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Reaction Name Total Fatal
Blood disorders
   Lymphatic system disorders NEC
      Lymphadenopathy 3 0
   Thrombocytopenias
      Thrombocytopenia 1 0
      Thrombocytopenic purpura 1 0
Blood disorders SOC TOTAL 5 0
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Reaction Name Total Fatal
Cardiac disorders
   Cardiac signs and symptoms NEC
      Palpitations 5 0
   Cardiomyopathies
      Cardiomyopathy 1 0
      Stress cardiomyopathy 1 0
   Ischaemic coronary artery disorders
      Acute myocardial infarction 1 0
      Myocardial infarction 3 0
   Rate and rhythm disorders NEC
      Tachycardia 1 0
   Supraventricular arrhythmias
      Atrial fibrillation 1 0
   Ventricular arrhythmias and cardiac arrest
      Ventricular fibrillation 1 0
Cardiac disorders SOC TOTAL 14 0
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Ear disorders
   Inner ear signs and symptoms
      Tinnitus 1 0
Ear disorders SOC TOTAL 1 0
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Eye disorders
   Cataract conditions
      Cataract 1 0
   Ocular bleeding and vascular disorders NEC
      Eye haemorrhage 1 0
   Ocular disorders NEC
      Eye pain 5 0
   Ocular infections, inflammations and associated manifestations
      Ocular hyperaemia 1 0
   Ocular sensation disorders
      Photophobia 1 0
   Visual disorders NEC
      Vision blurred 2 0
Eye disorders SOC TOTAL 11 0
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Gastrointestinal disorders
   Diarrhoea (excl infective)
      Diarrhoea 3 0
   Dyspeptic signs and symptoms
      Dyspepsia 2 0
   Gastrointestinal and abdominal pains (excl oral and throat)
      Abdominal pain 2 0
      Abdominal pain upper 2 0
   Gingival disorders, signs and symptoms NEC
      Gingival pain 1 0
   Nausea and vomiting symptoms
      Nausea 12 0
      Vomiting 6 0
      Vomiting projectile 1 0
   Oral dryness and saliva altered
      Dry mouth 1 0
   Oral soft tissue swelling and oedema
      Mouth swelling 1 0
   Tongue signs and symptoms
      Swollen tongue 1 0
Gastrointestinal disorders SOC TOTAL 32 0
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General disorders
   Asthenic conditions
      Asthenia 1 0
      Fatigue 18 0
      Malaise 5 0
   Febrile disorders
      Pyrexia 23 0
   Feelings and sensations NEC
      Chills 17 0
      Feeling abnormal 1 0
      Feeling cold 1 0
      Feeling of body temperature change 1 0
      Thirst 2 0
   General signs and symptoms NEC
      Illness 2 0
      Influenza like illness 6 0
      Local reaction 1 0
      Peripheral swelling 4 0
      Swelling 1 0
   Injection site reactions
      Injection site mass 1 0
      Injection site pain 1 0
   Pain and discomfort NEC
      Chest discomfort 1 0
      Chest pain 6 0
      Discomfort 1 0
      Facial pain 1 0
      Pain 7 0
   Therapeutic and nontherapeutic responses
      Adverse drug reaction 1 0
   Vaccination site reactions
      Vaccination site erythema 1 0
General disorders SOC TOTAL 103 0
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Immune system disorders
   Anaphylactic and anaphylactoid responses
      Anaphylactic reaction 1 0
Immune system disorders SOC TOTAL 1 0
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Infections
   Bacterial infections NEC
      Cellulitis 1 0
      Vaccination site cellulitis 1 0
   Coronavirus infections
      COVID-19 2 0
   Herpes viral infections
      Herpes zoster 1 0
   Infections NEC
      Infection 1 0
   Influenza viral infections
      Influenza 1 0
   Upper respiratory tract infections
      Nasopharyngitis 1 0
   Viral infections NEC
      Gastroenteritis viral 1 0
Infections SOC TOTAL 9 0
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Injuries
   Chest and respiratory tract injuries NEC
      Chest crushing 1 0
   Skin injuries NEC
      Contusion 1 0
Injuries SOC TOTAL 2 0
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Investigations
   Physical examination procedures and organ system status
      Respiratory rate increased 1 0
   Platelet analyses
      Platelet count decreased 1 0
Investigations SOC TOTAL 2 0
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Metabolic disorders
   Appetite disorders
      Decreased appetite 2 0
Metabolic disorders SOC TOTAL 2 0
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Muscle & tissue disorders
   Arthropathies NEC
      Autoimmune arthritis 1 0
   Bone related signs and symptoms
      Pain in jaw 1 0
   Bursal disorders
      Bursitis 1 0
   Joint related disorders NEC
      Periarthritis 1 0
   Joint related signs and symptoms
      Arthralgia 10 0
      Joint swelling 1 0
   Muscle pains
      Myalgia 15 0
   Muscle related signs and symptoms NEC
      Muscle fatigue 2 0
      Muscle spasms 4 0
   Musculoskeletal and connective tissue conditions NEC
      Musculoskeletal stiffness 3 0
   Musculoskeletal and connective tissue pain and discomfort
      Back pain 3 0
      Neck pain 1 0
      Pain in extremity 9 0
Muscle & tissue disorders SOC TOTAL 52 0
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Nervous system disorders
   Central nervous system haemorrhages and cerebrovascular accidents
      Cerebrovascular accident 1 0
   Disturbances in consciousness NEC
      Lethargy 2 0
      Loss of consciousness 1 0
      Somnolence 2 0
   Dyskinesias and movement disorders NEC
      Hyperkinesia 1 0
   Headaches NEC
      Drug withdrawal headache 1 0
      Headache 33 0
      Tension headache 1 0
   Memory loss (excl dementia)
      Amnesia 1 0
   Migraine headaches
      Migraine 2 0
      Migraine with aura 2 0
   Myelitis (incl infective)
      Myelitis transverse 1 0
   Neurological signs and symptoms NEC
      Dizziness 11 0
      Dizziness postural 2 0
   Paraesthesias and dysaesthesias
      Hypoaesthesia 3 0
      Paraesthesia 7 0
   Peripheral neuropathies NEC
      Neuritis 1 0
   Transient cerebrovascular events
      Transient ischaemic attack 1 0
   Tremor (excl congenital)
      Tremor 3 0
Nervous system disorders SOC TOTAL 76 0
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Psychiatric disorders
   Confusion and disorientation
      Disorientation 1 0
   Disturbances in initiating and maintaining sleep
      Insomnia 1 0
   Emotional and mood disturbances NEC
      Irritability 1 0
   Fear symptoms and phobic disorders (incl social phobia)
      Claustrophobia 1 0
   Hallucinations (excl sleep-related)
      Hallucination 1 0
   Mood disorders NEC
      Listless 1 0
   Stereotypies and automatisms
      Head banging 1 0
Psychiatric disorders SOC TOTAL 7 0
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Renal & urinary disorders
   Urinary tract signs and symptoms NEC
      Renal pain 1 0
Renal & urinary disorders SOC TOTAL 1 0
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Reproductive & breast disorders
   Menopausal effects on the genitourinary tract
      Postmenopausal haemorrhage 1 0
   Menstruation and uterine bleeding NEC
      Dysmenorrhoea 2 0
      Menstrual disorder 1 0
   Reproductive tract signs and symptoms NEC
      Pelvic pain 1 0
   Uterine tone disorders
      Uterine spasm 1 0
Reproductive & breast disorders SOC TOTAL 6 0
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Respiratory disorders
   Breathing abnormalities
      Dyspnoea 1 0
   Coughing and associated symptoms
      Cough 1 0
   Pulmonary thrombotic and embolic conditions
      Pulmonary embolism 1 0
   Upper respiratory tract signs and symptoms
      Oropharyngeal pain 3 0
Respiratory disorders SOC TOTAL 6 0
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Skin disorders
   Apocrine and eccrine gland disorders
      Hyperhidrosis 4 0
      Night sweats 1 0
   Dermal and epidermal conditions NEC
      Sensitive skin 1 0
      Skin warm 1 0
   Erythemas
      Erythema 2 0
   Pruritus NEC
      Pruritus 2 0
   Rashes, eruptions and exanthems NEC
      Rash 3 0
      Rash papular 1 0
      Rash pruritic 1 0
   Urticarias
      Urticaria 2 0
Skin disorders SOC TOTAL 18 0
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Vascular disorders
   Circulatory collapse and shock
      Circulatory collapse 1 0
   Non-site specific embolism and thrombosis
      Embolism 2 0
      Thrombosis 2 0
   Peripheral embolism and thrombosis
      Deep vein thrombosis 1 0
   Peripheral vascular disorders NEC
      Hot flush 1 0
   Peripheral vasoconstriction, necrosis and vascular insufficiency
      Raynaud's phenomenon 1 0
Vascular disorders SOC TOTAL 8 0
TOTAL REACTIONS FOR DRUG 356 0

TOTAL REPORTS 97


