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Reaction Name Total Fatal
Blood disorders
   Lymphatic system disorders NEC
      Lymphadenopathy 4 0
Blood disorders SOC TOTAL 4 0
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Cardiac disorders
   Supraventricular arrhythmias
      Atrial tachycardia 1 0
Cardiac disorders SOC TOTAL 1 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
   Ocular disorders NEC
      Eye swelling 1 0
      Periorbital swelling 1 0
   Ocular infections, inflammations and associated manifestations
      Ocular hyperaemia 2 0
   Visual disorders NEC
      Vision blurred 1 0
   Visual impairment and blindness (excl colour blindness)
      Visual impairment 1 0
Eye disorders SOC TOTAL 6 0
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Gastrointestinal disorders
   Colitis (excl infective)
      Crohn's disease 1 0
   Diarrhoea (excl infective)
      Diarrhoea 4 0
   Gastrointestinal and abdominal pains (excl oral and throat)
      Abdominal pain 2 0
      Abdominal pain lower 1 0
      Abdominal tenderness 1 0
      Gastrointestinal pain 1 0
   Gastrointestinal signs and symptoms NEC
      Abdominal discomfort 1 0
   Malabsorption syndromes
      Coeliac disease 2 0
   Nausea and vomiting symptoms
      Nausea 10 0
      Vomiting 9 0
   Stomatitis and ulceration
      Mouth ulceration 1 0
Gastrointestinal disorders SOC TOTAL 33 0
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General disorders
   Asthenic conditions
      Fatigue 5 0
      Malaise 5 0
   Febrile disorders
      Hyperpyrexia 1 0
      Pyrexia 3 0
   Feelings and sensations NEC
      Chills 2 0
      Feeling abnormal 2 0
      Feeling hot 1 0
   General signs and symptoms NEC
      Ill-defined disorder 1 0
      Illness 3 0
      Peripheral swelling 3 0
      Swelling 1 0
   Inflammations
      Inflammation 1 0
   Pain and discomfort NEC
      Chest discomfort 4 0
      Chest pain 1 0
      Pain 4 0
   Therapeutic and nontherapeutic responses
      Adverse drug reaction 25 0
   Vaccination site reactions
      Vaccination site erythema 2 0
      Vaccination site mass 2 0
      Vaccination site pain 3 0
      Vaccination site pruritus 1 0
      Vaccination site swelling 1 0
General disorders SOC TOTAL 71 0
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Immune system disorders
   Allergic conditions NEC
      Hypersensitivity 1 0
   Anaphylactic and anaphylactoid responses
      Anaphylactic reaction 2 0
Immune system disorders SOC TOTAL 3 0
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Infections
   Ear infections
      Ear infection 1 0
   Viral infections NEC
      Post viral fatigue syndrome 1 0
Infections SOC TOTAL 2 0
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Injuries
   Medication errors, product use errors and issues NEC
      Circumstance or information capable of leading to medication error 1 0
      Medication error 2 0
   Non-site specific injuries NEC
      Fall 1 0
   Product administration errors and issues
      Inappropriate schedule of product administration 1 0
   Skin injuries NEC
      Scar 1 0
Injuries SOC TOTAL 6 0
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Investigations
   Heart rate and pulse investigations
      Heart rate abnormal 1 0
      Heart rate increased 3 0
   Physical examination procedures and organ system status
      Weight decreased 1 0
Investigations SOC TOTAL 5 0
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Muscle & tissue disorders
   Connective tissue disorders NEC
      Morphoea 1 0
   Joint related disorders NEC
      Hypermobility syndrome 1 0
   Joint related signs and symptoms
      Arthralgia 4 0
      Joint swelling 1 0
   Muscle pains
      Myalgia 2 0
   Muscle related signs and symptoms NEC
      Muscle twitching 1 0
   Muscle weakness conditions
      Muscular weakness 1 0
   Musculoskeletal and connective tissue pain and discomfort
      Back pain 3 0
      Limb discomfort 1 0
      Neck pain 1 0
      Pain in extremity 6 0
Muscle & tissue disorders SOC TOTAL 22 0
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Nervous system disorders
   Disturbances in consciousness NEC
      Loss of consciousness 1 0
      Somnolence 1 0
      Syncope 4 0
   Dyskinesias and movement disorders NEC
      Motor dysfunction 1 0
   Headaches NEC
      Cluster headache 1 0
      Headache 8 0
      Tension headache 1 0
   Memory loss (excl dementia)
      Amnesia 2 0
   Migraine headaches
      Migraine 1 0
   Neurological signs and symptoms NEC
      Dizziness 6 0
      Dizziness postural 1 0
      Presyncope 2 0
      Unresponsive to stimuli 1 0
   Paraesthesias and dysaesthesias
      Hyperaesthesia 1 0
      Hypoaesthesia 3 0
      Paraesthesia 3 0
   Paralysis and paresis (excl cranial nerve)
      Diplegia 1 0
   Seizures and seizure disorders NEC
      Epilepsy 1 0
      Seizure 3 0
   Tremor (excl congenital)
      Tremor 2 0
Nervous system disorders SOC TOTAL 44 0
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   Product label issues
      Product lot number issue 1 0
   Product quality issues NEC
      Product origin unknown 1 0
null SOC TOTAL 2 0
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Psychiatric disorders
   Anxiety symptoms
      Anxiety 1 0
   Confusion and disorientation
      Confusional state 1 0
      Disorientation 1 0
   Depressive disorders
      Depression 1 0
   Disturbances in initiating and maintaining sleep
      Insomnia 1 0
   Hallucinations (excl sleep-related)
      Hallucination 1 0
   Increased physical activity levels
      Restlessness 1 0
   Psychotic disorder NEC
      Psychotic disorder 1 0
Psychiatric disorders SOC TOTAL 8 0
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Renal & urinary disorders
   Bladder and urethral symptoms
      Dysuria 1 0
      Incontinence 1 0
Renal & urinary disorders SOC TOTAL 2 0
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Reproductive & breast disorders
   Breast disorders NEC
      Gynaecomastia 1 0
   Ovarian and fallopian tube cysts and neoplasms
      Polycystic ovaries 2 0
   Reproductive tract signs and symptoms NEC
      Pelvic pain 1 0
   Vulvovaginal disorders NEC
      Vaginal haemorrhage 2 0
Reproductive & breast disorders SOC TOTAL 6 0
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Respiratory disorders
   Breathing abnormalities
      Dyspnoea 3 0
   Bronchospasm and obstruction
      Bronchospasm 1 0
   Coughing and associated symptoms
      Cough 1 0
   Nasal disorders NEC
      Epistaxis 1 0
   Upper respiratory tract signs and symptoms
      Throat irritation 1 0
      Throat tightness 1 0
Respiratory disorders SOC TOTAL 8 0
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Skin disorders
   Apocrine and eccrine gland disorders
      Hyperhidrosis 1 0
   Bullous conditions
      Erythema multiforme 1 0
   Dermal and epidermal conditions NEC
      Dry skin 1 0
      Skin discolouration 1 0
      Skin lesion 1 0
   Dermatitis and eczema
      Dermatitis allergic 4 0
   Dermatitis ascribed to specific agent
      Drug eruption 1 0
   Papulosquamous conditions
      Pityriasis rosea 2 0
   Pigmentation changes NEC
      Pigmentation disorder 1 0
   Rashes, eruptions and exanthems NEC
      Rash 1 0
      Rash erythematous 1 0
   Urticarias
      Urticaria 5 0
Skin disorders SOC TOTAL 20 0
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Vascular disorders
   Non-site specific vascular disorders NEC
      Vasodilatation 1 0
   Peripheral vascular disorders NEC
      Flushing 1 0
      Hot flush 1 0
   Peripheral vasoconstriction, necrosis and vascular insufficiency
      Peripheral coldness 1 0
      Poor peripheral circulation 2 0
Vascular disorders SOC TOTAL 6 0
TOTAL REACTIONS FOR DRUG 250 0

TOTAL REPORTS 111


