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Reaction Name Total Fatal

Blood disorders

Lymphatic system disorders NEC
Lymph node pain 1 0
Marrow depression and hypoplastic anaemias
Pancytopenia 1 0
Thrombocytopenias
Immune thrombocytopenia 2
Thrombocytopenia 1
Blood disorders SOC TOTAL 5
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Reaction Name Total Fatal
Cardiac disorders
Cardiac signs and symptoms NEC
Palpitations 3 0
Ischaemic coronary artery disorders
Angina pectoris 1 0
Noninfectious myocarditis
Myocarditis 1 0
Rate and rhythm disorders NEC
Tachycardia 3 0
Ventricular arrhythmias and cardiac arrest
Cardiac arrest 1 1
Cardiac disorders SOC TOTAL 9 1
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Reaction Name

Total Fatal

Gastrointestinal disorders

Gastrointestinal and abdominal pains (excl oral and throat)
Abdominal pain
Abdominal pain upper

Nausea and vomiting symptoms
Nausea
Vomiting

Oral soft tissue signs and symptoms
Hypoaesthesia oral
Paraesthesia oral

Stomatitis and ulceration
Stomatitis

Gastrointestinal disorders SOC TOTAL
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Reaction Name

Total Fatal

General disorders

Asthenic conditions
Asthenia
Fatigue
Malaise
Febrile disorders
Pyrexia
Feelings and sensations NEC
Chills
Feeling abnormal
Feeling of body temperature change
General signs and symptoms NEC
Influenza like illness
Multiple organ dysfunction syndrome
Injection site reactions
Injection site pain
Pain and discomfort NEC
Axillary pain
Chest discomfort
Chest pain
Pain
Therapeutic and nontherapeutic responses
No reaction on previous exposure to drug
Vaccination site reactions
Vaccination site pain
Vaccination site swelling
General disorders SOC TOTAL
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Reaction Name Total _Fatal

Immune system disorders
Anaphylactic and anaphylactoid responses

Anaphylactic reaction
Immune system disorders SOC TOTAL 1 0
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Reaction Name Total Fatal

Infections

Bacterial infections NEC
Cellulitis 1 0
Sepsis, bacteraemia, viraemia and fungaemia NEC
Neutropenic sepsis 1 0
Upper respiratory tract infections
Nasopharyngitis 1 0
Viral infections NEC
Viral infection 1 0
Infections SOC TOTAL 4 0
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Injuries
Abdominal and gastrointestinal injuries NEC
Splenic rupture 1 0
Exposures associated with pregnancy, delivery and lactation
Maternal exposure during breast feeding 1
Maternal exposure during pregnancy 2
Limb fractures and dislocations
Patella fracture 1 0
Injuries SOC TOTAL 5 0
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Investigations
Physical examination procedures and organ system status
Body temperature 1
Respiratory rate increased 1
Platelet analyses
Platelet count decreased 1 0
Respiratory tract and thoracic imaging procedures
Chest X-ray 1 0
White blood cell analyses
Lymphocyte count decreased 1 0
Investigations SOC TOTAL 5 0
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Metabolic disorders
Hypoglycaemic conditions NEC

Hypoglycaemia
Metabolic disorders SOC TOTAL 1 0
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Muscle & tissue disorders
Joint related signs and symptoms
Arthralgia 4
Joint swelling 1
Muscle pains
Myalgia 4 0
Musculoskeletal and connective tissue pain and discomfort
Pain in extremity 3 0
Muscle & tissue disorders SOC TOTAL 12 0
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Nervous system disorders
Disturbances in consciousness NEC
Lethargy 3 0
Loss of consciousness 1 0
Syncope 1 0
Headaches NEC
Headache 9 0
Neurological signs and symptoms NEC
Dizziness 7 0
Presyncope 1 0
Paraesthesias and dysaesthesias
Hypoaesthesia 2 0
Paraesthesia 3 0
Sensory abnormalities NEC
Dysgeusia 1 0
Tremor (excl congenital)
Tremor 1 0
Nervous system disorders SOC TOTAL 29 0
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Psychiatric disorders
Anxiety symptoms
Agitation
Anxiety 2
Confusion and disorientation
Confusional state 1 0
Psychiatric disorders SOC TOTAL 4 0
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Renal & urinary disorders
Renal failure and impairment
Acute kidney injury
Renal & urinary disorders SOC TOTAL 1 0
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Reproductive & breast disorders
Breast signs and symptoms
Breast swelling 1
Breast tenderness
Reproductive & breast disorders SOC TOTAL 2
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[Respiratory disorders
Breathing abnormalities
Dyspnoea 3 0
Bronchospasm and obstruction
Asthma 1 0
Coughing and associated symptoms
Cough 2 0
Pulmonary thrombotic and embolic conditions
Pulmonary embolism 1 0
Upper respiratory tract signs and symptoms
Oropharyngeal pain 1 0
[Respiratory disorders SOC TOTAL 8 0
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Skin disorders
Apocrine and eccrine gland disorders
Cold sweat 1 0
Hyperhidrosis 3 0
Bullous conditions
Erythema multiforme 1 0
Dermal and epidermal conditions NEC
Dry skin 1 0
Dermatitis and eczema
Dermatitis 1 0
Erythemas
Erythema 2 0
Pruritus NEC
Pruritus 4 0
Purpura and related conditions
Petechiae 3 0
Rashes, eruptions and exanthems NEC
Rash 5 0
Rash macular 1 0
Rash papular 1 0
Urticarias
Urticaria 1 0
Skin disorders SOC TOTAL 24 0
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Vascular disorders
Haemorrhages NEC
Haemorrhage 1 0
Non-site specific embolism and thrombosis
Thrombosis 2 0
Non-site specific necrosis and vascular insufficiency NEC
Arterial occlusive disease 1 0
Peripheral vascular disorders NEC
Hot flush 1 0
Vascular hypertensive disorders NEC
Hypertension 3 0
Vascular hypotensive disorders
Hypotension 1 0
Vascular disorders SOC TOTAL 9 0
TOTAL REACTIONS FOR DRUG 182 1
TOTAL REPORTS 59
TOTAL FATAL OUTCOME REPORTS 1
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