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Reaction Name Total Fatal
Blood disorders
   Coagulopathies
      Disseminated intravascular coagulation 1 0
   Eosinophilic disorders
      Eosinophilia 1 0
   Leukocytoses NEC
      Neutrophilia 1 0
   Lymphatic system disorders NEC
      Lymph node pain 3 0
      Lymphadenopathy 17 0
   Thrombocytopenias
      Thrombocytopenia 1 0
      Thrombocytopenic purpura 1 0
      Thrombotic thrombocytopenic purpura 1 0
Blood disorders SOC TOTAL 26 0
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Cardiac disorders
   Cardiac disorders NEC
      Intracardiac thrombus 1 0
   Cardiac signs and symptoms NEC
      Cardiac discomfort 2 0
      Palpitations 24 0
   Cardiomyopathies
      Cardiomyopathy 2 0
      Stress cardiomyopathy 1 0
   Endocarditis NEC
      Endocarditis noninfective 1 1
   Heart failures NEC
      Cardiac failure 1 0
   Ischaemic coronary artery disorders
      Acute coronary syndrome 1 0
      Acute myocardial infarction 4 0
      Myocardial infarction 8 2
   Left ventricular failures
      Left ventricular failure 1 0
   Mitral valvular disorders
      Ischaemic mitral regurgitation 1 0
      Mitral valve incompetence 1 0
      Mitral valve prolapse 1 0
   Myocardial disorders NEC
      Ventricular hypokinesia 2 0
   Noninfectious myocarditis
      Myocarditis 14 0
      Myopericarditis 1 0
   Noninfectious pericarditis
      Pericarditis 3 0
   Pericardial disorders NEC
      Pericardial rub 1 0
   Rate and rhythm disorders NEC
      Bradycardia 1 0
      Tachycardia 10 0
   Supraventricular arrhythmias
      Atrial fibrillation 3 0
      Atrial flutter 1 0
      Sinus tachycardia 1 0
   Ventricular arrhythmias and cardiac arrest
      Ventricular fibrillation 1 0
      Ventricular tachycardia 1 0
Cardiac disorders SOC TOTAL 88 3
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Ear disorders
   Ear disorders NEC
      Ear pain 2 0
   External ear disorders NEC
      Excessive cerumen production 1 0
   Hearing losses
      Deafness 3 0
   Inner ear signs and symptoms
      Tinnitus 8 0
      Vertigo 8 0
   Tympanic membrane disorders (excl infections)
      Tympanic membrane perforation 1 0
Ear disorders SOC TOTAL 23 0
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Eye disorders
   Lacrimation disorders
      Lacrimation increased 1 0
   Lid, lash and lacrimal infections, irritations and inflammations
      Eyelid oedema 1 0
      Swelling of eyelid 1 0
   Ocular bleeding and vascular disorders NEC
      Eye haemorrhage 1 0
      Ocular vascular disorder 1 0
   Ocular disorders NEC
      Eye pain 8 0
   Ocular infections, inflammations and associated manifestations
      Eye irritation 1 0
      Ocular hyperaemia 3 0
   Ocular sensation disorders
      Asthenopia 1 0
      Eye paraesthesia 1 0
      Photophobia 2 0
   Retinal bleeding and vascular disorders (excl retinopathy)
      Retinal vein occlusion 1 0
   Visual disorders NEC
      Diplopia 1 0
      Photopsia 1 0
      Vision blurred 5 0
   Visual impairment and blindness (excl colour blindness)
      Blindness 1 0
      Visual impairment 3 0
Eye disorders SOC TOTAL 33 0
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Gastrointestinal disorders
   Diarrhoea (excl infective)
      Diarrhoea 8 0
   Dyspeptic signs and symptoms
      Dyspepsia 2 0
   Flatulence, bloating and distension
      Abdominal distension 1 0
      Flatulence 1 0
   Gastritis (excl infective)
      Gastritis 1 0
   Gastrointestinal and abdominal pains (excl oral and throat)
      Abdominal pain 6 0
      Abdominal pain upper 7 0
      Gastrointestinal pain 1 0
   Gastrointestinal disorders NEC
      Appendix disorder 1 0
   Gastrointestinal dyskinetic disorders
      Change of bowel habit 1 0
   Gastrointestinal signs and symptoms NEC
      Dysphagia 1 0
   Gingival disorders, signs and symptoms NEC
      Gingival pain 1 0
   Intestinal haemorrhages
      Rectal haemorrhage 1 0
   Intestinal ulcers and perforation NEC
      Intestinal perforation 1 0
   Nausea and vomiting symptoms
      Nausea 47 0
      Vomiting 16 0
      Vomiting projectile 1 0
   Oral dryness and saliva altered
      Dry mouth 1 0
      Salivary hypersecretion 1 0
   Oral soft tissue signs and symptoms
      Paraesthesia oral 4 0
   Oral soft tissue swelling and oedema
      Lip swelling 2 0
      Mouth swelling 1 0
   Stomatitis and ulceration
      Mouth ulceration 1 0
   Tongue signs and symptoms
      Swollen tongue 1 0
Gastrointestinal disorders SOC TOTAL 108 0
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General disorders
   Application and instillation site reactions
      Application site erythema 1 0
   Asthenic conditions
      Asthenia 7 0
      Chronic fatigue syndrome 2 0
      Fatigue 87 0
      Malaise 18 0
   Body temperature altered
      Temperature regulation disorder 1 0
   Death and sudden death
      Death 1 1
      Sudden death 1 1
   Febrile disorders
      Pyrexia 68 0
   Feelings and sensations NEC
      Chills 45 0
      Feeling abnormal 2 0
      Feeling cold 9 0
      Feeling drunk 1 0
      Feeling hot 3 0
      Feeling of body temperature change 3 0
      Thirst 3 0
   General signs and symptoms NEC
      Condition aggravated 1 0
      Illness 5 0
      Influenza like illness 13 0
      Local reaction 2 0
      Peripheral swelling 11 0
      Swelling 7 0
      Swelling face 3 0
   Inflammations
      Inflammation 3 0
   Injection site reactions
      Injection site mass 1 0
      Injection site pain 10 0
   Mass conditions NEC
      Mass 1 0
   Oedema NEC
      Oedema 3 0
   Pain and discomfort NEC
      Axillary pain 8 0
      Chest discomfort 5 0
      Chest pain 28 0
      Discomfort 2 0
      Facial pain 2 0
      Pain 23 0
      Tenderness 1 0
   Therapeutic and nontherapeutic responses
      Adverse drug reaction 1 0
   Vaccination site reactions
      Vaccination site bruising 1 0
      Vaccination site erythema 3 0
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General disorders
      Vaccination site mass 1 0
      Vaccination site pain 4 0
   Withdrawal and rebound effects
      Withdrawal syndrome 2 0
General disorders SOC TOTAL 393 2

General disorders cont'd
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Immune system disorders
   Anaphylactic and anaphylactoid responses
      Anaphylactic reaction 1 0
   Autoimmune disorders NEC
      Autoimmune disorder 1 0
   Immune and associated conditions NEC
      Bacille Calmette-Guerin scar reactivation 1 0
Immune system disorders SOC TOTAL 3 0
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Infections
   Bacterial infections NEC
      Cellulitis 1 0
      Vaccination site cellulitis 1 0
   Cardiac infections
      Acute endocarditis 1 0
      Endocarditis 1 0
   Coronavirus infections
      COVID-19 12 0
   Fungal infections NEC
      Fungal infection 1 0
   Herpes viral infections
      Herpes simplex 1 0
      Herpes zoster 8 0
      Herpes zoster oticus 1 0
      Ophthalmic herpes zoster 1 0
   Infections NEC
      Infection 1 0
   Influenza viral infections
      Influenza 5 0
   Lower respiratory tract and lung infections
      Lower respiratory tract infection 2 0
   Upper respiratory tract infections
      Laryngitis 1 0
      Nasopharyngitis 4 0
      Pharyngitis 1 0
      Tonsillitis 1 0
   Viral infections NEC
      Gastroenteritis viral 1 0
      Sweating fever 1 0
Infections SOC TOTAL 45 0
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Injuries
   Cerebral injuries NEC
      Brain contusion 1 0
   Chest and respiratory tract injuries NEC
      Chest crushing 1 0
   Exposures associated with pregnancy, delivery and lactation
      Exposure via breast milk 1 0
      Maternal exposure during breast feeding 3 0
      Maternal exposure during pregnancy 3 0
   Medication errors, product use errors and issues NEC
      Medication error 3 0
   Non-site specific injuries NEC
      Fall 1 0
   Skin injuries NEC
      Contusion 6 0
      Scar 1 0
Injuries SOC TOTAL 20 0
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Investigations
   Chemistry analyses NEC
      Inflammatory marker increased 1 0
   Coagulation and bleeding analyses
      Fibrin D dimer increased 1 0
   ECG investigations
      Electrocardiogram ST segment elevation 1 0
      Electrocardiogram T wave inversion 2 0
   Heart rate and pulse investigations
      Heart rate decreased 1 0
      Heart rate increased 3 0
      Heart rate irregular 1 0
   Metabolism tests NEC
      N-terminal prohormone brain natriuretic peptide increased 1 0
   Mineral and electrolyte analyses
      Serum ferritin decreased 1 0
   Physical examination procedures and organ system status
      Body temperature 1 0
      Respiratory rate increased 2 0
      Temperature difference of extremities 1 0
      Weight decreased 1 0
   Platelet analyses
      Platelet count decreased 2 0
      Plateletcrit 1 0
   Red blood cell analyses
      Haemoglobin 1 0
   Renal function analyses
      Glomerular filtration rate decreased 1 0
   Skeletal and cardiac muscle analyses
      Troponin increased 1 0
   Vascular tests NEC (incl blood pressure)
      Blood pressure increased 1 0
Investigations SOC TOTAL 24 0
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Metabolic disorders
   Appetite disorders
      Decreased appetite 4 0
   Diabetes mellitus (incl subtypes)
      Type 2 diabetes mellitus 1 0
   Disorders of purine metabolism
      Gout 1 0
Metabolic disorders SOC TOTAL 6 0
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Muscle & tissue disorders
   Arthropathies NEC
      Arthritis 1 0
      Autoimmune arthritis 1 0
   Bone related signs and symptoms
      Pain in jaw 1 0
   Bursal disorders
      Bursitis 1 0
   Joint related disorders NEC
      Periarthritis 2 0
   Joint related signs and symptoms
      Arthralgia 27 0
      Joint swelling 1 0
   Muscle pains
      Myalgia 41 0
   Muscle related signs and symptoms NEC
      Muscle fatigue 4 0
      Muscle spasms 10 0
      Muscle twitching 1 0
   Muscle tone abnormalities
      Trismus 1 0
   Muscle weakness conditions
      Muscular weakness 1 0
   Musculoskeletal and connective tissue conditions NEC
      Mobility decreased 1 0
      Musculoskeletal disorder 1 0
      Musculoskeletal stiffness 5 0
   Musculoskeletal and connective tissue pain and discomfort
      Back pain 6 0
      Limb discomfort 5 0
      Musculoskeletal chest pain 1 0
      Neck pain 7 0
      Pain in extremity 38 0
   Rheumatoid arthropathies
      Rheumatoid arthritis 1 0
   Soft tissue disorders NEC
      Neck mass 1 0
Muscle & tissue disorders SOC TOTAL 158 0
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Neoplasms
   Respiratory tract and pleural neoplasms malignant cell type unspecified
NEC
      Lung neoplasm malignant 1 0
Neoplasms SOC TOTAL 1 0
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Nervous system disorders
   Acute polyneuropathies
      Guillain-Barre syndrome 1 0
   Central nervous system haemorrhages and cerebrovascular accidents
      Cerebellar stroke 1 1
      Cerebral haemorrhage 1 0
      Cerebrovascular accident 4 0
      Ischaemic stroke 2 0
      Lacunar infarction 1 0
      Thrombotic stroke 1 0
   Central nervous system inflammatory disorders NEC
      Central nervous system inflammation 1 0
   Coma states
      Coma 1 0
   Coordination and balance disturbances
      Balance disorder 1 0
   Disturbances in consciousness NEC
      Lethargy 12 0
      Loss of consciousness 2 0
      Somnolence 5 0
      Syncope 1 0
   Dyskinesias and movement disorders NEC
      Clumsiness 1 0
      Hyperkinesia 1 0
   Facial cranial nerve disorders
      Bell's palsy 1 0
      Facial paralysis 1 0
   Headaches NEC
      Cold-stimulus headache 1 0
      Drug withdrawal headache 1 0
      Headache 102 0
      Menstrual headache 1 0
      Sinus headache 1 0
      Tension headache 3 0
   Lumbar spinal cord and nerve root disorders
      Sciatica 1 0
   Memory loss (excl dementia)
      Amnesia 2 0
      Memory impairment 2 0
   Mental impairment (excl dementia and memory loss)
      Cognitive disorder 1 0
      Disturbance in attention 2 0
   Migraine headaches
      Migraine 9 0
      Migraine with aura 2 0
   Neurological signs and symptoms NEC
      Brain fog 3 0
      Dizziness 29 0
      Dizziness postural 4 0
      Neurological symptom 1 0
      Persistent postural-perceptual dizziness 1 0
      Presyncope 2 0
      Unresponsive to stimuli 1 0
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Nervous system disorders
   Neuromuscular disorders NEC
      Muscle spasticity 2 0
   Olfactory nerve disorders
      Anosmia 2 0
   Paraesthesias and dysaesthesias
      Formication 1 0
      Hypoaesthesia 12 0
      Paraesthesia 12 0
      Vibration syndrome 1 0
   Paralysis and paresis (excl cranial nerve)
      Hemiparesis 1 0
   Parkinson's disease and parkinsonism
      Parkinsonian rest tremor 1 0
   Peripheral neuropathies NEC
      Neuritis 1 0
   Seizures and seizure disorders NEC
      Seizure 1 0
      Status epilepticus 1 0
   Sensory abnormalities NEC
      Ageusia 1 0
      Dysgeusia 5 0
      Neuralgia 1 0
      Restless legs syndrome 1 0
      Sensory disturbance 3 0
      Sensory loss 1 0
   Speech and language abnormalities
      Dysarthria 1 0
      Speech disorder 1 0
   Transient cerebrovascular events
      Transient ischaemic attack 2 0
   Tremor (excl congenital)
      Action tremor 1 0
      Tremor 8 0
Nervous system disorders SOC TOTAL 267 1

Nervous system disorders cont'd
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Pregnancy conditions
   Normal pregnancy, labour and delivery
      Live birth 1 0
Pregnancy conditions SOC TOTAL 1 0
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Psychiatric disorders
   Anxiety symptoms
      Anxiety 4 0
      Stress 1 0
   Cognitive and attention disorders and disturbances NEC
      Mental fatigue 3 0
   Confusion and disorientation
      Confusional state 1 0
      Disorientation 2 0
   Depressive disorders
      Depression 1 0
   Disturbances in initiating and maintaining sleep
      Insomnia 4 0
   Emotional and mood disturbances NEC
      Emotional disorder 1 0
      Irritability 1 0
   Fluctuating mood symptoms
      Mood swings 1 0
   Hallucinations (excl sleep-related)
      Hallucination 2 0
   Mood disorders NEC
      Listless 1 0
   Panic attacks and disorders
      Panic attack 1 0
   Parasomnias
      Nightmare 1 0
   Stereotypies and automatisms
      Head banging 2 0
Psychiatric disorders SOC TOTAL 26 0
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Renal & urinary disorders
   Renal failure and impairment
      Renal impairment 1 0
   Urinary tract signs and symptoms NEC
      Renal pain 2 0
Renal & urinary disorders SOC TOTAL 3 0
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Reproductive & breast disorders
   Breast signs and symptoms
      Breast pain 2 0
      Breast tenderness 1 0
   Menopausal effects on the genitourinary tract
      Postmenopausal haemorrhage 1 0
   Menstruation and uterine bleeding NEC
      Dysmenorrhoea 9 0
      Intermenstrual bleeding 3 0
      Menstrual disorder 4 0
      Menstruation irregular 5 0
      Ovulation pain 1 0
      Premenstrual pain 1 0
      Premenstrual syndrome 1 0
   Menstruation with decreased bleeding
      Hypomenorrhoea 1 0
      Menstruation delayed 4 0
   Menstruation with increased bleeding
      Heavy menstrual bleeding 10 0
      Polymenorrhoea 4 0
   Reproductive tract signs and symptoms NEC
      Pelvic pain 1 0
   Testicular and epididymal disorders NEC
      Testicular pain 2 0
   Uterine tone disorders
      Uterine spasm 1 0
Reproductive & breast disorders SOC TOTAL 51 0
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Respiratory disorders
   Breathing abnormalities
      Dyspnoea 28 0
      Dyspnoea exertional 1 0
   Conditions associated with abnormal gas exchange
      Hypoxia 3 1
   Coughing and associated symptoms
      Cough 3 0
      Haemoptysis 1 0
   Lower respiratory tract signs and symptoms
      Pulmonary pain 1 0
   Nasal disorders NEC
      Epistaxis 6 0
   Pharyngeal disorders (excl infections and neoplasms)
      Pharyngeal hypoaesthesia 1 0
      Tonsillar hypertrophy 1 0
   Pleural infections and inflammations
      Pleurisy 1 0
   Pulmonary oedemas
      Pulmonary congestion 1 0
      Pulmonary oedema 1 0
   Pulmonary thrombotic and embolic conditions
      Pulmonary embolism 4 1
   Respiratory signs and symptoms NEC
      Pleural rub 1 0
   Upper respiratory tract signs and symptoms
      Aphonia 1 0
      Dysphonia 1 0
      Oropharyngeal pain 5 0
      Paranasal sinus discomfort 2 0
      Rhinorrhoea 1 0
      Throat tightness 1 0
Respiratory disorders SOC TOTAL 64 2
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Skin disorders
   Alopecias
      Diffuse alopecia 1 0
   Angioedemas
      Angioedema 3 0
   Apocrine and eccrine gland disorders
      Cold sweat 2 0
      Hyperhidrosis 7 0
      Night sweats 6 0
   Bullous conditions
      Blister 2 0
   Dermal and epidermal conditions NEC
      Dry skin 1 0
      Sensitive skin 1 0
      Skin burning sensation 1 0
      Skin discolouration 1 0
      Skin sensitisation 1 0
      Skin warm 1 0
   Erythemas
      Erythema 8 0
   Papulosquamous conditions
      Pityriasis rosea 1 0
   Pilar disorders NEC
      Piloerection 1 0
   Pruritus NEC
      Pruritus 14 0
   Rashes, eruptions and exanthems NEC
      Rash 12 0
      Rash erythematous 2 0
      Rash papular 1 0
      Rash pruritic 1 0
   Skin and subcutaneous tissue ulcerations
      Skin erosion 1 0
      Skin ulcer 1 0
   Skin vasculitides
      Nodular vasculitis 1 0
   Urticarias
      Urticaria 5 0
Skin disorders SOC TOTAL 75 0
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Surgical & medical procedures
   Therapeutic procedures NEC
      Injection 3 0
      Therapeutic procedure 1 0
Surgical & medical procedures SOC TOTAL 4 0
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Vascular disorders
   Blood pressure disorders NEC
      Blood pressure fluctuation 1 0
      Labile blood pressure 1 0
   Circulatory collapse and shock
      Circulatory collapse 1 0
   Haemorrhages NEC
      Haemorrhage 4 0
   Lymphoedemas
      Lymphoedema 1 0
   Non-site specific embolism and thrombosis
      Embolism 2 0
      Thrombosis 3 0
   Peripheral embolism and thrombosis
      Blue toe syndrome 1 0
      Deep vein thrombosis 3 0
      Pelvic venous thrombosis 1 0
   Peripheral vascular disorders NEC
      Flushing 1 0
      Hot flush 1 0
   Peripheral vasoconstriction, necrosis and vascular insufficiency
      Raynaud's phenomenon 2 0
   Site specific vascular disorders NEC
      Pallor 1 0
   Vascular hypertensive disorders NEC
      Hypertension 1 0
   Vascular hypotensive disorders
      Hypotension 2 0
Vascular disorders SOC TOTAL 26 0
TOTAL REACTIONS FOR DRUG 1445 8

TOTAL REPORTS 426
TOTAL FATAL OUTCOME REPORTS 8


