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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-10008727606 21/05/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

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

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

Not reported ICSR

EU-EC-10008732251 21/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Female No Death (n/a - Fatal - Results in Death),

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

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

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

Not reported ICSR

EU-EC-10008716559 20/05/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

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

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

Not reported ICSR

EU-EC-10008716995 20/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (0d - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a -
Not applicable - [n/a - .5mL - Intramuscular])

Not reported ICSR

EU-EC-10008718675 20/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, Other Medically Important Condition),

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

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - 1{DF} - Intramuscular])

COPALIA [VALSARTAN, AMLODIPINE, VALSARTAN, AMLODIPINE BESILATE] (C - n/a - n/a - [n/a - n/a - n/a]),

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

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

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

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

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

ICSR

EU-EC-10008698770 19/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cough (n/a - Fatal - Results in Death, Other Medically Important Condition),

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

Pneumonia (n/a - Fatal - Results in Death, 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-10008705538 19/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Female No Death (n/a - Fatal - Results in Death),

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

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008706904 19/05/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Hypotension (n/a - Fatal - Results in Death),

Oxygen saturation decreased (n/a - Fatal - Results in Death),

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

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

Not reported ICSR

EU-EC-10008691892 18/05/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

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

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

Coagulation time shortened (n/a - Unknown - ),

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

Face oedema (n/a - Unknown - ),

Flank pain (n/a - Unknown - ),

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

Limb discomfort (n/a - Unknown - ),

Limb injury (n/a - Unknown - ),

Platelet count decreased (n/a - Unknown - ),

Pyrexia (n/a - Unknown - ),

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

Tenderness (n/a - Unknown - ),

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

Thrombosis (n/a - Unknown - ),

Vomiting (n/a - Unknown - )

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 - Anticoagulant therapy - n/a - [n/a - 3mg - n/a]),

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

ICSR

EU-EC-10008692478 18/05/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008671040 17/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - Not applicable - [n/a - .5mL - Intramuscular])

Not reported ICSR

EU-EC-10008674115 17/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

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

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

Not reported ICSR

EU-EC-10008675851 17/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Elderly Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - Not applicable - [1d - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008656993 15/05/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008660837 15/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [n/a - n/a - n/a])

TRIMBOW [BECLOMETASONE DIPROPIONATE, GLYCOPYRRONIUM BROMIDE, FORMOTEROL FUMARATE DIHYDRATE] (C - n/a - n/a - [n/a - n/a - Respiratory (inhalation)]),

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

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

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

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

[MORPHINE SULFATE] (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]),

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

[THEOPHYLLINE, THEOPHYLLINE ANHYDROUS, THEOPHYLLINE MONOHYDRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

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

ICSR

EU-EC-10008661378 15/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

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

Death (1d - 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 - n/a])

Not reported ICSR

EU-EC-10008661389 15/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (1d - Unknown - ),

Pneumonia (n/a - Unknown - )

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

Not reported ICSR

EU-EC-10008661565 15/05/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

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

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

ICSR

EU-EC-10008661737 15/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Unknown - Life Threatening) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

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

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

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

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

ICSR

EU-EC-10008661751 15/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008662309 15/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Aortic thrombosis (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation),

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

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

Myocardial infarction (n/a - Recovering/Resolving - Results in Death, Caused/Prolonged Hospitalisation),

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

Peripheral coldness (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation),

Peripheral ischaemia (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation),

Thrombocytopenia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation)

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

Not reported ICSR

EU-EC-10008647005 14/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008629609 13/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (0d - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - Not applicable - [n/a - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008636448 13/05/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No COVID-19 (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation),

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

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

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

Not reported ICSR

EU-EC-10008641382 13/05/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

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

Chest pain (n/a - Unknown - ),

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

Loss of consciousness (n/a - Unknown - ),

Pain (n/a - Unknown - ),

Pyrexia (n/a - Unknown - )

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-10008618627 12/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

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

Cardiac disorder (n/a - Unknown - ),

Cerebral haemorrhage (n/a - Unknown - Life Threatening, Other Medically Important Condition),

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

Embolism (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation),

Haemorrhage (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation),

Intracranial pressure increased (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation),

Malaise (n/a - Unknown - ),

SARS-CoV-2 test positive (n/a - Unknown - ),

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

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

Not reported ICSR

EU-EC-10008621863 12/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008606781 11/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cough (n/a - Fatal - Results in Death, Life Threatening),

Death (n/a - Fatal - Results in Death, Life Threatening),

Malaise (n/a - Fatal - Results in Death, Life Threatening),

Pyrexia (n/a - Fatal - Results in Death, Life Threatening)

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

Not reported ICSR

EU-EC-10008608196 11/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

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

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

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

Not reported ICSR

EU-EC-10008608224 11/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Elderly Female No Cerebral haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),

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

Intraventricular haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation)

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

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

EU-EC-10008609552 11/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

0-1 
Month

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008609871 11/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a -
n/a - [n/a - .5mL - Intramuscular])

HYDROCORTISONE [HYDROCORTISONE, HYDROCORTISONE SODIUM SUCCINATE] (C - n/a - n/a - [n/a - 10mg - n/a]),

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

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

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - n/a - n/a - [n/a - 75ug - n/a]),

[NAPROXEN, NAPROXEN SODIUM] (C - n/a - n/a - [n/a - 250mg - n/a]),

[POTASSIUM, SODIUM, MACROGOL 3350, CHLORIDE ION, HYDROGEN CARBONATE, SODIUM HYDROGEN CARBONATE, POTASSIUM CHLORIDE, SODIUM CHLORIDE, MACROGOL 3350] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

[TESTOSTERONE UNDECANOATE] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008611563 11/05/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008611587 11/05/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Elderly Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008611631 11/05/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008616665 11/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

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

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

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

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

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

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

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

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

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

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

Not reported ICSR

EU-EC-10008616699 11/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

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

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

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

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

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

Not reported ICSR

EU-EC-10008616791 11/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

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

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

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

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

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

Not reported ICSR

EU-EC-10008590705 10/05/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, Other Medically Important Condition),

Pyrexia (n/a - Unknown - )

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

Not reported ICSR

EU-EC-10008591642 10/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - Not applicable - [n/a - .5mL - Intramuscular])

Not reported ICSR

EU-EC-10008591671 10/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - Not applicable - [n/a - .5mL - Intramuscular])

Not reported ICSR

EU-EC-10008591872 10/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (0d - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - n/a - [1d - n/a - n/a])

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

[LOSARTAN, LOSARTAN POTASSIUM] (C - n/a - n/a - [n/a - 50mg - Oral])

ICSR

EU-EC-10008592696 10/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Decreased appetite (1d - Fatal - Results in Death),

Malaise (1d - Fatal - Results in Death),

Oligodipsia (1d - Fatal - Results in Death),

Pyrexia (1d - Fatal - Results in Death),

Somnolence (1d - Fatal - Results in Death)

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

XARELTO [RIVAROXABAN] (C - Pulmonary embolism - Unknown - [n/a - n/a - n/a]),

[VENLAFAXINE HYDROCHLORIDE] (C - n/a - Unknown - [n/a - n/a - n/a])

ICSR

EU-EC-10008592823 10/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008594703 10/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Abdominal pain (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Brain oedema (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - n/a - [1d - .5mL - Intramuscular])

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008727606&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008732251&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008716559&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008716995&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008718675&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008698770&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008705538&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008706904&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008691892&_xpt=1&_xf=pdf
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https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008671040&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008674115&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008675851&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008656993&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008660837&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008661378&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008661389&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008661565&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008661737&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008661751&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008662309&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008647005&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008629609&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008636448&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008641382&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008618627&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008621863&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008606781&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008608196&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008608224&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008609552&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008609871&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008611563&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008611587&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008611631&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008616665&_xpt=1&_xf=pdf
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https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008591872&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008592696&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008592823&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008594703&_xpt=1&_xf=pdf


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

Carotid artery thrombosis (6d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Cerebral haematoma (11d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),

Cerebral venous sinus thrombosis (20d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Death (1d - Fatal - Results in Death),

Disseminated intravascular coagulation (11d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),

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

Nausea (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Pyrexia (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

Sepsis (11d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),

Subarachnoid haemorrhage (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),

Thrombocytopenia (11d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),

Transverse sinus thrombosis (11d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),

Vomiting (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

EU-EC-10008595849 10/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Coronary artery thrombosis (n/a - Fatal - Results in Death),

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

Loss of consciousness (n/a - Fatal - Results in Death),

Pulseless electrical activity (n/a - Fatal - Results in Death)

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - Not applicable - [n/a - .5mL - Intramuscular])

Not reported ICSR

EU-EC-10008598281 10/05/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Headache (n/a - Unknown - )

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

Not reported ICSR

EU-EC-10008580982 08/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - Unknown - ) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - n/a - Intramuscular])

RANOLAZINE [RANOLAZINE] (C - Ill-defined disorder - n/a - [n/a - n/a - n/a]),

[ATORVASTATIN CALCIUM] (C - Myocardial ischaemia - n/a - [n/a - n/a - n/a]),

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

[CODEINE PHOSPHATE BP, PARACETAMOL PH. EUR., PARACETAMOL BP, CODEINE PHOSPHATE BP, PARACETAMOL PH. EUR., CODEINE PHOSPHATE PH.EUR., PARACETAMOL, CODEINE PHOSPHATE, PARACETAMOL, 
CODEINE PHOSPHATE BP, PARACETAMOL, CODEINE PHOSPHATE HEMIHYDRATE, PARACETAMOL, PARACETAMOL DC, CODEINE PHOSPHATE PH.EUR.] (C - Ill-defined disorder - n/a - [n/a - n/a - n/a]),

[COLECALCIFEROL] (C - Ill-defined disorder - n/a - [n/a - n/a - n/a]),

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

[HYDROXYCHLOROQUINE SULFATE] (C - Ill-defined disorder - n/a - [n/a - n/a - n/a]),

[INSULIN, INSULIN HUMAN] (C - Ill-defined disorder - n/a - [n/a - n/a - n/a]),

[RAMIPRIL] (C - Ill-defined disorder - n/a - [n/a - n/a - n/a]),

[SPIRONOLACTONE] (C - Ill-defined disorder - n/a - [n/a - n/a - n/a]),

[TOPIRAMATE] (C - Ill-defined disorder - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008581201 08/05/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008584620 08/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardiac arrest (n/a - Recovering/Resolving - Results in Death),

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

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

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

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

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

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

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

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

ICSR

EU-EC-10008585805 08/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Cardiac arrest (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important 
Condition),

Death (1d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Other Medically Important 
Condition)

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

IBUPROFEN [IBUPROFEN, IBUPROFEN SODIUM] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

[AMOXICILLIN TRIHYDRATE, CLAVULANIC ACID, AMOXICILLIN TRIHYDRATE, POTASSIUM CLAVULANATE, AMOXICILLIN, CLAVULANIC ACID, AMOXICILLIN, POTASSIUM CLAVULANATE] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

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

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

[RAMIPRIL] (C - n/a - n/a - [28d - 10mg - n/a]),

[TROSPIUM CHLORIDE] (C - n/a - n/a - [n/a - 20mg - n/a])

ICSR

EU-EC-10008586126 08/05/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Abdominal pain (4d - Not Recovered/Not Resolved - Results in Death),

Circulatory collapse (n/a - Not Recovered/Not Resolved - Results in Death),

Constipation (4d - Not Recovered/Not Resolved - Results in Death),

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

Illness (n/a - Not Recovered/Not Resolved - Results in Death),

Vomiting (n/a - Not Recovered/Not Resolved - Results in Death)

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

[WARFARIN, WARFARIN SODIUM] (C - Protein C - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008586147 08/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No Cardiac arrest (n/a - Recovered/Resolved - Results in Death),

Death (1d - Fatal - Results in Death),

Device related infection (n/a - Unknown - Results in Death),

Lower respiratory tract infection (n/a - Unknown - Results in Death),

Malaise (n/a - Unknown - Results in Death)

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

Not reported ICSR

EU-EC-10008588108 08/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Confusional state (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

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

Delirium (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Haemoglobin decreased (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Hypotension (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Hypothermia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Thrombocytopenia (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, 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 - n/a])

Not reported ICSR

EU-EC-10008567807 07/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Blood albumin decreased (n/a - Fatal - Results in Death),

Capillary leak syndrome (n/a - Fatal - Results in Death),

Capillary nail refill test abnormal (n/a - Fatal - Results in Death),

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

Ejection fraction decreased (n/a - Fatal - Results in Death),

Haematocrit increased (n/a - Fatal - Results in Death),

Hypotension (n/a - Fatal - Results in Death),

Hypovolaemia (n/a - Fatal - Results in Death),

Myalgia (n/a - Fatal - Results in Death),

Myocardial depression (n/a - Fatal - Results in Death),

Presyncope (n/a - Fatal - Results in Death),

Pyrexia (1d - Fatal - Results in Death),

Vasoplegia syndrome (n/a - Fatal - Results in Death)

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

Not reported ICSR

EU-EC-10008567857 07/05/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (25d - Fatal - Results in Death),

Diarrhoea (25d - Fatal - Results in Death),

Dyspnoea (25d - Fatal - Results in Death),

Incorrect route of product administration (n/a - Fatal - Results in Death),

Nausea (25d - Fatal - Results in Death),

Pyrexia (25d - Fatal - Results in Death)

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - Immunisation - Not applicable - [n/a - n/a
- Intravenous (not otherwise specified)])

Not reported ICSR

EU-EC-10008568784 07/05/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Coronary artery thrombosis (n/a - Fatal - Results in Death),

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

Diarrhoea (n/a - Unknown - ),

Fatigue (n/a - Unknown - ),

Pain in extremity (n/a - Unknown - )

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-10008569197 07/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008569291 07/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008569297 07/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008572427 07/05/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008552472 06/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No C-reactive protein increased (n/a - Fatal - Results in Death),

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

General physical health deterioration (n/a - Fatal - Results in Death),

Inflammation (n/a - Fatal - Results in Death),

Malaise (n/a - Fatal - Results in Death),

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

Respiratory disorder (n/a - Fatal - Results in Death)

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

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

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

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

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

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

ICSR

EU-EC-10008553573 06/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Cardiovascular disorder (n/a - Fatal - Results in Death),

Coagulopathy (n/a - Fatal - Results in Death),

Contusion (n/a - Fatal - Results in Death),

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

Diarrhoea (n/a - Fatal - Results in Death),

Disseminated intravascular coagulation (n/a - Fatal - Results in Death),

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

Fatigue (n/a - Fatal - Results in Death),

Fibrin D dimer increased (n/a - Fatal - Results in Death),

Heparin-induced thrombocytopenia test positive (n/a - Fatal - Results in Death),

Hypovolaemic shock (n/a - Fatal - Results in Death),

Pulmonary embolism (n/a - Fatal - Results in Death),

Renal disorder (n/a - Fatal - Results in Death),

Septic shock (n/a - Fatal - Results in Death),

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

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

TRIMBOW 87 MICROGRAMS/5 MICROGRAMS/9 MICROGRAMS PRESSURISED INHALATION, SOLUTION [BECLOMETASONE DIPROPIONATE, GLYCOPYRRONIUM BROMIDE, FORMOTEROL FUMARATE DIHYDRATE] (C - n/a - 
Unknown - [n/a - 2{DF} - n/a]),

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

[CALCIUM CARBONATE, CHOLECALCIFEROL CONCENTRATE (POWDER FORM)] (C - n/a - Unknown - [n/a - 1{DF} - n/a]),

[NEBIVOLOL] (C - n/a - Unknown - [n/a - 1{DF} - n/a]),

[OLMESARTAN MEDOXOMIL, HYDROCHLOROTHIAZIDE] (C - n/a - Unknown - [n/a - 1{DF} - n/a]),

[PARACETAMOL, TRAMADOL, TRAMADOL HYDROCHLORIDE, PARACETAMOL] (C - n/a - Unknown - [n/a - n/a - n/a])

ICSR

EU-EC-10008554707 06/05/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Thrombosis (n/a - Fatal - Results in Death, Life Threatening)

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

Not reported ICSR

EU-EC-10008555807 06/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008556826 06/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - 1{DF} - Intramuscular])

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

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

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

[PERINDOPRIL, PERINDOPRIL TERT-BUTYLAMINE] (C - n/a - n/a - ),

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

ICSR

EU-EC-10008557041 06/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

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

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

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - 1{DF} - Intramuscular])

[ACETYLSALICYLIC ACID, D,L-LYSINE ACETYLSALICYLATE] (C - n/a - n/a - ),

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

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

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

[DRIED FERROUS SULFATE, FERROUS SULFATE, FERROUS SULFATE HYDRATE, FERROUS SULPHATE SESQUIHYDRATE] (C - n/a - n/a - ),

[ENALAPRIL MALEATE, LERCANIDIPINE HYDROCHLORIDE, LERCANIDIPINE HYDROCHLORIDE] (C - n/a - n/a - ),

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

ICSR

EU-EC-10008535960 05/05/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Cerebral haemorrhage (n/a - Fatal - Results in Death, Other Medically Important Condition),

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

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

Head discomfort (n/a - Unknown - ),

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

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

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

Vomiting (n/a - Unknown - )

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

EMGALITY [GALCANEZUMAB] (C - Migraine - n/a - ),

TRIPTAN [(6S)-5-METHYLTETRAHYDROFOLATE GLUCOSAMINE, ASCORBIC ACID, MAGNESIUM AMINO ACID CHELATE, MECOBALAMIN, OXITRIPTAN, PYRIDOXAL PHOSPHATE, SELENOMETHIONINE, TAURINE, THEANINE, 
ZINC BIS GLYCINATE CHELATE] (C - Migraine - n/a - ),

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

ICSR

EU-EC-10008535997 05/05/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No Aggression (n/a - Fatal - Results in Death),

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

Irritability (n/a - Fatal - Results in Death),

Mood swings (n/a - Fatal - Results in Death),

Personality change (n/a - Fatal - Results in Death)

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

Not reported ICSR

EU-EC-10008540756 05/05/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a -
n/a - [n/a - n/a - n/a])

[ATORVASTATIN, ATORVASTATIN CALCIUM] (C - n/a - n/a - [n/a - 40mg - Oral]),

[CLOPIDOGREL] (C - n/a - n/a - [n/a - 75mg - Oral]),

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

ICSR

EU-EC-10008546862 05/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a -
n/a - [n/a - n/a - n/a])

[AMLODIPINE, AMLODIPINE BESILATE] (C - n/a - n/a - [n/a - 2.5mg - Oral]),

[BETAMETHASONE, BETAMETHASONE SODIUM PHOSPHATE] (C - n/a - n/a - [n/a - 6mg - n/a]),

[EPINEPHRINE] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

[GOSERELIN, GOSERELIN ACETATE] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

[HYDROCHLOROTHIAZIDE, CANDESARTAN CILEXETIL] (C - n/a - n/a - [n/a - 1{DF} - Oral]),

[METOPROLOL TARTRATE] (C - n/a - n/a - [n/a - 50mg - n/a]),

[WARFARIN SODIUM] (C - n/a - n/a - [n/a - 7.5mg - Oral])

ICSR

EU-EC-10008547374 05/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a -
n/a - [n/a - n/a - n/a])

[CANDESARTAN CILEXETIL] (C - n/a - n/a - [n/a - n/a - Oral]) ICSR

EU-EC-10008525773 04/05/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Thrombosis (1d - Fatal - Results in Death)

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

Not reported ICSR

EU-EC-10008528650 04/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Acute coronary syndrome (n/a - Fatal - Results in Death),

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

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-10008529734 04/05/2021 Spontaneous Non 
Healthcare 

European 
Economic 

Not 
available

65-85 
Years

Elderly Male No Death (20d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable

Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008595849&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008598281&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008580982&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008581201&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008584620&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008585805&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008586126&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008586147&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008588108&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008567807&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008567857&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008568784&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008569197&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008569291&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008569297&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008572427&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008552472&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008553573&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008554707&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008555807&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008556826&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008557041&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008535960&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008535997&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008540756&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008546862&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008547374&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008525773&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008528650&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008529734&_xpt=1&_xf=pdf


EU Local Number EV 
Gateway 
Receipt 
Date

Report Type Primary 
Source 
Qualification

Primary 
Source 
Country 
for 
Regulatory
Purposes

Literature 
Reference

Patient 
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reporter)
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Sex

Parent
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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

Professional Area - [n/a - 1{DF} - Intramuscular])

EU-EC-10008529950 04/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008529954 04/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Elderly Female No Death (1d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008513367 03/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

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

Thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening)

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

Not reported ICSR

EU-EC-10008513731 03/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No COVID-19 (n/a - Unknown - Caused/Prolonged Hospitalisation, Disabling),

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

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

Not reported ICSR

EU-EC-10008514468 03/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardiac arrest (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

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

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

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

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

Paraesthesia (n/a - Fatal - Results in Death, 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])

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

[AMIODARONE, AMIODARONE HYDROCHLORIDE] (C - n/a - n/a - [n/a - 200mg - n/a]),

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

[METOPROLOL, METOPROLOL TARTRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

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

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

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

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

ICSR

EU-EC-10008518392 03/05/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Anosmia (n/a - Fatal - Results in Death),

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

Dysphagia (n/a - Fatal - Results in Death),

Paraesthesia (n/a - Fatal - Results in Death),

Urinary retention (n/a - Fatal - Results in Death)

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

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

[ACETYLSALICYLIC ACID, ASPIRIN BP] (C - n/a - n/a - [n/a - 100mg - n/a]),

[AMIODARONE, AMIODARONE HYDROCHLORIDE] (C - n/a - n/a - [n/a - 200mg - n/a]),

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

[RAMIPRIL] (C - n/a - n/a - [n/a - 3mg - n/a]),

[ROSUVASTATIN, ROSUVASTATIN CALCIUM] (C - n/a - n/a - [n/a - 10mg - n/a]),

[SERTRALINE, SERTRALINE HYDROCHLORIDE] (C - n/a - n/a - [n/a - 50mg - n/a])

ICSR

EU-EC-10008500979 01/05/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Asthenia (0d - Fatal - Results in Death),

Chest pain (0d - Fatal - Results in Death),

Death (0d - Fatal - Results in Death),

Fibrin D dimer increased (0d - Fatal - Results in Death),

Myocardial infarction (0d - Fatal - Results in Death),

Thrombocytopenia (0d - Fatal - Results in Death)

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - n/a - [n/a - .5mL - Intramuscular])

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

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

[OLMESARTAN MEDOXOMIL] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008490474 30/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008498037 30/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

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

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

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

Not reported ICSR

EU-EC-10008499911 30/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008476696 29/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - Not applicable - [n/a - n/a - n/a])

PRADAXA 150 MG [DABIGATRAN ETEXILATE] (C - n/a - Unknown - [n/a - n/a - n/a]),

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

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

[METFORMIN HYDROCHLORIDE] (C - n/a - Unknown - [n/a - 1{DF} - n/a]),

[PAROXETINE, PAROXETINE HYDROCHLORIDE HEMIHYDRATE] (C - n/a - Unknown - [n/a - n/a - n/a]),

[ROSUVASTATIN CALCIUM] (C - n/a - Unknown - [n/a - n/a - n/a]),

[SPIRONOLACTONE, SPIRONOLACTONE BP] (C - n/a - Unknown - [n/a - n/a - n/a]),

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

ICSR

EU-EC-10008476953 29/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardiac arrest (1d - Fatal - Results in Death),

Cardiovascular disorder (1d - Fatal - Results in Death),

Cough (1d - Fatal - Results in Death),

Cyanosis (1d - Fatal - Results in Death),

Death (1d - Fatal - Results in Death),

Depressed level of consciousness (1d - Fatal - Results in Death),

General physical health deterioration (1d - Fatal - Results in Death),

Pyrexia (1d - Fatal - Results in Death),

Rales (1d - Fatal - Results in Death),

Unresponsive to stimuli (1d - Fatal - Results in Death)

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

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

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

[BENSERAZIDE HYDROCHLORIDE, LEVODOPA, BENSERAZIDE, LEVODOPA] (C - n/a - Unknown - [n/a - n/a - n/a]),

[MICRONISED SPIRONOLACTONE, POTASSIUM CANRENOATE, SPIRONOLACTONE, SPIRONOLACTONE BP] (C - n/a - Unknown - [n/a - n/a - n/a]),

[PARACETAMOL, PARACETAMOL, CODEINE PHOSPHATE HEMIHYDRATE] (C - n/a - Unknown - [n/a - n/a - n/a]),

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

[TIMOLOL MALEATE] (C - n/a - Unknown - [n/a - n/a - n/a])

ICSR

EU-EC-10008479845 29/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008480669 29/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Asthenia (6d - Fatal - Results in Death),

COVID-19 (2d - Fatal - Results in Death),

Death (0d - Fatal - Results in Death),

Dyspnoea (6d - Fatal - Results in Death),

Nasopharyngitis (15d - Fatal - Results in Death),

Pneumonia viral (2d - Fatal - Results in Death),

Pyrexia (6d - Fatal - Results in Death),

Respiratory failure (2d - Fatal - Results in Death)

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

[FOSINOPRIL SODIUM, HYDROCHLOROTHIAZIDE] (C - Hypertensive heart disease - n/a - [n/a - n/a - Oral]),

[RILMENIDINE] (C - Hypertensive heart disease - n/a - [n/a - 1mg - Oral])

ICSR

EU-EC-10008451383 27/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Elderly Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008451403 27/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Not 
Specified

No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008454186 27/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Elderly Male No Death (1d - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - Not applicable - [1d - n/a - Intramuscular])

Not reported ICSR

EU-EC-10008435770 26/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (0d - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - Not applicable - [n/a - .5mL - Intramuscular])

Not reported ICSR

EU-EC-10008436028 26/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Male No Death (n/a - Fatal - Results in Death),

Vomiting (n/a - Unknown - )

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

Not reported ICSR

EU-EC-10008437645 26/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No COVID-19 (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),

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

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

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

Vomiting (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])

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

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

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

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

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

ICSR

EU-EC-10008437716 26/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008419062 24/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Chest pain (n/a - Unknown - Results in Death),

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

Dyspepsia (n/a - Unknown - Results in Death)

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

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

EU-EC-10008420977 24/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008422183 24/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No Confusional state (n/a - Unknown - Results in Death, Other Medically Important Condition),

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

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

Not reported ICSR

EU-EC-10008423530 24/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008423742 24/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Blood cholesterol increased (n/a - Unknown - Life Threatening),

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

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

Not reported ICSR

EU-EC-10008424124 24/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Asthenia (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),

Balance disorder (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important 
Condition),

Cerebral infarction (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important 
Condition),

Cerebral venous sinus thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, 
Disabling, Other Medically Important Condition),

Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),

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

Headache (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),

Intracranial haematoma (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important 
Condition),

Seizure (n/a - Unknown - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition)

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

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

[MEDROXYPROGESTERONE ACETATE] (C - Endometrial cancer - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008424926 24/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Not 
Specified

No Death (n/a - Unknown - ),

Myocardial infarction (n/a - Unknown - )

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

Not reported ICSR

EU-EC-10008428451 24/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Male No Death (1d - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - Unknown - [n/a - .5mL - Intramuscular])

Not reported ICSR

EU-EC-10008412621 23/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a -
n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008413147 23/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

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

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

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

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

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

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

ICSR

EU-EC-10008414573 23/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (0d - Fatal - Results in Death) VAXZEVRIA COVID-19 VACCINE (CHADOX1-S [RECOMBINANT]) SUSPENSION 
FOR INJECTION [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - Not applicable - [n/a - .5mL - Intramuscular])

Not reported ICSR

EU-EC-10008395743 22/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

Not 
Specified

Elderly Male No Death (n/a - Fatal - Results in Death, Life Threatening),

Embolism (n/a - Fatal - Results in Death, Life Threatening)

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

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

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

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

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

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

ICSR

EU-EC-10008399374 22/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Acute pulmonary oedema (1d - Fatal - Results in Death),

Cardiac failure (1d - Fatal - Results in Death),

Cardiovascular disorder (1d - Fatal - Results in Death),

Chest pain (1d - Fatal - Results in Death),

Death (1d - Fatal - Results in Death),

Dizziness (1d - Fatal - Results in Death),

Fall (1d - Fatal - Results in Death),

Lactic acidosis (1d - Fatal - Results in Death),

Respiratory distress (1d - Fatal - Results in Death),

Troponin T increased (1d - Fatal - Results in Death)

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

APIXABAN 2.5 MG (C - n/a - Unknown - [n/a - 2{DF} - n/a]),

NOT AVAILABLE (C - n/a - Unknown - [n/a - 1{DF} - n/a]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - n/a - Unknown - [n/a - 1{DF} - n/a]),

[BUMETANIDE] (C - n/a - Unknown - [n/a - 1{DF} - n/a]),

[GLYCERYL TRINITRATE] (C - n/a - Unknown - [n/a - 1{DF} - n/a])

ICSR

EU-EC-10008400878 22/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Elderly Male No Death (1d - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - Drug withdrawn - [1d - .5mL - Intramuscular])

Not reported ICSR

EU-EC-10008401616 22/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

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

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

Not reported ICSR

EU-EC-10008403046 22/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Abdominal pain upper (n/a - Unknown - Results in Death),

Death (1d - Fatal - Results in Death),

Hernia (n/a - Recovered/Resolved - Results in Death),

Vomiting (n/a - Unknown - Results in Death)

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

Not reported ICSR

EU-EC-10008388621 21/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Elderly Male No Death (1d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008369712 20/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

Not 
Specified

Elderly Male No Death (n/a - Fatal - Results in Death, Life Threatening),

Heparin-induced thrombocytopenia (n/a - Fatal - Results in Death, Life Threatening)

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

HYDROCHLOROTHIAZIDE 12.5 MG, IRBESARTAN 300 MG (C - n/a - n/a - ),

VKA [NOT AVAILABLE] (C - n/a - n/a - ),

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

[METOPROLOL, METOPROLOL TARTRATE] (C - n/a - n/a - ),

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

ICSR

EU-EC-10008372547 20/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a -
n/a - [n/a - n/a - Intramuscular])

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

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

ICSR

EU-EC-10008358308 19/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Adult Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008358365 19/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Adult Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008341188 17/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Adult Male No Death (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - Coronavirus infection - Not applicable - 
[n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008341251 17/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Acute myocardial infarction (n/a - Unknown - Results in Death),

Chest discomfort (n/a - Unknown - Results in Death),

Coronary artery thrombosis (n/a - Unknown - Results in Death),

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

Pain (n/a - Unknown - Results in Death),

Pericardial haemorrhage (n/a - Unknown - Results in Death)

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

Not reported ICSR

EU-EC-10008341256 17/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

Vaccination site rash (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation)

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

BLOOD PRESSURE MEDICATION [NOT AVAILABLE] (C - n/a - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008341266 17/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No COVID-19 (n/a - Unknown - Results in Death),

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

Pulmonary embolism (n/a - Unknown - Results in Death)

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

Not reported ICSR

EU-EC-10008341452 17/04/2021 Spontaneous Healthcare 
Professional

Non 
European 

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

[FELODIPINE] (C - Hypertension - 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=10008529950&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008529954&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008513367&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008513731&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008514468&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008518392&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008500979&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008490474&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008498037&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008499911&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008476696&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008476953&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008479845&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008480669&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008451383&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008451403&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008454186&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008435770&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008436028&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008437645&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008437716&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008419062&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008420977&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008422183&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008423530&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008423742&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008424124&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008424926&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008428451&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008412621&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008413147&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008414573&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008395743&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008399374&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008400878&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008401616&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008403046&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008388621&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008369712&_xpt=1&_xf=pdf
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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

Economic 
Area

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

EU-EC-10008343495 17/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Not 
Specified

No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008346579 17/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Not 
Specified

No Chest pain (n/a - Unknown - Results in Death),

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

Decreased appetite (n/a - Unknown - Results in Death),

Sleep disorder (n/a - Unknown - Results in Death),

Vomiting (n/a - Unknown - Results in Death)

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

Not reported ICSR

EU-EC-10008348303 17/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

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

EU-EC-10008349359 17/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Asthenia (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition),

Chest pain (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition),

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

Decreased appetite (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition),

General physical health deterioration (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition),

Insomnia (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition),

Lethargy (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition),

Mood altered (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition),

Vomiting (n/a - Not Recovered/Not Resolved - Results in Death, Other Medically Important Condition)

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

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

[AMILORIDE HYDROCHLORIDE PH. EUR., FUROSEMIDE PH. EUR., AMILORIDE HYDROCHLORIDE, FUROSEMIDE, FUROSEMIDE BP, AMILORIDE HYDROCHLORIDE BP, FUROSEMIDE, ANHYDROUS AMILORIDE 
HYDROCHLORIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

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

[OLMESARTAN MEDOXOMIL] (C - n/a - n/a - [n/a - n/a - n/a]),

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

ICSR

EU-EC-10008349801 17/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Not 
Specified

No Death (n/a - Fatal - Results in Death),

Headache (n/a - Recovered/Resolved - Results in Death)

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

[ACETYLSALICYLIC ACID] (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-10008350144 17/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardiac arrest (n/a - Unknown - Results in Death),

Death (3d - Fatal - Results in Death),

Internal haemorrhage (n/a - Unknown - Results in Death)

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

Not reported ICSR

EU-EC-10008350658 17/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

APIXABAN [APIXABAN] (C - Atrial fibrillation - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008350980 17/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition),

Deep vein thrombosis (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition),

Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition),

Haematemesis (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition),

Pulmonary embolism (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition),

Unresponsive to stimuli (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition)

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

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

[MIRTAZAPINE] (C - n/a - n/a - [n/a - 45mg - n/a]),

[PROPRANOLOL, PROPRANOLOL HYDROCHLORIDE] (C - n/a - n/a - [n/a - 40mg - n/a]),

[SERTRALINE, SERTRALINE HYDROCHLORIDE] (C - n/a - n/a - [n/a - 50mg - n/a])

ICSR

EU-EC-10008350986 17/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Dyspnoea (n/a - Unknown - Results in Death),

Malaise (n/a - Unknown - Results in Death)

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

[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]),

[LAMOTRIGINE] (C - Seizure - n/a - [n/a - n/a - n/a]),

[LANSOPRAZOLE] (C - Reflux gastritis - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008350989 17/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (2d - Fatal - Results in Death, Other Medically Important Condition),

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

Pain in extremity (n/a - Unknown - Results in Death, Other Medically Important Condition)

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (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]),

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

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

ICSR

EU-EC-10008351043 17/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Abnormal dreams (n/a - Unknown - Results in Death),

Angina pectoris (n/a - Unknown - Results in Death),

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

Depressed mood (n/a - Unknown - Results in Death),

Depression (n/a - Unknown - Results in Death),

Dizziness (n/a - Unknown - Results in Death),

Headache (n/a - Unknown - Results in Death),

Hyperhidrosis (n/a - Unknown - Results in Death),

Musculoskeletal chest pain (n/a - Unknown - Results in Death),

Raynaud's phenomenon (n/a - Unknown - Results in Death),

Seizure (n/a - Unknown - Results in Death),

Weight decreased (n/a - Unknown - Results in Death)

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

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

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

ICSR

EU-EC-10008328556 16/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (0d - Fatal - Results in Death),

Embolic stroke (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Injection site pain (2d - Recovered/Resolved - ),

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

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - Not applicable - [n/a - .5mL - Intramuscular])

[BISOPROLOL] (C - Atrial fibrillation, Essential hypertension - Dose not changed - [n/a - 5mg - Oral]),

[CINNARIZINE, PIRACETAM] (C - Cerebral arteriosclerosis - Dose not changed - [n/a - n/a - Oral])

ICSR

EU-EC-10008333973 16/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

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

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

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

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

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

Not reported ICSR

EU-EC-10008333983 16/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008316678 15/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Cerebral artery thrombosis (0d - Fatal - Results in Death),

Cerebral infarction (0d - Fatal - Results in Death),

Cerebrovascular accident (0d - Fatal - Results in Death),

Death (0d - Fatal - Results in Death),

Headache (1d - Fatal - Results in Death),

Pain in extremity (1d - Fatal - Results in Death)

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

Not reported ICSR

EU-EC-10008318019 15/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Adult Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - n/a - [1d - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008318049 15/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Adult Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008318138 15/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008300627 14/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (0d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) - SUSPENSION FOR 
INJECTION (S - COVID-19 immunisation - Not applicable - [n/a - .5mL - 
Intramuscular])

APIDRA [INSULIN GLULISINE] (C - n/a - n/a - [n/a - 12[iU] - n/a]),

PRADAXA [DABIGATRAN ETEXILATE, DABIGATRAN ETEXILATE MESILATE] (C - n/a - n/a - [n/a - 150mg - n/a]),

SIMBRINZA [BRINZOLAMIDE, BRIMONIDINE TARTRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

TOUJEO [INSULIN GLARGINE] (C - n/a - n/a - [n/a - 30[iU] - n/a]),

[BETAHISTINE DIHYDROCHLORIDE, BETAMETHASONE DIPROPIONATE] (C - n/a - n/a - [n/a - 24mg - n/a]),

[DORZOLAMIDE, TIMOLOL] (C - n/a - n/a - [n/a - n/a - n/a]),

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

[METFORMIN HYDROCHLORIDE] (C - n/a - n/a - [n/a - 1000mg - n/a]),

[PIRACETAM] (C - n/a - n/a - [n/a - 1200mg - n/a]),

[POTASSIUM CHLORIDE] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008289790 13/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (0d - Fatal - Results in Death),

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

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

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

Ischaemic stroke (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

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

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

Syncope (5d - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - Not applicable - [n/a - .5mL - Intramuscular])

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

[PERINDOPRIL TERT-BUTYLAMINE, AMLODIPINE, PERINDOPRIL TERT-BUTYLAMINE, AMLODIPINE BESILATE] (C - Hypertension - Dose not changed - [n/a - n/a - Oral]),

[TORASEMIDE] (C - n/a - Dose not changed - )

ICSR

EU-EC-10008294133 13/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Adult Female No Death (0d - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - Not applicable - [n/a - .5mL - Intramuscular])

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

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

SITAGLIPTIN [SITAGLIPTIN] (C - n/a - n/a - [n/a - 50mg - Oral]),

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

[ATORVASTATIN] (C - n/a - n/a - [n/a - 20mg - Oral]),

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

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

ICSR

EU-EC-10008295394 13/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

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

Brain oedema (n/a - Not Recovered/Not Resolved - ),

Cerebral venous sinus thrombosis (5d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),

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

Death (0d - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),

Haemorrhage intracranial (n/a - Not Recovered/Not Resolved - ),

Hepatic artery thrombosis (1d - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation),

Hepatic perfusion disorder (n/a - Not Recovered/Not Resolved - ),

Hepatic vein thrombosis (n/a - Not Recovered/Not Resolved - ),

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

Immune thrombocytopenia (n/a - Not Recovered/Not Resolved - ),

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

Portal vein thrombosis (n/a - Not Recovered/Not Resolved - ),

Pupils unequal (n/a - Not Recovered/Not Resolved - ),

Renal vein thrombosis (1d - Not Recovered/Not Resolved - Life Threatening, Caused/Prolonged Hospitalisation),

Subarachnoid haemorrhage (n/a - Not Recovered/Not Resolved - )

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

Not reported ICSR

EU-EC-10008274702 12/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Other Medically Important Condition),

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

Thrombocytopenia (n/a - Fatal - Results in Death, 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-10008276814 12/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

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

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

[FUROSEMIDE] (C - Product used for unknown indication - n/a - ),

[LOSARTAN, LOSARTAN POTASSIUM] (C - Product used for unknown indication - n/a - )

ICSR

EU-EC-10008277051 12/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Elderly Female No COVID-19 (n/a - Not Recovered/Not Resolved - ),

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

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

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

Not reported ICSR

EU-EC-10008278775 12/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

Not 
Specified

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

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

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

Not reported ICSR

EU-EC-10008279541 12/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

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

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

Not reported ICSR

EU-EC-10008281593 12/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Other Medically Important Condition),

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

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

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

Not reported ICSR

EU-EC-10008274141 11/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Myocardial infarction (n/a - Unknown - Results in Death)

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

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

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

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

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

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

ICSR

EU-EC-10008274226 11/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Not 
Specified

No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008261408 10/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No Death (1d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

[CODEINE PHOSPHATE BP, PARACETAMOL PH. EUR., PARACETAMOL, CODEINE PHOSPHATE] (C - Pain - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008263201 10/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

[LORAZEPAM] (C - Sedation - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008263923 10/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008264438 10/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

[DONEPEZIL] (C - n/a - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008264741 10/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008265143 10/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Influenza like illness (n/a - Unknown - Results in Death)

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

Not reported ICSR

EU-EC-10008267682 10/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Not 
Specified

No Death (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Nausea (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation),

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

Tremor (n/a - Unknown - Results in Death, 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 - n/a])

Not reported ICSR

EU-EC-10008270589 10/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008270596 10/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008270712 10/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 

Not 
available

18-64 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Injection site reaction (n/a - Recovered/Resolved - Results in Death),

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (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=10008343495&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008346579&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008348303&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008349359&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008349801&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008350144&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008350658&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008350980&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008350986&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008350989&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008351043&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008328556&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008333973&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008333983&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008316678&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008318019&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008318049&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008318138&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008300627&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008289790&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008294133&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008295394&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008274702&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008276814&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008277051&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008278775&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008279541&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008281593&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008274141&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008274226&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008261408&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008263201&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008263923&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008264438&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008264741&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008265143&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008267682&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008270589&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008270596&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008270712&_xpt=1&_xf=pdf


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

Area Pain in extremity (n/a - Recovered/Resolved - Results in Death)

EU-EC-10008270810 10/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008272109 10/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Not 
Specified

No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008248204 09/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Blood fibrinogen decreased (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),

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

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

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

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

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

Heart rate increased (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),

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

Platelet count decreased (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),

Platelet count increased (n/a - Unknown - Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),

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

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

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

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

EXFORGE HCT 10 MG/160 MG/12.5 MG [VALSARTAN, AMLODIPINE, HYDROCHLOROTHIAZIDE, VALSARTAN, HYDROCHLOROTHIAZIDE, AMLODIPINE BESILATE] (C - n/a - n/a - [n/a - 1{DF} - Oral]),

[ACETYLSALICYLIC ACID] (C - n/a - n/a - [n/a - 100mg - Oral]),

[NEBIVOLOL, NEBIVOLOL HYDROCHLORIDE] (C - n/a - n/a - [n/a - 1{DF} - Oral]),

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

[POTASSIUM HYDROGEN CARBONATE, BETAINE HYDROCHLORIDE, POTASSIUM HYDROGEN CARBONATE, POTASSIUM CHLORIDE, BETAINE HYDROCHLORIDE] (C - n/a - n/a - [n/a - 1{DF} - Oral]),

[ROSUVASTATIN] (C - n/a - n/a - [n/a - 10mg - Oral])

ICSR

EU-EC-10008248317 09/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

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

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

Not reported ICSR

EU-EC-10008250350 09/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death, Other Medically Important Condition),

Varicose vein ruptured (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-10008251677 09/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Arthralgia (n/a - Fatal - Results in Death),

Asthenia (n/a - Fatal - Results in Death),

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

Decreased appetite (n/a - Fatal - Results in Death)

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

Not reported ICSR

EU-EC-10008251996 09/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

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

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

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - 1{DF} - n/a])

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

PANTOPRAZOLE 20 MG - GASTRO-RESISTANT TABLET (C - n/a - n/a - [n/a - n/a - n/a]),

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

ICSR

EU-EC-10008252645 09/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Adult Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008254062 09/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Female No Cardiac arrest (n/a - Fatal - Results in Death),

Chills (n/a - Fatal - Results in Death),

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

Loss of consciousness (n/a - Fatal - Results in Death),

Myalgia (n/a - Fatal - Results in Death),

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

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

[ACETYLSALICYLIC ACID] (C - n/a - Not applicable - [n/a - n/a - n/a]) ICSR

EU-EC-10008254119 09/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008257183 09/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Male No Cerebral venous thrombosis (n/a - Fatal - Results in Death),

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

Headache (n/a - Unknown - ),

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

Pyrexia (n/a - Unknown - ),

Somnolence (n/a - Unknown - )

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

Not reported ICSR

EU-EC-10008236730 08/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Adult Male No Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

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

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a - n/a - 
Intravenous (not otherwise specified)])

Not reported ICSR

EU-EC-10008240884 08/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) - SUSPENSION FOR 
INJECTION (S - COVID-19 - n/a - [n/a - n/a - n/a])

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

[DICLOFENAC SODIUM] (C - Pain - n/a - ),

[ENALAPRIL, ENALAPRIL MALEATE] (C - Hypertension - n/a - [n/a - 10mg - n/a]),

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

[VINPOCETINE] (C - Cerebrovascular accident - n/a - )

ICSR

EU-EC-10008241667 08/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - Immunisation - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008242208 08/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (0d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [n/a - .5mL - 
Intramuscular])

[AMLODIPINE, LISINOPRIL] (C - Hypertension - n/a - [n/a - n/a - n/a]),

[BISOPROLOL FUMARATE, BISOPROLOL FUMARATE, ACETYLSALICYLIC ACID, BISOPROLOL HEMIFUMARATE] (C - Hypertension - n/a - [n/a - 10mg - n/a]),

[LANSOPRAZOLE] (C - Gastritis - n/a - [n/a - 30mg - n/a]),

[RILMENIDINE, RILMENIDINE DIHYDROGEN PHOSPHATE] (C - Hypertension - n/a - [n/a - 1mg - n/a]),

[ROSUVASTATIN] (C - Hyperlipidaemia - n/a - [n/a - 40mg - n/a])

ICSR

EU-EC-10008242526 08/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Bradycardia (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation),

Cardiac arrest (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Death (0d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Resuscitation (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation),

Syncope (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation)

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

[ACECLOFENAC] (C - n/a - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008244707 08/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

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

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

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

Pain (n/a - Unknown - ),

Platelet count decreased (n/a - Unknown - Other Medically Important Condition),

Respiratory disorder (n/a - Unknown - ),

Thrombosis (n/a - Fatal - Results in Death, 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-10008218939 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, Life Threatening) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [1d - 1{DF} - n/a])

Not reported ICSR

EU-EC-10008219030 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [1d - n/a - n/a])

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

INCRUSE [UMECLIDINIUM BROMIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

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

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

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

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

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

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

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

[NEBIVOLOL] (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]),

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

ICSR

EU-EC-10008219410 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, Life Threatening) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - n/a - n/a])

LEVETIRACETAM [LEVETIRACETAM] (C - n/a - n/a - [n/a - 250mg - n/a]),

[CARBOMER 980] (C - n/a - n/a - [n/a - n/a - Other]),

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

[DOCUSATE] (C - n/a - n/a - [n/a - 100mg - n/a]),

[FENTANYL] (C - n/a - n/a - [n/a - 12ug - n/a]),

[FOLIC ACID] (C - n/a - n/a - [n/a - 5mg - n/a]),

[MIRTAZAPINE] (C - n/a - n/a - [n/a - 45mg - n/a]),

[NITROFURANTOIN] (C - n/a - n/a - [n/a - 100mg - n/a]),

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

[PHENYTOIN SODIUM] (C - n/a - n/a - [n/a - 100mg - n/a]),

[PREDNISOLONE] (C - n/a - n/a - [n/a - 1mg - n/a]),

[PRIMIDONE] (C - n/a - n/a - [n/a - 250mg - n/a])

ICSR

EU-EC-10008219511 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

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

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

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

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

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

Left ventricular dilatation (n/a - Unknown - Other Medically Important Condition),

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

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

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

Tissue discolouration (n/a - Unknown - Other Medically Important Condition)

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

[ENALAPRIL MALEATE] (C - Left ventricular dysfunction - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008219598 07/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Chest discomfort (n/a - Unknown - Life Threatening),

Death (0d - Fatal - Results in Death, Life Threatening),

Dyspnoea (n/a - Unknown - Life Threatening),

Oxygen saturation decreased (n/a - Unknown - Life Threatening)

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - .5mL - Intramuscular])

[AMOXICILLIN, AMOXICILLIN TRIHYDRATE] (C - n/a - n/a - [n/a - 10mL - Oral]),

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

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

ICSR

EU-EC-10008219785 07/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Adult Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008221729 07/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - 1{DF} - n/a])

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

[FLAVOXATE HYDROCHLORIDE] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008231947 07/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Adult Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Drug 
withdrawn - [n/a - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008206828 06/04/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

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

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

General physical health deterioration (n/a - Not Recovered/Not Resolved - ),

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

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

Not reported ICSR

EU-EC-10008208971 06/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - n/a - [n/a - n/a - Intramuscular])

REPATHA 140 MG SOLUTION FOR INJECTION IN PRE-FILLED SYRINGE [EVOLOCUMAB] (C - n/a - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - n/a - n/a - [n/a - 75mg - n/a]),

[ALFUZOSIN, ALFUZOSIN HYDROCHLORIDE] (C - n/a - n/a - [n/a - 10mg - n/a]),

[BICALUTAMIDE] (C - n/a - n/a - [n/a - 150mg - n/a]),

[BISOPROLOL, BISOPROLOL FUMARATE, BISOPROLOL HEMIFUMARATE] (C - n/a - n/a - [n/a - 2.5mg - n/a]),

[FINASTERIDE] (C - n/a - n/a - [n/a - 5mg - n/a]),

[GLIPIZIDE] (C - n/a - n/a - [n/a - 2.5mg - n/a]),

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

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

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - n/a - n/a - [n/a - 500mg - n/a]),

[PARACETAMOL] (C - n/a - n/a - [n/a - 1g - n/a])

ICSR

EU-EC-10008176263 03/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008178028 03/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - n/a - [n/a - 1
{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008180026 03/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008180595 03/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008180748 03/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

[BUPROPION, BUPROPION HYDROCHLORIDE] (C - Diabetes mellitus - 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])

ICSR

EU-EC-10008184467 03/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death, Other Medically Important Condition) 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 - 5mg - n/a]),

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

[LANSOPRAZOLE] (C - n/a - n/a - [n/a - 30mg - n/a]),

[SERTRALINE, SERTRALINE HYDROCHLORIDE] (C - n/a - n/a - [n/a - 150mg - n/a])

ICSR

EU-EC-10008184523 03/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Abdominal pain upper (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 
Condition),

Appendicitis (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

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

Fatigue (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Headache (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Night sweats (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Platelet count decreased (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important 
Condition),

Presyncope (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Purpura (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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

Not reported ICSR

EU-EC-10008184654 03/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - n/a - n/a])

APIXABAN [APIXABAN] (C - Atrial fibrillation - n/a - [n/a - n/a - n/a]),

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

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

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

[DIGOXIN] (C - Atrial fibrillation - n/a - [n/a - n/a - n/a]),

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

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - Hypothyroidism - 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=10008270810&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008272109&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008248204&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008248317&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008250350&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008251677&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008251996&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008252645&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254062&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008254119&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008257183&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008236730&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008240884&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008241667&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242208&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008242526&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008244707&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008218939&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008219030&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008219410&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008219511&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008219598&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008219785&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008221729&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008231947&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008206828&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008208971&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008176263&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008178028&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008180026&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008180595&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008180748&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008184467&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008184523&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008184654&_xpt=1&_xf=pdf


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

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

EU-EC-10008186153 03/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Not 
Specified

No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008186650 03/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death of relative (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008186863 03/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008186909 03/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [1d - .5mL - 
Intravenous (not otherwise specified)])

[SODIUM VALPROATE] (C - Epilepsy - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008186911 03/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Back pain (n/a - Not Recovered/Not Resolved - Results in Death),

Death (1d - Fatal - Results in Death)

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

BLOOD PRESSURE MEDICATION [NOT AVAILABLE] (C - n/a - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008188535 03/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Back pain (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition),

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

Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition),

Feeling hot (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition),

Pain (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition)

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

BLOOD PRESSURE MEDICATION [NOT AVAILABLE] (C - Hypertension - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008189004 03/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Chest discomfort (n/a - Unknown - Results in Death),

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

Dyspepsia (n/a - Unknown - Results in Death)

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

Not reported ICSR

EU-EC-10008191111 03/04/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008170535 02/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Asthenia (n/a - Recovering/Resolving - Results in Death),

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

Diarrhoea (1d - Recovered/Resolved - Results in Death),

Pyrexia (1d - Recovered/Resolved - Results in Death),

Vomiting (1d - Recovered/Resolved - Results in Death)

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

Not reported ICSR

EU-EC-10008170686 02/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - n/a - [n/a - 1
{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008171418 02/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Drug 
withdrawn - [n/a - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008173538 02/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death),

Thrombosis (n/a - Unknown - Results in Death)

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

CLOPIDOGREL [CLOPIDOGREL, CLOPIDOGREL BESILATE] (C - n/a - n/a - [n/a - n/a - n/a]),

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

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

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

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

[COLECALCIFEROL] (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])

ICSR

EU-EC-10008160836 01/04/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Elderly Male No Anaphylactic reaction (n/a - Unknown - Other Medically Important Condition),

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

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-10008167417 01/04/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
reported. 
Not 
reported. 
Not 
reported ; 
:..

18-64 
Years

Not 
Specified

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

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

Headache (n/a - Unknown - ),

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

Nausea (n/a - Unknown - ),

Nervous system disorder (n/a - Unknown - ),

Pyrexia (n/a - Unknown - )

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-10008146684 31/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Dyspnoea (n/a - Unknown - Results in Death),

Hypertension (n/a - Unknown - Results in Death),

Malaise (n/a - Unknown - Results in Death),

Muscular weakness (n/a - Unknown - Results in Death)

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

Not reported ICSR

EU-EC-10008148944 31/03/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Loss of consciousness (n/a - Not Recovered/Not Resolved - )

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

Not reported ICSR

EU-EC-10008149327 31/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Asthenia (n/a - Fatal - Results in Death),

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

Fall (n/a - Fatal - Results in Death),

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

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

Not reported ICSR

EU-EC-10008151302 31/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Chills (n/a - Fatal - Results in Death),

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

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

Pneumonia (n/a - Fatal - Results in Death),

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

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

NOVOMIX 30 FLEXPEN [INSULIN ASPART, INSULIN ASPART, INSULIN ASPART PROTAMINE] (C - n/a - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (C - n/a - n/a - [n/a - 75mg - n/a]),

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

[CANDESARTAN CILEXETIL] (C - n/a - n/a - [n/a - 8mg - n/a]),

[COLECALCIFEROL, CALCIUM] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

[CYANOCOBALAMIN] (C - n/a - n/a - [n/a - 1mg - n/a]),

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

[FUROSEMIDE] (C - n/a - n/a - [n/a - 60mg - n/a]),

[PROPYLENE GLYCOL, PROPYLENE GLYCOL, LACTIC ACID] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008154444 31/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

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

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

Pain (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-10008133789 30/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008134171 30/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - n/a - Intramuscular])

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

[HYDROXYZINE DIHYDROCHLORIDE, HYDROXYZINE HYDROCHLORIDE] (C - n/a - n/a - [n/a - n/a - Oral]),

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

[SPIRONOLACTONE] (C - Hypokalaemia - n/a - [n/a - 1{DF} - Oral]),

[VENLAFAXINE, VENLAFAXINE HYDROCHLORIDE] (C - n/a - n/a - [n/a - n/a - Oral])

ICSR

EU-EC-10008134473 30/03/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Other Medically Important Condition),

Thrombosis (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-10008136526 30/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Chest pain (n/a - Fatal - Results in Death),

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

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

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

Not reported ICSR

EU-EC-10008137663 30/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Cardiac disorder (0d - Fatal - Results in Death),

Death (0d - Fatal - Results in Death),

Malaise (0d - Fatal - Results in Death),

Nasopharyngitis (0d - Fatal - Results in Death),

Tremor (0d - Fatal - Results in Death)

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) - SUSPENSION FOR 
INJECTION (S - COVID-19 immunisation - n/a - [n/a - n/a - Intramuscular])

[TIAPRIDE, TIAPRIDE HYDROCHLORIDE] (C - n/a - n/a - [n/a - 100mg - Oral]) ICSR

EU-EC-10008138830 30/03/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (0d - Fatal - Results in Death),

Dyspnoea (7d - Fatal - Results in Death),

Haematemesis (7d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Pneumonia (7d - Fatal - Results in Death),

Pyrexia (7d - Fatal - Results in Death)

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) - SUSPENSION FOR 
INJECTION (S - COVID-19 immunisation - n/a - [n/a - n/a - Intramuscular])

Not reported ICSR

EU-EC-10008095053 27/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Cough (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation),

Death (3wk - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),

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

Dysarthria (3wk - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling),

Dysarthria (n/a - Fatal - Results in Death, Life Threatening),

Dysphagia (3wk - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling),

Lethargy (3wk - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling),

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

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

Pneumonia aspiration (3wk - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),

SARS-CoV-2 test positive (n/a - Fatal - Results in Death)

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

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

EU-EC-10008096534 27/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardiogenic shock (n/a - Fatal - Results in Death),

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

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

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

UNKNOWN DRUG [NOT AVAILABLE] (C - n/a - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID] (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-10008096606 27/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Asthenia (n/a - Unknown - Results in Death, Life Threatening),

Death (0d - Fatal - Results in Death, Life Threatening),

Decreased appetite (n/a - Unknown - Results in Death, Life Threatening),

Lethargy (n/a - Unknown - Results in Death, Life Threatening),

Tremor (n/a - Unknown - Results in Death, Life Threatening)

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

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

[LANSOPRAZOLE] (C - Dyspepsia - n/a - [n/a - 15mg - n/a])

ICSR

EU-EC-10008096650 27/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, 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 - n/a])

Not reported ICSR

EU-EC-10008098206 27/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death, Other Medically Important Condition),

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

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

[BISOPROLOL, BISOPROLOL FUMARATE, BISOPROLOL HEMIFUMARATE] (C - Blood pressure measurement - n/a - [n/a - n/a - n/a]),

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

[FUROSEMIDE] (C - Blood pressure measurement - n/a - [n/a - n/a - n/a]),

[GLICLAZIDE] (C - Diabetes mellitus - 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])

ICSR

EU-EC-10008098654 27/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No COVID-19 (n/a - Not Recovered/Not Resolved - Results in Death),

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

Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death),

Headache (n/a - Not Recovered/Not Resolved - Results in Death),

Infection (n/a - Not Recovered/Not Resolved - Results in Death),

Nausea (n/a - Not Recovered/Not Resolved - Results in Death),

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

Pneumonia (n/a - Not Recovered/Not Resolved - Results in Death),

Traumatic lung injury (n/a - Not Recovered/Not Resolved - Results in Death),

Vaccination site joint swelling (n/a - Not Recovered/Not Resolved - Results in Death)

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - 1{DF} - n/a])

[ATENOLOL, ATENOLOL BP] (C - n/a - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008103207 27/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008108450 27/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, 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 - n/a])

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

[TIMOLOL MALEATE] (C - Glaucoma - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008108562 27/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Not 
Specified

No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008109297 27/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Sinus tachycardia (n/a - Fatal - Results in Death),

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

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

Not reported ICSR

EU-EC-10008111295 27/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008112490 27/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008114486 27/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Life Threatening) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008085486 26/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) - SUSPENSION FOR 
INJECTION (S - COVID-19 prophylaxis - n/a - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008066454 25/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Bed rest (n/a - Unknown - ),

Chills (n/a - Unknown - ),

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

Feeling abnormal (n/a - Unknown - ),

Feeling cold (n/a - Unknown - ),

Restlessness (n/a - Unknown - ),

Urge incontinence (n/a - Unknown - )

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

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

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

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

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

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

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

[TIOTROPIUM, TIOTROPIUM BROMIDE, TIOTROPIUM BROMIDE MONOHYDRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

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

ICSR

EU-EC-10008054008 24/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Hypotension (n/a - Recovered/Resolved - Results in Death),

Malaise (n/a - Recovered/Resolved - Results in Death)

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

Not reported ICSR

EU-EC-10008059465 24/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Female No Death (1h - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10008062451 24/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

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

Not reported ICSR

EU-EC-10008043745 23/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - 1{DF} - Intramuscular])

Not reported ICSR
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https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008186650&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008186863&_xpt=1&_xf=pdf
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https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008146684&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008148944&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008149327&_xpt=1&_xf=pdf
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https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008154444&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008133789&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008134171&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008134473&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008136526&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008137663&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008138830&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008095053&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008096534&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008096606&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008096650&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008098206&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008098654&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008103207&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008108450&_xpt=1&_xf=pdf
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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-10008026071 22/03/2021 Spontaneous Non 
Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Adult Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - n/a - [n/a - n/a
- n/a])

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

EU-EC-10008005950 20/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
COVID-19 immunisation - Not applicable - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008005972 20/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Adverse event following immunisation (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

Oxygen saturation decreased (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation)

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

Not reported ICSR

EU-EC-10008006179 20/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death, Life Threatening) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

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

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

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

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

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

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

[PAROXETINE, PAROXETINE HYDROCHLORIDE HEMIHYDRATE, PAROXETINE HYDROCHLORIDE, ANHYDROUS] (C - n/a - n/a - [n/a - n/a - n/a]),

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

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

ICSR

EU-EC-10008007030 20/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Venous thrombosis (n/a - Unknown - Results in Death)

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

Not reported ICSR

EU-EC-10008007266 20/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, 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 - n/a])

Not reported ICSR

EU-EC-10008009992 20/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10008010695 20/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death, Life Threatening) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - Hypertension - n/a - [1914d - n/a - n/a]),

[DONEPEZIL] (C - Dementia Alzheimer's type - n/a - [88d - n/a - n/a])

ICSR

EU-EC-10008011298 20/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Dysgeusia (n/a - Not Recovered/Not Resolved - Results in Death),

Nausea (n/a - Not Recovered/Not Resolved - Results in Death)

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

Not reported ICSR

EU-EC-10008013329 20/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - .5mL - Intramuscular])

BRIVARACETAM [BRIVARACETAM] (C - n/a - n/a - [n/a - 100mg - n/a]),

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

ICSR

EU-EC-10008013780 20/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardiac arrest (n/a - Unknown - Results in Death),

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

Depression (n/a - Unknown - Results in Death)

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

Not reported ICSR

EU-EC-10008014020 20/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Chronic obstructive pulmonary disease (n/a - Unknown - Results in Death),

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

Panic attack (n/a - Unknown - Results in Death)

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

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

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

SEEBRI BREEZHALER [GLYCOPYRRONIUM BROMIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

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

[CODEINE PHOSPHATE BP, PARACETAMOL PH. EUR., PARACETAMOL, CODEINE PHOSPHATE] (C - n/a - n/a - [n/a - n/a - n/a]),

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

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

[FLUTICASONE PROPIONATE, FORMOTEROL FUMARATE DIHYDRATE, FLUTICASONE PROPIONATE, FORMOTEROL FUMARATE DIHYDRATE PH.EUR.] (C - n/a - n/a - [n/a - n/a - n/a]),

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

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

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

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

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

ICSR

EU-EC-10008017705 20/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Chills (2d - Recovered/Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

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

Dyspnoea (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Fatigue (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Infection (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Myalgia (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Oropharyngeal pain (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Pericardial effusion (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

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

Sepsis (n/a - Not Recovered/Not Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Tremor (2d - Recovered/Resolved - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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

Not reported ICSR

EU-EC-10008017765 20/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Asthenia (n/a - Unknown - Results in Death),

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

Influenza like illness (n/a - Unknown - Results in Death),

Lethargy (n/a - Unknown - Results in Death)

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

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

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

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

[SODIUM HYDROGEN CARBONATE PHEUR, CALCIUM CARBONATE PH. EUR., SODIUM ALGINATE PH. EUR., SODIUM HYDROGEN CARBONATE, CALCIUM CARBONATE, SODIUM ALGINATE] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10008017769 20/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (5h - Fatal - Results in Death, Life Threatening, Other Medically Important Condition),

Pain (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition),

Pyrexia (n/a - Not Recovered/Not Resolved - Results in Death, Life Threatening, Other Medically Important Condition)

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

[PROGESTERONE] (C - Contraception - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10008017826 20/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Abdominal pain (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation),

Agitation (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation),

Back pain (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation),

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

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

Immune thrombocytopenia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation),

Nausea (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation),

Photophobia (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation),

Pollakiuria (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation),

Somnolence (n/a - Unknown - Results in Death, Caused/Prolonged Hospitalisation),

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

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

Not reported ICSR

EU-EC-10007992253 19/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Guillain-Barre syndrome (n/a - Unknown - Other Medically Important Condition),

Haemorrhage intracranial (n/a - Unknown - Life Threatening),

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

Multiple organ dysfunction syndrome (n/a - Unknown - Life Threatening),

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

Paralysis (n/a - Unknown - Life Threatening)

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

Not reported ICSR

EU-EC-10008001196 19/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, 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 - n/a])

LEVEMIR [INSULIN DETEMIR] (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]),

[MORPHINE SULFATE, MORPHINE SULFATE PENTAHYDRATE, MORPHINE SULFATE PH. EUR.] (C - n/a - n/a - [n/a - n/a - n/a]),

[MORPHINE, MORPHINE POLY(STYRENE-CO-DIVINYLBENZENE) SULFONATE, MORPHINE SULFATE, MORPHINE SULFATE PENTAHYDRATE, MORPHINE SULFATE PH. EUR.] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007974517 18/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death),

Headache (2d - Recovered/Resolved - Results in Death)

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - 1{DF} - n/a])

Not reported ICSR

EU-EC-10007974612 18/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Drug 
withdrawn - [n/a - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10007974637 18/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10007957402 17/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Delirium (n/a - Unknown - Results in Death),

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

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

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

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

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

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

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

ICSR

EU-EC-10007958527 17/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - n/a - n/a])

Not reported ICSR

EU-EC-10007959585 17/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10007960775 17/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - n/a - [n/a - 1
{DF} - Intramuscular])

Not reported ICSR

EU-EC-10007963274 17/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Adult Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - n/a - [n/a - n/a
- n/a])

Not reported ICSR

EU-EC-10007964152 17/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No Death (7d - Fatal - Results in Death, Life Threatening),

Nausea (n/a - Unknown - Results in Death, Life Threatening)

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

[METOCLOPRAMIDE] (C - n/a - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10007964263 17/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, Disabling),

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

Headache (n/a - Not Recovered/Not Resolved - Results in Death, Disabling),

Myalgia (n/a - Unknown - Results in Death, Disabling),

Nausea (n/a - Not Recovered/Not Resolved - Results in Death, Disabling),

Pyrexia (7d - Recovered/Resolved - Results in Death, Disabling),

Vomiting (n/a - Not Recovered/Not Resolved - Results in Death, Disabling)

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

Not reported ICSR

EU-EC-10007964268 17/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Other Medically Important Condition),

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

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

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

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

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

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

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

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

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

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

[LEVODOPA, CARBIDOPA MONOHYDRATE] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007964270 17/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, Other Medically Important Condition) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007966532 17/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - n/a - [n/a - 1
{DF} - Intramuscular])

Not reported ICSR

EU-EC-10007949093 16/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Abdominal pain (4d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Death (0d - Fatal - Results in Death),

Dyspnoea (1d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Haematemesis (2d - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Malaise (1d - Fatal - Results in Death, Other Medically Important Condition),

Nausea (4d - Fatal - Results in Death),

Oesophageal varices haemorrhage (3d - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition),

Pyrexia (0d - Fatal - Results in Death),

Pyrexia (4d - Fatal - Results in Death)

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

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

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

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

[PERINDOPRIL, PERINDOPRIL TERT-BUTYLAMINE] (C - n/a - n/a - ),

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

ICSR

EU-EC-10007930698 15/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Elderly Female No Death (n/a - Fatal - Results in Death, Life Threatening, Caused/Prolonged Hospitalisation, Disabling, Other Medically Important Condition),

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

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

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

Not reported ICSR

EU-EC-10007931807 15/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Fatigue (n/a - Unknown - 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])

[MORPHINE SULFATE, MORPHINE SULFATE PENTAHYDRATE] (C - Arthritis - n/a - [n/a - n/a - n/a]),

[MORPHINE SULFATE, MORPHINE SULPHATE BP] (C - Chest pain - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007921975 14/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Life Threatening, 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 - n/a])

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

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

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

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

[PERINDOPRIL, PERINDOPRIL TERT-BUTYLAMINE] (C - n/a - n/a - [n/a - n/a - n/a]),

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

ICSR

EU-EC-10007922008 14/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - n/a - n/a])

[CYCLIZINE TARTRATE, MORPHINE TARTRATE] (C - Limb reduction defect - n/a - [n/a - n/a - Intramuscular]),

[GABAPENTIN] (C - Limb reduction defect - n/a - [n/a - n/a - n/a]),

[OXYCODONE HYDROCHLORIDE] (C - Limb reduction defect - n/a - [n/a - n/a - n/a]),

[TAPENTADOL, TAPENTADOL HYDROCHLORIDE] (C - Limb reduction defect - n/a - [n/a - n/a - n/a]),

[ZOLPIDEM, ZOLPIDEM TARTRATE] (C - Insomnia - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007922014 14/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

HYDROCORTISONE [HYDROCORTISONE, HYDROCORTISONE SODIUM SUCCINATE] (C - Addison's disease - n/a - [n/a - n/a - n/a]),

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

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

[FLUDROCORTISONE] (C - Addison's disease - n/a - [n/a - n/a - n/a]),

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

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

[TRIAMCINOLONE] (C - Addison's disease - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007922887 14/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

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

Death (n/a - Unknown - ),

Swelling (3d - Recovered/Resolved - )

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

[GABAPENTIN] (C - Fibromyalgia - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10007923964 14/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Cardiac arrest (n/a - Unknown - Results in Death),

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

Syncope (n/a - Unknown - Results in Death)

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

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

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

[LACTULOSE] (C - Constipation - 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=10008026071&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008005950&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008005972&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008006179&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008007030&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008007266&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008009992&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008010695&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008011298&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008013329&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008013780&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008014020&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008017705&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008017765&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008017769&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008017826&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007992253&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10008001196&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007974517&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007974612&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007974637&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007957402&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007958527&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007959585&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007960775&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007963274&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007964152&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007964263&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007964268&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007964270&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007966532&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007949093&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007930698&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007931807&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007921975&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007922008&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007922014&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007922887&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007923964&_xpt=1&_xf=pdf
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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-10007924154 14/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Chills (n/a - Unknown - Results in Death),

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

Malaise (n/a - Unknown - Results in Death)

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

[MORPHINE, MORPHINE HYDROCHLORIDE] (C - Arthritis - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10007925273 14/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

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

[DONEPEZIL] (C - Dementia - n/a - [n/a - n/a - n/a]),

[ESTRADIOL, ESTRADIOL HEMIHYDRATE] (C - Menopause - n/a - [n/a - n/a - n/a]),

[PROGESTERONE, PROGESTERONE, MICRONISED] (C - Menopause - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007926948 14/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Lower respiratory tract infection (n/a - Not Recovered/Not Resolved - Results in Death)

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

SIMBRINZA [BRINZOLAMIDE, BRIMONIDINE TARTRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[AMOXICILLIN, AMOXICILLIN TRIHYDRATE] (C - n/a - n/a - [n/a - 500mg - n/a]),

[BENSERAZIDE HYDROCHLORIDE, LEVODOPA] (C - n/a - n/a - [n/a - n/a - n/a]),

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

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

[FLUCLOXACILLIN, FLUCLOXACILLIN SODIUM, FLUCLOXACILLIN SODIUM MONOHYDRATE] (C - n/a - n/a - [n/a - 500mg - n/a]),

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

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

[LATANOPROST, TIMOLOL, TIMOLOL MALEATE, LATANOPROST] (C - n/a - n/a - [n/a - n/a - n/a]),

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

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

[TRIPTORELIN, TRIPTORELIN ACETATE] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007928577 14/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Body temperature increased (0d - Recovered/Resolved - ),

Death (0d - Fatal - Results in Death)

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

[PERINDOPRIL TERT-BUTYLAMINE] (C - Pulmonary arterial hypertension - n/a - [n/a - 4mg - Oral]) ICSR

EU-EC-10007918839 13/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death, 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 - n/a])

Not reported ICSR

EU-EC-10007919179 13/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, 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 - n/a])

Not reported ICSR

EU-EC-10007901704 12/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Acute kidney injury (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),

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

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

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

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

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

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

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

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

Not reported ICSR

EU-EC-10007888752 11/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10007874288 10/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - 1{DF} - Intramuscular])

Not reported ICSR

EU-EC-10007879917 10/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Male No Death (n/a - Fatal - Results in Death),

Sudden death (n/a - Fatal - Results in Death)

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - .5mL - n/a])

HUMALOG [INSULIN LISPRO] (C - Type 1 diabetes mellitus - Not applicable - [n/a - 8[iU] - n/a]),

LANTUS [INSULIN GLARGINE] (C - Type 1 diabetes mellitus - Not applicable - [n/a - 54[iU] - n/a]),

[AMLODIPINE BESILATE, ATORVASTATIN CALCIUM, AMLODIPINE, ATORVASTATIN, AMLODIPINE, ATORVASTATIN CALCIUM] (C - n/a - Not applicable - [n/a - 1{DF} - Oral]),

[AMLODIPINE BESILATE, PERINDOPRIL TOSILATE] (C - n/a - Not applicable - [n/a - n/a - Oral]),

[FUROSEMIDE] (C - n/a - Not applicable - [n/a - 40mg - Oral]),

[METFORMIN, METFORMIN HYDROCHLORIDE] (C - n/a - Not applicable - [n/a - 750mg - Oral]),

[PANTOPRAZOLE, PANTOPRAZOLE SODIUM SESQUIHYDRATE] (C - n/a - Not applicable - [n/a - n/a - Oral]),

[PERINDOPRIL TERT-BUTYLAMINE, AMLODIPINE, INDAPAMIDE] (C - Essential hypertension - Not applicable - [n/a - 1{DF} - Oral]),

[TORASEMIDE] (C - n/a - Not applicable - [n/a - n/a - Oral])

ICSR

EU-EC-10007867380 09/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 prophylaxis - n/a - [n/a - .5mL
- Intramuscular])

NOT AVAILABLE (C - Hypertension - n/a - [n/a - n/a - n/a]),

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

[TRIMETAZIDINE DIHYDROCHLORIDE] (C - Angina pectoris - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007838811 07/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, 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 - n/a])

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

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

[DOCUSATE SODIUM] (C - Constipation - n/a - [n/a - n/a - n/a]),

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

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

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

ICSR

EU-EC-10007840139 07/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007840224 07/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

[CAMPHOR, RACEMIC, ETHYL NICOTINATE, METHYL SALICYLATE] (C - n/a - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10007842943 07/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Life Threatening) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - n/a - n/a])

Not reported ICSR

EU-EC-10007812679 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

KETOCONAZOLE [KETOCONAZOLE] (C - Seborrhoeic dermatitis - n/a - [n/a - n/a - 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 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 - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007812766 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007812792 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Elderly Female No Death (1d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

[AMITRIPTYLINE, AMITRIPTYLINE HYDROCHLORIDE] (C - Dementia Alzheimer's type - n/a - [n/a - n/a - n/a]),

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

[MEMANTINE] (C - Dementia Alzheimer's type - n/a - [n/a - n/a - n/a]),

[PIVMECILLINAM] (C - Urinary tract infection - n/a - [7d - n/a - n/a]),

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

ICSR

EU-EC-10007812811 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007812865 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007812922 06/03/2021 Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007813106 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007813181 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Elderly Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

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

[ATORVASTATIN] (C - Blood cholesterol - n/a - [1124d - n/a - n/a]),

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

[FERROUS FUMARATE] (C - Iron deficiency - n/a - [43d - n/a - n/a]),

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

[FLUTICASONE PROPIONATE, SALMETEROL, FLUTICASONE PROPIONATE, SALMETEROL XINAFOATE] (C - n/a - n/a - [n/a - n/a - n/a]),

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

[LOSARTAN, LOSARTAN POTASSIUM] (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-10007813260 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

CLOPIDOGREL [CLOPIDOGREL, CLOPIDOGREL BESILATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[ALLOPURINOL] (C - Gout - n/a - [n/a - n/a - n/a]),

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

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

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

ICSR

EU-EC-10007813261 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

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

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

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

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

[CASSIA] (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]),

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

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

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

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

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

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

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

ICSR

EU-EC-10007813455 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (9h - Fatal - Results in Death, Other Medically Important Condition) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - .5mL - n/a])

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

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

[LERCANIDIPINE, LERCANIDIPINE HYDROCHLORIDE] (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-10007813493 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007813510 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

PREGABALIN [PREGABALIN] (C - Pain - n/a - [n/a - n/a - n/a]),

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

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

[QUININE] (C - Muscle spasms - n/a - [n/a - n/a - n/a]),

[TIOTROPIUM, OLODATEROL] (C - Chronic obstructive pulmonary disease - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007813575 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

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

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

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

[LANSOPRAZOLE] (C - Dyspepsia - n/a - [n/a - n/a - n/a]),

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

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

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

ICSR

EU-EC-10007814477 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Elderly Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

APIXABAN [APIXABAN] (C - Atrial fibrillation - n/a - [n/a - n/a - n/a]),

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

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

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

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

[DIGOXIN] (C - Atrial fibrillation - n/a - [n/a - n/a - n/a]),

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

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

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

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

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

[SULFASALAZINE, SULFASALAZINE PH. EUR.] (C - Colitis ulcerative - 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-10007814539 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [1d - n/a - 
Intramuscular])

DEXAMETHASONE [DEXAMETHASONE, DEXAMETHASONE SODIUM PHOSPHATE] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

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

[ALLOPURINOL] (C - Gout - n/a - [n/a - 1{DF} - n/a]),

[BISOPROLOL, BISOPROLOL FUMARATE, BISOPROLOL HEMIFUMARATE] (C - Cardiovascular event prophylaxis - n/a - [n/a - 1{DF} - n/a]),

[GLYCERYL TRINITRATE] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

[LISINOPRIL, LISINOPRIL DIHYDRATE] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

[SIMVASTATIN] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

[TRIPTORELIN, TRIPTORELIN ACETATE] (C - n/a - n/a - [n/a - 1{DF} - Intramuscular])

ICSR

EU-EC-10007815089 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

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

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

[FUROSEMIDE] (C - Cardiac failure - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007815474 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - 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 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 - n/a - n/a - [n/a - n/a - n/a]),

[CASSIA] (C - Constipation - n/a - [n/a - n/a - n/a]),

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

[DOCUSATE SODIUM] (C - Constipation - n/a - [n/a - n/a - n/a]),

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

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

[PROPANTHELINE] (C - Salivary hypersecretion - n/a - [n/a - n/a - n/a]),

[ZOPICLONE] (C - Poor quality sleep - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007815738 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Hypoxia (n/a - Unknown - Results in Death)

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

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

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

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

ICSR

EU-EC-10007815766 06/03/2021 Spontaneous Healthcare Non Not More Not Male No Death (n/a - Fatal - Results in Death), COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE Not reported ICSR

https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007924154&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007925273&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007926948&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007928577&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007918839&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007919179&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007901704&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007888752&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007874288&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007879917&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007867380&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007838811&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007840139&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007840224&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007842943&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007812679&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007812766&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007812792&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007812811&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007812865&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007812922&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007813106&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007813181&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007813260&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007813261&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007813455&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007813493&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007813510&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007813575&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007814477&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007814539&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007815089&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007815474&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007815738&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007815766&_xpt=1&_xf=pdf


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

Professional European 
Economic 
Area

available than 85 
Years

Specified Dehydration (n/a - Unknown - Results in Death) ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

EU-EC-10007815991 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (0d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - .5mL - Intramuscular])

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

[AMITRIPTYLINE HYDROCHLORIDE] (C - Bladder irritation - n/a - [n/a - 2{DF} - n/a]),

[AMLODIPINE, AMLODIPINE BESILATE, AMLODIPINE MALEATE, AMLODIPINE MESILATE] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

[BETAMETHASONE VALERATE] (C - n/a - n/a - [28d - 1{DF} - n/a]),

[BEZAFIBRATE] (C - Hypercholesterolaemia - n/a - [214d - 1{DF} - n/a]),

[BISOPROLOL, BISOPROLOL FUMARATE, BISOPROLOL HEMIFUMARATE] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

[CARBOCISTEINE] (C - n/a - n/a - [n/a - 750mg - n/a]),

[CODEINE PHOSPHATE BP, PARACETAMOL PH. EUR., PARACETAMOL, CODEINE PHOSPHATE] (C - n/a - n/a - [214d - n/a - n/a]),

[CODEINE PHOSPHATE] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

[DOXYCYCLINE, DOXYCYCLINE HYCLATE, DOXYCYCLINE MONOHYDRATE] (C - n/a - n/a - [n/a - 100mg - n/a]),

[FLUTICASONE PROPIONATE, SALMETEROL, FLUTICASONE PROPIONATE, SALMETEROL XINAFOATE] (C - n/a - n/a - [n/a - 1{DF} - Respiratory (inhalation)]),

[FUROSEMIDE] (C - n/a - n/a - [n/a - 2{DF} - n/a]),

[INDAPAMIDE, INDAPAMIDE HEMIHYDRATE] (C - Hypertension - n/a - [214d - 1{DF} - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

[MONTELUKAST, MONTELUKAST SODIUM] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

[PARACETAMOL] (C - n/a - n/a - [n/a - 2{DF} - n/a]),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - n/a - n/a - [n/a - 2{DF} - Respiratory (inhalation)]),

[SPIRONOLACTONE] (C - n/a - n/a - [n/a - 1{DF} - n/a]),

[TIOTROPIUM, TIOTROPIUM BROMIDE, TIOTROPIUM BROMIDE MONOHYDRATE] (C - n/a - n/a - [n/a - 1{DF} - Respiratory (inhalation)])

ICSR

EU-EC-10007816582 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Male No Chest pain (n/a - Unknown - Results in Death),

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

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

Not reported ICSR

EU-EC-10007817146 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

DUAKLIR GENUAIR [FORMOTEROL FUMARATE DIHYDRATE, ACLIDINIUM BROMIDE] (C - Chronic obstructive pulmonary disease - n/a - [n/a - n/a - n/a]),

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

ICSR

EU-EC-10007817535 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Not 
Specified

No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007818143 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

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

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

[IPRATROPIUM BROMIDE] (C - Dyspnoea - n/a - [n/a - n/a - n/a]),

[LANSOPRAZOLE] (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-10007818799 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007818903 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (0d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - Ill-defined disorder - Unknown - [n/a - 
n/a - n/a])

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

[PARACETAMOL] (C - Ill-defined disorder - n/a - [n/a - n/a - n/a]),

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

[TEMAZEPAM] (C - Ill-defined disorder - n/a - [n/a - n/a - n/a]),

[TRIMETHOPRIM] (C - Ill-defined disorder - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007819560 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Elderly Male No Death (n/a - Fatal - Results in Death, 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 - n/a])

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

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

ICSR

EU-EC-10007819565 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death, Life Threatening) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007819583 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

RIVASTIGMINE [RIVASTIGMINE, RIVASTIGMINE HYDROGEN TARTRATE] (C - Agitation - n/a - [n/a - n/a - n/a]),

[CLONAZEPAM] (C - Agitation - n/a - [n/a - n/a - n/a]),

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

ICSR

EU-EC-10007819613 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Depressed level of consciousness (n/a - Not Recovered/Not Resolved - Results in Death),

Malaise (n/a - Not Recovered/Not Resolved - Results in Death),

Oxygen saturation decreased (n/a - Unknown - Results in Death),

Unresponsive to stimuli (n/a - Not Recovered/Not Resolved - Results in Death)

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

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

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

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

ICSR

EU-EC-10007819626 06/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death, Life Threatening) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - 1{DF} - n/a])

CARDIAC MEDICATION NOS [NOT AVAILABLE] (C - n/a - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10007819700 06/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - n/a - n/a])

Not reported ICSR

EU-EC-10007820612 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Disabling) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

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

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

[FUROSEMIDE] (C - Cardiac failure - 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]),

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

ICSR

EU-EC-10007823135 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007823979 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

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

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

[ATENOLOL, ATENOLOL BP] (C - Hypertension - n/a - [n/a - n/a - n/a]),

[ROSUVASTATIN, ROSUVASTATIN CALCIUM] (C - Hyperlipidaemia - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007824993 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Life Threatening) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007825001 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007825002 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007825003 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007825004 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007825006 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007825008 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007825011 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007825014 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007825029 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007825043 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

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

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

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

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

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

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

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

ICSR

EU-EC-10007825057 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, Life Threatening, Disabling) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

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

EU-EC-10007825238 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [1d - n/a - n/a])

Not reported ICSR

EU-EC-10007825241 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [n/a - n/a - n/a])

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

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

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

ICSR

EU-EC-10007825245 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, Other Medically Important Condition) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - n/a - n/a])

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

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

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

[CLARITHROMYCIN] (C - Skin ulcer - n/a - [n/a - n/a - n/a]),

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

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

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

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

ICSR

EU-EC-10007825250 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - Immunisation - Dose not changed - [n/a 
- 500uL - n/a])

CLOPIDOGREL [CLOPIDOGREL, CLOPIDOGREL BESILATE] (C - Myocardial ischaemia - 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]),

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

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

[CARBOCISTEINE] (C - Chronic obstructive pulmonary disease - n/a - [n/a - n/a - n/a]),

[CODEINE] (C - Pain - n/a - [n/a - n/a - n/a]),

[COLECALCIFEROL, CALCIUM] (C - Vitamin D decreased - n/a - [n/a - n/a - n/a]),

[DIAZEPAM] (C - Dyspnoea - n/a - [n/a - n/a - n/a]),

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

[ISOSORBIDE MONONITRATE] (C - Myocardial ischaemia - n/a - [n/a - n/a - n/a]),

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

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

[OXYGEN] (C - Pulmonary fibrosis - n/a - [n/a - n/a - n/a]),

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

[SERTRALINE, SERTRALINE HYDROCHLORIDE] (C - Depression - 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])

ICSR

EU-EC-10007825252 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Adult Not 
Specified

No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007825253 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

RIVASTIGMINE [RIVASTIGMINE, RIVASTIGMINE HYDROGEN TARTRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[CARBIDOPA, LEVODOPA, LEVODOPA, ANHYDROUS CARBIDOPA, LEVODOPA, CARBIDOPA MONOHYDRATE] (C - n/a - n/a - [n/a - n/a - n/a]),

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

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

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

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

ICSR

EU-EC-10007825254 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [1d - n/a - n/a])

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

EU-EC-10007825255 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, 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 - n/a])

Not reported ICSR

EU-EC-10007825257 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [1d - n/a - n/a])

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

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

[CANDESARTAN] (C - Left ventricular failure - n/a - [n/a - n/a - n/a]),

[DIGOXIN] (C - Atrial fibrillation - n/a - [n/a - n/a - n/a]),

[FLAVOXATE, FLAVOXATE HYDROCHLORIDE] (C - Urethral spasm - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE] (C - Left ventricular failure - n/a - [n/a - n/a - n/a]),

[LANSOPRAZOLE] (C - Gastrointestinal disorder - n/a - [n/a - n/a - n/a]),

[WARFARIN, WARFARIN SODIUM] (C - Atrial fibrillation - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007825267 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (0d - Fatal - Results in Death, 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 - n/a])

CLOPIDOGREL [CLOPIDOGREL, CLOPIDOGREL BESILATE] (C - Myocardial ischaemia - n/a - [n/a - n/a - n/a]),

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

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

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

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

[ISOSORBIDE MONONITRATE] (C - Angina pectoris - n/a - [n/a - n/a - n/a]),

[LANSOPRAZOLE] (C - Dyspepsia - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007825424 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, 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 - n/a])

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

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

[CALCIUM CARBONATE, COLECALCIFEROL, CALCIUM CARBONATE] (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=10007815991&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007816582&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007817146&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007817535&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007818143&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007818799&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007818903&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007819560&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007819565&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007819583&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007819613&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007819626&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007819700&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007820612&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007823135&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007823979&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007824993&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825001&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825002&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825003&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825004&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825006&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825008&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825011&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825014&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825029&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825043&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825057&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825238&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825241&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825245&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825250&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825252&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007825253&_xpt=1&_xf=pdf
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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

[FLUTICASONE PROPIONATE, SALMETEROL, FLUTICASONE PROPIONATE, SALMETEROL XINAFOATE] (C - n/a - n/a - [n/a - n/a - n/a]),

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

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

[MORPHINE, MORPHINE HYDROCHLORIDE] (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-10007826807 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Elderly Male No Death (n/a - Fatal - Results in Death, Other Medically Important Condition) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - n/a - n/a])

[PARACETAMOL] (C - n/a - n/a - [n/a - 2{DF} - n/a]),

[RISPERIDONE] (C - n/a - n/a - [n/a - 250mg - Oral])

ICSR

EU-EC-10007827032 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, Other Medically Important Condition) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [n/a - n/a - n/a])

[DONEPEZIL] (C - n/a - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10007827040 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Life Threatening, Other Medically Important Condition) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007827141 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death, Life Threatening) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

Not reported ICSR

EU-EC-10007830636 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Not 
Specified

No Death (n/a - Fatal - Results in Death, 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 - n/a])

Not reported ICSR

EU-EC-10007831122 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Arteriosclerosis (n/a - Unknown - Results in Death),

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

Myocardial infarction (n/a - Unknown - Results in Death),

Myocardial ischaemia (n/a - Unknown - Results in Death)

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

[SERTRALINE, SERTRALINE HYDROCHLORIDE] (C - Depression - n/a - [n/a - 50mg - n/a]) ICSR

EU-EC-10007831124 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Elderly Male No Cardiac arrest (n/a - Not Recovered/Not Resolved - Results in Death),

Death (1d - Fatal - Results in Death)

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

[BUPRENORPHINE] (C - Osteoarthritis - n/a - [n/a - n/a - n/a]),

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

[MEMANTINE] (C - Dementia - n/a - [n/a - n/a - n/a]),

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

ICSR

EU-EC-10007831130 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Elderly Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [n/a - n/a - n/a])

[CASSIA] (C - n/a - n/a - [n/a - 7.5mg - n/a]),

[LATANOPROST] (C - n/a - n/a - [n/a - 1[drp] - n/a]),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - n/a - n/a - [n/a - 125ug - n/a])

ICSR

EU-EC-10007831131 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

IBUPROFEN [IBUPROFEN, IBUPROFEN SODIUM] (C - n/a - n/a - [n/a - 400mg - n/a]),

[ALLOPURINOL] (C - n/a - n/a - [n/a - 300mg - n/a]),

[DICLOFENAC, DICLOFENAC POTASSIUM, DICLOFENAC SODIUM] (C - n/a - n/a - [n/a - n/a - n/a]),

[LANSOPRAZOLE] (C - n/a - n/a - [n/a - 15mg - n/a])

ICSR

EU-EC-10007831132 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - n/a - n/a])

Not reported ICSR

EU-EC-10007831157 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - n/a - n/a])

Not reported ICSR

EU-EC-10007831208 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (1d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - 1{DF} - Intramuscular])

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

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

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

ICSR

EU-EC-10007832034 06/03/2021 Spontaneous Non 
Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [n/a - n/a - n/a])

KEPPRA [LEVETIRACETAM] (C - n/a - n/a - [n/a - 250mg - n/a]),

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

[MIRTAZAPINE] (C - n/a - n/a - [n/a - 45mg - n/a]),

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

[PHENYTOIN] (C - n/a - n/a - [n/a - 100mg - n/a]),

[PRIMIDONE] (C - n/a - n/a - [n/a - 250mg - n/a]),

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

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

ICSR

EU-EC-10007832037 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (1d - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - 1{DF} - Intramuscular])

[ACETYLSALICYLIC ACID] (C - n/a - n/a - [n/a - 75mg - n/a]),

[COLECALCIFEROL] (C - n/a - n/a - [n/a - 1000[iU] - n/a]),

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

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

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

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

ICSR

EU-EC-10007833623 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - n/a])

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

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

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

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

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

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

ICSR

EU-EC-10007833706 06/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, Other Medically Important Condition) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - n/a - n/a])

Not reported ICSR

EU-EC-10007785500 04/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, Other Medically Important Condition),

Epilepsy (n/a - Unknown - 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])

Not reported ICSR

EU-EC-10007791940 04/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Aortic embolus (n/a - Fatal - Results in Death),

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

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

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

EU-EC-10007793165 04/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [n/a - n/a - n/a])

KEPPRA [LEVETIRACETAM] (C - Epilepsy - n/a - [n/a - 1g - n/a]),

[BACLOFEN] (C - Muscle spasticity - n/a - [n/a - 20mg - n/a]),

[FOLIC ACID] (C - Vitamin supplementation - n/a - [n/a - 5mg - n/a]),

[PROPRANOLOL, PROPRANOLOL HYDROCHLORIDE] (C - Anxiety - n/a - [n/a - 20mg - n/a])

ICSR

EU-EC-10007782489 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

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

Death (n/a - Fatal - Results in Death, 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])

Not reported ICSR

EU-EC-10007782547 03/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, 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])

[FELODIPINE] (C - Hypertension - n/a - ) ICSR

EU-EC-10007768273 02/03/2021 Spontaneous Healthcare 
Professional

European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Dyspnoea (21h - Fatal - Results in Death)

VAXZEVRIA [COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19)] (S - 
Immunisation - Not applicable - [n/a - .5mL - Intramuscular])

CELLCEPT 500 MG [MYCOPHENOLATE MOFETIL] (C - n/a - Dose not changed - ),

RELVAR ELLIPTA INHALATION POWDER, PRE-DISPENSED [FLUTICASONE FUROATE, VILANTEROL] (C - n/a - Dose not changed - ),

XARELTO 15 MG FILM-COATED TABLETS [RIVAROXABAN] (C - n/a - Dose not changed - ),

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

[BISOPROLOL FUMARATE] (C - n/a - Dose not changed - ),

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

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

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

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

[TORASEMIDE] (C - n/a - Dose not changed - )

ICSR

EU-EC-10007745999 01/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Cardiac arrest (n/a - Fatal - Results in Death),

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

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

Not reported ICSR

EU-EC-10007755193 01/03/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - COVID-19 immunisation - Not applicable
- [1d - n/a - Intramuscular])

Not reported ICSR

EU-EC-10007738815 27/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Life Threatening),

Hepatitis E (n/a - Unknown - Life Threatening)

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-10007718243 25/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Dyspnoea (n/a - Unknown - 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])

[BUDESONIDE, FORMOTEROL FUMARATE DIHYDRATE, FORMOTEROL FUMARATE, BUDESONIDE] (C - Asthma-chronic obstructive pulmonary disease overlap syndrome - n/a - ),

[METHADONE] (C - Drug dependence - n/a - ),

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

[QUETIAPINE, QUETIAPINE FUMARATE] (C - Depression - n/a - ),

[SALBUTAMOL, SALBUTAMOL SULFATE] (C - Asthma-chronic obstructive pulmonary disease overlap syndrome - n/a - ),

[TIOTROPIUM, TIOTROPIUM BROMIDE, TIOTROPIUM BROMIDE MONOHYDRATE] (C - Asthma-chronic obstructive pulmonary disease overlap syndrome - n/a - )

ICSR

EU-EC-10007721221 25/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Life Threatening),

Injected limb mobility decreased (n/a - Fatal - Results in Death, Life Threatening)

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

CLOPIDOGREL [CLOPIDOGREL, CLOPIDOGREL BESILATE] (C - n/a - n/a - ),

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

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

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

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

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

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

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

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

ICSR

EU-EC-10007706487 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

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

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

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

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

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

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

ICSR

EU-EC-10007708475 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Cardiac failure acute (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

Mitral valve incompetence (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

Multiple organ dysfunction syndrome (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation),

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

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

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

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

EU-EC-10007710648 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Asthenia (n/a - Fatal - Results in Death, Other Medically Important Condition),

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

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

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

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

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

[AMYLASE, LIPASE, PROTEASE, PANCREALIPASE, PANCREAS POWDER, PANCREAS POWDER FROM PORCINE, PANCREATIN, PANCREATIN BP] (C - n/a - n/a - ),

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

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

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

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

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

ICSR

EU-EC-10007711408 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

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

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

[A/BRISBANE/59/2007 (H1N1)-LIKE STRAIN (A/BRISBANE/59/2007 REASS. IVR-148), A/BRISBANE/10/2007 (H3N2)-LIKE STRAIN (A/URUGUAY/716/2007 REASS. NYMC X-175C), B/BRISBANE/60/2008-LIKE VIRUS, 
A/BRISBANE/59/2007 (H1N1)-LIKE STRAIN (A/BRISBANE/59/2007 REASS. IVR-148), A/BRISBANE/10/2007 (H3N2)-LIKE STRAIN (A/URUGUAY/716/2007 REASS. NYMC X-175C), B/FLORIDA/4/2006-LIKE STRAIN (B/FLORIDA/4/2006),
A/NEW CALEDONIA/20/99 (H1N1) - LIKE STRAIN (A/NEW CALEDONIA/20/99 REASS. IVR-116), B/MALAYSIA/2506/2004 - LIKE STRAIN (B/MALAYSIA/2506/2004), A/WISCONSIN/67/2005 (H3N2) - LIKE STRAIN 
(A/HIROSHIMA/52/2005 REASS. IVR-142), ANTIGENS OF THE INFLUENZA VIRUS A/CALIFORNIA/7/2009 (H1N1)-LIKE VIRUS PDM09, ANTIGENS OF THE INFLUENZA VIRUS A/VICTORIA/361/2011 (H3N2)-LIKE VIRUS, ANTIGENS 
OF THE INFLUENZA VIRUS B/WISCONSIN/1/2010-LIKE VIRUS, B/BRISBANE/60/2008-LIKE VIRUS, A/PERTH/16/2009 (H3N2) - LIKE STRAIN (A/VICTORIA/210/2009 REASS. NYMC X-187), A/CALIFORNIA/7/2009 (H1N1)-DERIVED 
STRAIN USED NYMC X-181, B/MALAYSIA/2506/2004 - LIKE STRAIN (B/MALAYSIA/2506/2004), A/WISCONSIN/67/2005 (H3N2) - LIKE STRAIN (A/WISCONSIN/67/2005 REASS. NYMCX-161-B), A/SOLOMON ISLANDS/3/2006 (H1N1) - 
LIKE STRAIN (A/SOLOMON ISLANDS/3/2006 REASS. IVR-145), SORBITAN TRIOLEATE, POLYSORBATE 80, SODIUM CITRATE, A/HONG KONG/2671/2019 (H3N2) - LIKE VIRUS (A/HONG KONG/2671/2019, IVR-208), 
B/WASHINGTON/02/2019-LIKE VIRUS (B/VICTORIA/705/2018 BVR-11), A/GUANDONG-MAONAN/SWL1536/2019 (H1N1)PDM09-LIKE VIRUS (A/VICTORIA/2454/2019 IVR-207), SQUALENE, CITRIC ACID, SORBITAN TRIOLEATE, 
POLYSORBATE 80, SODIUM CITRATE, B/COLORADO/06/2017-LIKE VIRUS (B/VICTORIA/2/87 LINEAGE) (B/MARYLAND/15/2016, NYMC BX-69A), A/BRISBANE/02/2018 (H1N1)PDM09-LIKE VIRUS (A/BRISBANE/02/2018, IVR-190), 
A/KANSAS/14/2017 (H3N2)-LIKE VIRUS (A/KANSAS/14/2017, NYMC X-327), SQUALENE, CITRIC ACID, SORBITAN TRIOLEATE, POLYSORBATE 80, SODIUM CITRATE, CITRIC ACID ANHYDROUS, A/SWITZERLAND/9715293/2013 
(H3N2)-LIKE STRAIN (A/SWITZERLAND/9715293/2013, NIB-88), B/BRISBANE/9/2014 (WILD TYPE), SQUALENE, A/CALIFORNIA/7/2009 (H1N1)PDM09-DERIVED STRAIN USED (NYMC X-181), SORBITAN TRIOLEATE, 
POLYSORBATE 80, SODIUM CITRATE, CITRIC ACID ANHYDROUS, B/COLORADO/06/2017-LIKE VIRUS (B/VICTORIA/2/87 LINEAGE) (B/MARYLAND/15/2016, NYMC BX-69A), A/BRISBANE/02/2018 (H1N1)PDM09-LIKE VIRUS 
(A/BRISBANE/02/2018, IVR-190), A/KANSAS/14/2017 (H3N2)-LIKE VIRUS (A/KANSAS/14/2017, NYMC X-327), SQUALENE, SORBITAN TRIOLEATE, POLYSORBATE 80, SODIUM CITRATE, CITRIC ACID ANHYDROUS, 
B/MASSACHUSETTS/2/2012-LIKE STRAIN USED B/MASSACHUSETTS/2/2012 WILD TYPE, A/TEXAS/50/2012 (H3N2) ? DERIVED STRAIN USED (NYMC X-223), SQUALENE, A/CALIFORNIA/7/2009 (H1N1)PDM09-DERIVED STRAIN 
USED (NYMC X-181)] (C - Immunisation - n/a - [n/a - n/a - n/a]),

[ACETYLSALICYLIC ACID, ASPIRIN BP] (C - Myocardial ischaemia - n/a - ),

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

[LANSOPRAZOLE] (C - Dyspepsia - n/a - ),

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

[TAMSULOSIN, TAMSULOSIN HYDROCHLORIDE] (C - Lower urinary tract symptoms - n/a - )

ICSR

EU-EC-10007712902 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Malaise (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])

PREGABALIN [PREGABALIN] (C - Pain - Unknown - ),

[PARACETAMOL] (C - Pain - Unknown - ),

[SERTRALINE, SERTRALINE HYDROCHLORIDE] (C - Anxiety - Unknown - )

ICSR

EU-EC-10007714553 24/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

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

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

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

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

Not reported ICSR

EU-EC-10007693877 23/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Chronic kidney disease (n/a - Fatal - Results in Death, Other Medically Important Condition),

Chronic obstructive pulmonary disease (n/a - Fatal - Results in Death, Other Medically Important Condition),

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

Dementia Alzheimer's type (n/a - Fatal - Results in Death, Other Medically Important Condition),

Hypertension (n/a - Fatal - Results in Death, 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]),

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

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

[ACETYLSALICYLIC ACID, ASPIRIN BP] (C - Myocardial ischaemia - 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]),

[DILTIAZEM HYDROCHLORIDE] (C - Hypertension - n/a - [n/a - n/a - n/a]),

[MEMANTINE] (C - Dementia Alzheimer's type - n/a - [n/a - n/a - n/a]),

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

[PREDNISOLONE] (C - Myalgia - n/a - [n/a - n/a - n/a]),

[TRAMADOL HYDROCHLORIDE] (C - Pain - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007681156 22/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

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

Death (1d - Fatal - Results in Death),

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

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

Respiratory arrest (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])

APIXABAN [APIXABAN] (C - Atrial fibrillation - n/a - [n/a - n/a - n/a]),

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

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

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

ICSR

EU-EC-10007681302 22/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

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

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

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

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

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

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

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

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

[AMOXICILLIN TRIHYDRATE, CLAVULANIC ACID, AMOXICILLIN TRIHYDRATE, POTASSIUM CLAVULANATE, AMOXICILLIN, CLAVULANIC ACID, AMOXICILLIN, POTASSIUM CLAVULANATE] (C - n/a - n/a - [n/a - n/a - n/a]),

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

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

[HYOSCINE HYDROBROMIDE] (C - n/a - n/a - [n/a - n/a - n/a]),

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

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

ICSR
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https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007827032&_xpt=1&_xf=pdf
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https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007832037&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007833623&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007833706&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007785500&_xpt=1&_xf=pdf
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https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007738815&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007718243&_xpt=1&_xf=pdf
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https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007711408&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007712902&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007714553&_xpt=1&_xf=pdf
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Source 
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Sex
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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

Vomiting (n/a - Unknown - Other Medically Important Condition) [PARACETAMOL] (C - n/a - n/a - [n/a - n/a - n/a]),

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

EU-EC-10007689373 22/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No COVID-19 (n/a - Not Recovered/Not Resolved - Caused/Prolonged Hospitalisation, Other Medically Important Condition),

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

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

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

Pneumonitis (n/a - Fatal - Results in Death, Caused/Prolonged Hospitalisation, Other Medically Important Condition)

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

Not reported ICSR

EU-EC-10007678758 20/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No COVID-19 (n/a - Fatal - Results in Death),

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

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

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

Not reported ICSR

EU-EC-10007650378 18/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Agitation (n/a - Fatal - Results in Death),

Asthenia (n/a - Fatal - Results in Death),

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

Condition aggravated (n/a - Fatal - Results in Death),

Death (1d - Fatal - Results in Death),

Lethargy (n/a - Fatal - Results in Death),

Malaise (n/a - Fatal - Results in Death),

Pallor (n/a - Fatal - Results in Death),

Pneumonia aspiration (n/a - Fatal - Results in Death),

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

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

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

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

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

[AMOXICILLIN TRIHYDRATE, CLAVULANIC ACID, AMOXICILLIN TRIHYDRATE, POTASSIUM CLAVULANATE, AMOXICILLIN, CLAVULANIC ACID, AMOXICILLIN, POTASSIUM CLAVULANATE] (C - Lower respiratory tract infection - n/a 
- [n/a - n/a - n/a]),

[ATENOLOL, ATENOLOL BP] (C - n/a - n/a - [n/a - n/a - n/a]),

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

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

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

[INFLUENZA VIRUS] (C - n/a - n/a - [1d - n/a - n/a]),

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

[NITRAZEPAM, NITRAZEPAM BP] (C - n/a - n/a - [n/a - n/a - n/a]),

[NITROFURANTOIN] (C - Urinary tract infection - n/a - [7d - n/a - n/a]),

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

[SODIUM VALPROATE] (C - n/a - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007651364 18/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Elderly Male No Confusional state (n/a - Unknown - Other Medically Important Condition),

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

Urinary tract infection (n/a - Unknown - 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])

[A/HONG KONG/4801/2014 (H3N2)-LIKE STRAIN (A/HONG KONG/4801/2014, X-263B), B/BRISBANE/60/2008-LIKE STRAIN (B/BRISBANE/60/2008, WILD TYPE), A/CALIFORNIA/7/2009 (H1N1)PDM09-DERIVED STRAIN USED (NYMC 
X-181), A/HONG KONG/4801/2014 (H3N2)-LIKE STRAIN (A/HONG KONG/4801/2014, X-263B), B/BRISBANE/60/2008-LIKE STRAIN (B/BRISBANE/60/2008, WILD TYPE), A/MICHIGAN/45/2015 (H1N1)PDM09-LIKE STRAIN 
(A/SINGAPORE/GP1908/2015, IVR-180), INFLUENZA VACCINE] (C - n/a - n/a - ),

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

[CASSIA] (C - Constipation - n/a - ),

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

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

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

[LACTULOSE] (C - Constipation - n/a - ),

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

[LORAZEPAM] (C - Anxiety - n/a - )

ICSR

EU-EC-10007657717 18/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Life Threatening),

Sudden death (n/a - Unknown - Life Threatening)

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

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

[ATENOLOL, ATENOLOL BP] (C - Hypertension - n/a - [n/a - n/a - n/a]),

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

[FINASTERIDE] (C - Prostatism - n/a - [n/a - n/a - n/a]),

[ISOSORBIDE MONONITRATE] (C - Angina pectoris - n/a - [n/a - n/a - n/a]),

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

[SOLIFENACIN] (C - Prostatism - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007640471 17/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death, Other Medically Important Condition),

Pyrexia (n/a - Unknown - 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])

CLOPIDOGREL [CLOPIDOGREL, CLOPIDOGREL BESILATE] (C - Myocardial ischaemia - n/a - [n/a - n/a - n/a]),

[BISOPROLOL, BISOPROLOL FUMARATE, BISOPROLOL HEMIFUMARATE] (C - Left ventricular failure - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007643276 17/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

Not 
Specified

Elderly Female No Cardiac failure (n/a - Unknown - Other Medically Important Condition),

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

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

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

[ASCORBIC ACID, CALCIUM GLUBIONATE, CALCIUM CARBONATE, CALCIUM, CALCIUM GLUBIONATE, CALCIUM CARBONATE, COLECALCIFEROL, CALCIUM] (C - n/a - n/a - ),

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

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

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

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

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

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

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

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

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

ICSR

EU-EC-10007647279 17/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardiac arrest (n/a - Fatal - Results in Death, Other Medically Important Condition),

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

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

Dyspnoea (n/a - Fatal - Results in Death, 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-10007633838 16/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Female No Abdominal pain upper (n/a - Unknown - Disabling),

Death (n/a - Fatal - Results in Death, Disabling),

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

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

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

Pain (n/a - Unknown - Disabling),

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

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

Swelling (n/a - Unknown - Disabling),

Tremor (n/a - Unknown - Disabling),

Vomiting (n/a - Unknown - Disabling)

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

[PARACETAMOL] (C - n/a - Unknown - [1d - n/a - Intramuscular]) ICSR

EU-EC-10007618663 15/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

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

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

RIVASTIGMINE [RIVASTIGMINE, RIVASTIGMINE HYDROGEN TARTRATE] (C - n/a - n/a - ),

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

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

[NICOTINAMIDE, RIBOFLAVIN, THIAMINE NITRATE, PYRIDOXINE HYDROCHLORIDE, THIAMINE HYDROCHLORIDE, NICOTINAMIDE, RIBOFLAVIN, PYRIDOXINE HYDROCHLORIDE] (C - n/a - n/a - ),

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

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

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

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

ICSR

EU-EC-10007619795 15/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Cardiac arrest (n/a - Fatal - Results in Death),

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

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

BUMETANIDE [BUMETANIDE] (C - n/a - n/a - ),

LINAGLIPTIN [LINAGLIPTIN] (C - n/a - n/a - ),

[ALLOPURINOL] (C - n/a - n/a - ),

[AMIODARONE, AMIODARONE HYDROCHLORIDE] (C - n/a - n/a - ),

[ATORVASTATIN] (C - n/a - n/a - ),

[BISOPROLOL, BISOPROLOL FUMARATE, BISOPROLOL HEMIFUMARATE] (C - n/a - n/a - ),

[CANDESARTAN] (C - n/a - n/a - ),

[COLECALCIFEROL] (C - n/a - n/a - ),

[EPLERENONE] (C - n/a - n/a - ),

[LANSOPRAZOLE] (C - n/a - n/a - ),

[RAMIPRIL] (C - n/a - n/a - )

ICSR

EU-EC-10007619797 15/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Asthenia (n/a - Unknown - Other Medically Important Condition),

Death (n/a - Fatal - Results in Death)

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [1d - n/a - 
Intramuscular])

[BISOPROLOL, BISOPROLOL FUMARATE, BISOPROLOL HEMIFUMARATE] (C - Cardiac failure - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE] (C - Cardiac failure - n/a - [n/a - n/a - n/a]),

[PERINDOPRIL, PERINDOPRIL TERT-BUTYLAMINE] (C - Hypertension - n/a - [n/a - n/a - n/a]),

[TAMSULOSIN, TAMSULOSIN HYDROCHLORIDE] (C - Prostatism - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007622091 15/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Breath sounds abnormal (n/a - Unknown - Life Threatening),

Death (n/a - Fatal - Results in Death, Life Threatening),

Somnolence (n/a - Unknown - Life Threatening)

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Unknown - [n/a - n/a - 
Intramuscular])

[BICALUTAMIDE] (C - Prostate cancer - n/a - [n/a - n/a - n/a]),

[CARBAMAZEPINE] (C - Epilepsy - n/a - [n/a - n/a - n/a]),

[COLECALCIFEROL] (C - Vitamin D deficiency - n/a - [n/a - n/a - n/a]),

[FUROSEMIDE SODIUM] (C - Oedema - n/a - [n/a - n/a - n/a]),

[LACTULOSE] (C - Constipation - n/a - [n/a - n/a - n/a]),

[PARACETAMOL] (C - Analgesic therapy - n/a - [n/a - n/a - n/a])

ICSR

EU-EC-10007622617 15/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Not 
Specified

No Aortic aneurysm (n/a - Fatal - Results in Death),

Death (n/a - Fatal - Results in Death)

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-10007612344 14/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death, Other Medically Important Condition),

Malaise (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 - [n/a - n/a - 
Intramuscular])

Not reported ICSR

EU-EC-10007608563 13/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

18-64 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Vomiting (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-10007610129 13/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Lethargy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),

Malaise (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),

Nausea (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])

[METFORMIN, METFORMIN HYDROCHLORIDE, METFORMIN HYDROCHLORIDE BP] (C - Type 2 diabetes mellitus - n/a - ) ICSR

EU-EC-10007567271 10/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Pneumonia (n/a - Fatal - Results in Death),

Syncope (n/a - Unknown - Caused/Prolonged Hospitalisation)

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) [COVID-19 VACCINE 
ASTRAZENECA (CHADOX1 NCOV-19)] (S - n/a - Not applicable - [n/a - n/a - 
Intramuscular])

Not reported ICSR

EU-EC-10007568824 10/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Balance disorder (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),

Death (1d - Fatal - Results in Death),

Headache (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),

Lethargy (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),

Pyrexia (n/a - Not Recovered/Not Resolved - Other Medically Important Condition),

Somnolence (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 - COVID-19 immunisation - Not applicable
- [1d - n/a - Intramuscular])

Not reported ICSR

EU-EC-10007575826 10/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Death (n/a - Fatal - Results in Death),

Malaise (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-10007559218 09/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death),

Malaise (n/a - Unknown - Other Medically Important Condition)

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) (S - n/a - Unknown - 
[n/a - n/a - Intramuscular])

[MIRTAZAPINE] (C - Depression - n/a - [n/a - n/a - n/a]) ICSR

EU-EC-10007559219 09/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Male No Death (n/a - Fatal - Results in Death) COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) (S - n/a - Not applicable
- [1d - n/a - Intramuscular])

CLOPIDOGREL HYDROGEN SULFATE [CLOPIDOGREL HYDROGEN SULFATE] (C - n/a - n/a - ),

[AMIODARONE, AMIODARONE HYDROCHLORIDE] (C - Ventricular tachycardia - n/a - ),

[ATORVASTATIN] (C - n/a - n/a - ),

[BISOPROLOL FUMARATE] (C - n/a - n/a - ),

[FUROSEMIDE] (C - n/a - n/a - ),

[PERINDOPRIL, PERINDOPRIL TERT-BUTYLAMINE] (C - n/a - n/a - )

ICSR

EU-EC-10007559705 09/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

More 
than 85 
Years

Not 
Specified

Female No Cardiac failure (n/a - Unknown - Other Medically Important Condition),

Death (n/a - Fatal - Results in Death)

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) (S - n/a - Unknown - 
[n/a - n/a - Intramuscular])

UMECLIDINIUM BROMIDE, FLUTICASONE FUROATE, VILANTEROL [UMECLIDINIUM BROMIDE, FLUTICASONE FUROATE, VILANTEROL] (C - n/a - n/a - ),

[BISACODYL] (C - n/a - n/a - ),

[COLECALCIFEROL, CALCIUM CARBONATE] (C - n/a - n/a - ),

[DOXYCYCLINE, DOXYCYCLINE HYCLATE, DOXYCYCLINE MONOHYDRATE] (C - n/a - n/a - ),

[FOLIC ACID] (C - n/a - n/a - ),

[LEVOTHYROXINE, LEVOTHYROXINE SODIUM] (C - n/a - n/a - ),

[MIRTAZAPINE] (C - n/a - n/a - ),

[MORPHINE SULFATE] (C - n/a - n/a - ),

[PARACETAMOL] (C - n/a - n/a - ),

[PREDNISONE] (C - n/a - n/a - )

ICSR

EU-EC-10007504129 03/02/2021 Spontaneous Healthcare 
Professional

Non 
European 
Economic 
Area

Not 
available

65-85 
Years

Not 
Specified

Female No Chills (n/a - Fatal - Results in Death),

Death (n/a - Fatal - Results in Death),

Diarrhoea (n/a - Fatal - Results in Death),

Dizziness (n/a - Fatal - Results in Death),

Dyspnoea (n/a - Fatal - Results in Death),

Headache (n/a - Fatal - Results in Death),

Lymph node pain (n/a - Fatal - Results in Death),

Myalgia (n/a - Fatal - Results in Death),

Vomiting (n/a - Fatal - Results in Death)

COVID-19 VACCINE ASTRAZENECA (CHADOX1 NCOV-19) (S - n/a - Not applicable
- [1d - n/a - Intramuscular])

[ACETYLSALICYLIC ACID, ASPIRIN BP] (C - n/a - n/a - [n/a - n/a - n/a]),

[BISOPROLOL, BISOPROLOL FUMARATE, BISOPROLOL HEMIFUMARATE] (C - n/a - n/a - [n/a - n/a - n/a]),

[LOSARTAN, LOSARTAN POTASSIUM] (C - n/a - n/a - [n/a - n/a - n/a]),

[MEBEVERINE] (C - n/a - n/a - [n/a - n/a - n/a]),

[OMEPRAZOLE] (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=10007689373&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007678758&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007650378&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007651364&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007657717&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007640471&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007643276&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007647279&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007633838&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007618663&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007619795&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007619797&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007622091&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007622617&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007612344&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007608563&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007610129&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007567271&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007568824&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007575826&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007559218&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007559219&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007559705&_xpt=1&_xf=pdf
https://bi.ema.europa.eu/xmlpserver/PHV%20DAP/Reports/ICSR.xdo?_xpf=&_xt=form&SR_ID=10007504129&_xpt=1&_xf=pdf

