Muscle spasms (0d -
Recovering/Resolving
- Other Medically
Important
Condition),

Muscular weakness
(0d -
Recovering/Resolving
- Other Medically
Important Condition)

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a - Not
applicable - [1d -
n/a -
Intramuscular])

HYDROXOCOBALAMIN
[HYDROXOCOBALAMIN] (C -
n/a - n/a - [n/a - n/a -
Intramuscular]),

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

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

[BENZALKONIUM CHLORIDE,
CHLORHEXIDINE
DIHYDROCHLORIDE,
ISOPROPYL MYRISTATE,
LIQUID PARAFFIN,
BENZALKONIUM CHLORIDE,
ISOPROPYL MYRISTATE,
LIQUID PARAFFIN,
NEOMYCIN SULFATE,
PREDNISOLONE] (C - n/a -
n/a - [n/a - n/a - n/a]),

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

[CLOBETASOL PROPIONATE]
(C - n/a - n/a - [n/a - n/a -
n/a]),

[PARAFFIN, LIGHT LIQUID,
PARAFFIN WHITE SOFT] (C -
n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-
10007601993

12/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

Not reported ICSR

EU-EC-
10007575692

11/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

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

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

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a - Not
applicable - [1d -
n/a -
Intramuscular])

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

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

ICSR

EU-EC-
10007590967

11/02/2021 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),

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) [COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19)] (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

Not reported ICSR

EU-EC-
10007558939

09/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

Female No Paraparesis (n/a -
Unknown -
Caused/Prolonged
Hospitalisation),

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

Urinary tract

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) (S - COVID-19
immunisation -
Dose not changed
- [n/a - 1mL -
Intramuscular])

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007598871&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007601993&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007575692&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007590967&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007558939&_xpt=1&_xf=pdf


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

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

EU-EC-
10007561981

09/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

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

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

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

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

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

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

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

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

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

[THIAMINE
HYDROCHLORIDE,
CYANOCOBALAMIN] (C -
Blood iron decreased - n/a -
[n/a - n/a - n/a])

ICSR

EU-EC-
10007544470

08/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

65-85
Years

Not
Specified

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

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

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

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

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

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

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

Nausea (2d -
Recovered/Resolved
- Other Medically

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

[PARACETAMOL] (C - Pain -
n/a - [2d - n/a - n/a])

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007561981&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007544470&_xpt=1&_xf=pdf


Important
Condition),

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

EU-EC-
10007527301

05/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

More
than 85
Years

Not
Specified

Female No Chills (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation),

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

Facial paralysis (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation)

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

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

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

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

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

ICSR

EU-EC-
10007531665

05/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

Not
Specified

Not
Specified

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) (S - COVID-19
immunisation - Not
applicable - [1d -
n/a -
Intramuscular])

Not reported ICSR

EU-EC-
10007504113

03/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Hypoaesthesia oral
(n/a -
Recovering/Resolving
- Other Medically
Important
Condition),

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

Not reported ICSR

EU-EC-
10007493035

02/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Chest pain (6d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

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

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

Pain in extremity (6d
-
Recovered/Resolved
- Other Medically
Important
Condition),

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

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) (S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

Not reported ICSR

EU-EC-
10007487560

01/02/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

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

Heart rate increased
(1d -
Recovered/Resolved
- Other Medically
Important
Condition),

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

Hypertension (1d -
Recovered/Resolved

COVID-19
VACCINE
ASTRAZENECA
(CHADOX1 NCOV-
19) (S - COVID-19
immunisation - Not
applicable - [1d -
n/a -
Intramuscular])

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

[AMISULPRIDE] (C -
Schizophrenia - n/a - ),

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

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

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

[VALPROIC ACID] (C - n/a -
n/a - )

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007527301&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007531665&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007504113&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007493035&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007487560&_xpt=1&_xf=pdf


- Other Medically
Important
Condition),

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

Transient ischaemic
attack (1d -
Recovered/Resolved
- Other Medically
Important Condition)

EU-EC-
10007471393

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)

[NOT AVAILABLE]
(S - n/a -
Unknown - [n/a -
n/a -
Intramuscular])

Not reported ICSR

EU-EC-
10007471905

29/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

Female No Asthenia (2d -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Chills (1d - Unknown
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Cold sweat (3d -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Dizziness (1d -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Dysarthria (1d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Fatigue (1d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Feeling abnormal (7d
- Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Headache (1d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Hemiparesis (1d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

[NOT AVAILABLE]
(S - n/a - Not
applicable - [1d -
n/a -
Intramuscular])

[SERTRALINE, SERTRALINE
HYDROCHLORIDE] (C -
Anxiety - Unknown - [n/a -
n/a - n/a])

ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007471393&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007471905&_xpt=1&_xf=pdf


Return  - Refresh  - Print  - Export

Hypoaesthesia
(20min -
Recovered/Resolved
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Miosis (1d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Pain (1d - Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Productive cough (1d
- Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

Pyrexia (1d -
Unknown -
Caused/Prolonged
Hospitalisation,
Other Medically
Important
Condition),

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

Syncope (1d -
Recovering/Resolving
- Caused/Prolonged
Hospitalisation,
Other Medically
Important Condition)

EU-EC-
10007385736

20/01/2021 Spontaneous Healthcare
Professional

Non
European
Economic
Area

Not
available

18-64
Years

Not
Specified

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

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

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

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

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

[NOT AVAILABLE]
(S - n/a - Not
applicable - [1d -
n/a -
Intramuscular])

[GLICLAZIDE] (C - Type 2
diabetes mellitus - n/a - ),

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

[METRONIDAZOLE] (C -
Bacterial vaginosis - n/a - ),

[VERAPAMIL, VERAPAMIL
HYDROCHLORIDE] (C -
Typical aura without
headache - n/a - )

ICSR
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