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All UK spontaneous suspected ADR reports received between 01/01/2022 and 23/03/2026

Run date: 23/03/2026

Reaction MedDRA SOC Name Reaction MedDRA HLGT Name Reaction MedDRA HLT Name Reaction MedDRA PT Name Reaction Total Fatal

Haematological disorders NEC Haematological disorders Bone marrow oedema 1 0

Platelet disorders Thrombocytopenias Immune thrombocytopenia 2 0

Spleen, lymphatic and 

reticuloendothelial system 

disorders

Lymphatic system disorders 

NEC

Lymphadenopathy

11 0

Total 14 0

Cardiac conduction disorders Bundle branch block right 1 0

Bradycardia 1 0

Postural orthostatic 

tachycardia syndrome
6 0

Tachycardia 2 0

Ventricular arrhythmias and 

cardiac arrest

Cardiac arrest
1 2

Cardiac disorders, signs and 

symptoms NEC

Cardiac signs and symptoms 

NEC

Palpitations
9 0

Pericardial disorders Noninfectious pericarditis Pericarditis lupus 1 0

Total 21 2

Deafness 1 0

Hypoacusis 3 0

Hyperacusia Hyperacusis 1 0

Motion sickness 1 0

Tinnitus 1 0

Vertigo 1 0

Total 8 0

Autoimmune thyroiditis 1 0

Thyroiditis 1 0

Thyroiditis acute 1 0

Thyroid hypofunction disorders Hypothyroidism 1 0

Total 4 0

Eye pain 5 0

Eye swelling 5 0

Iris and uveal tract infections, 

irritations and inflammations

Iritis
1 0

Lid, lash and lacrimal infections, 

irritations and inflammations

Swelling of eyelid
1 0

Ocular infections, inflammations 

and associated manifestations

Ocular hyperaemia
1 0

Blepharospasm 1 0

Blood and lymphatic system 

disorders

Cardiac disorders Cardiac arrhythmias

Rate and rhythm disorders NEC

Ear and labyrinth disorders Hearing disorders Hearing losses

Inner ear and VIIIth cranial nerve 

disorders

Inner ear signs and symptoms

Endocrine disorders Thyroid gland disorders Acute and chronic thyroiditis

Eye disorders Eye disorders NEC Ocular disorders NEC

Ocular infections, irritations and 

inflammations

Ocular neuromuscular disorders Eyelid movement disorders
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Eyelid ptosis 1 0

Eye movement disorder 3 0

Strabismus 1 0

Mydriasis 1 0

Pupil fixed 1 0

Asthenopia 1 0

Photophobia 1 0

Refractive and accommodative 

disorders

Myopia
1 0

Diplopia 1 0

Photopsia 2 0

Vision blurred 7 0

Visual brightness 1 0

Blindness 2 0

Blindness transient 1 0

Sudden visual loss 1 0

Visual impairment 4 0

Total 43 0

Gastrointestinal conditions NEC Gastrointestinal disorders NEC Functional gastrointestinal 

disorder
1 0

Gastrointestinal inflammatory 

conditions

Colitis (excl infective) Crohn's disease
1 0

Diarrhoea (excl infective) Diarrhoea 18 0

Gastrointestinal atonic and 

hypomotility disorders NEC

Constipation
2 0

Gastrointestinal spastic and 

hypermotility disorders

Irritable bowel syndrome
3 0

Dyspeptic signs and symptoms Eructation 1 0

Abdominal distension 1 0

Flatulence 1 0

Abdominal pain 9 0

Abdominal pain upper 13 0

Abdominal rigidity 1 0

Gastrointestinal pain 1 0

Oesophageal pain 1 0

Gastrointestinal signs and 

symptoms NEC

Abdominal discomfort
1 0

Nausea 69 0

Retching 1 0

Vomiting 57 0

Vomiting projectile 1 0

Visual disorders NEC

Visual impairment and blindness 

(excl colour blindness)

Gastrointestinal disorders

Gastrointestinal motility and 

defaecation conditions

Gastrointestinal signs and 

symptoms Flatulence, bloating and 

distension

Gastrointestinal and abdominal 

pains (excl oral and throat)

Nausea and vomiting symptoms

Eye disorders

Ocular neuromuscular disorders Eyelid movement disorders

Ocular nerve and muscle 

disorders

Pupil disorders

Ocular sensory symptoms NEC Ocular sensation disorders

Vision disorders
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Malabsorption conditions Malabsorption syndromes Coeliac disease 3 0

Oral soft tissue disorders NEC Cheilitis 1 0

Oral pain 1 0

Paraesthesia oral 2 0

Oral soft tissue swelling and 

oedema

Lip swelling
8 0

Tongue conditions Tongue signs and symptoms Swollen tongue 4 0

Total 201 0

Injection site erythema 3 0

Injection site mass 2 0

Injection site pain 3 0

Injection site swelling 1 0

Injection site urticaria 1 0

Vaccination site bruising 1 0

Vaccination site erythema 1 0

Vaccination site mass 1 0

Vaccination site pain 12 0

Vaccination site swelling 2 0

Body temperature conditions Febrile disorders Pyrexia 57 0

Fatal outcomes Death and sudden death Brain death 1 1

Asthenia 13 0

Chronic fatigue syndrome 3 0

Fatigue 59 0

Malaise 17 0

Chills 10 0

Feeling abnormal 3 0

Feeling cold 2 0

Feeling drunk 1 0

Feeling hot 4 0

Feeling of body temperature 

change
2 0

Gait disturbance 2 0

Gait inability 1 0

Ill-defined disorder 1 0

Illness 16 0

Influenza like illness 3 0

Local reaction 1 0

Multiple organ dysfunction 

syndrome
1 0

Peripheral swelling 22 0

General disorders and 

administration site conditions

Administration site reactions Injection site reactions

Vaccination site reactions

General system disorders NEC Asthenic conditions

Feelings and sensations NEC

Gait disturbances

General signs and symptoms 

NEC

Gastrointestinal disorders

Oral soft tissue conditions

Oral soft tissue signs and 

symptoms
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Screaming 1 0

Swelling 15 0

Swelling face 2 0

Inflammations Inflammation 2 0

Chest discomfort 4 0

Chest pain 12 0

Pain 26 0

Tenderness 1 0

Interactions Drug interaction 1 0

Adverse drug reaction 23 0

Adverse reaction 1 0

Therapeutic product effective 

for unapproved indication
1 0

Vaccination failure 1 0

Tissue disorders NEC Trophic disorders Precancerous condition 1 0

Total 337 1

Cholestasis and jaundice Jaundice 1 0

Hepatocellular damage and 

hepatitis NEC

Hepatitis
1 0

Total 2 0

Allergic conditions NEC Hypersensitivity 4 0

Allergies to foods, food 

additives, drugs and other 

chemicals

Oral allergy syndrome

1 0

Anaphylactic and anaphylactoid 

responses

Anaphylactic reaction
16 0

Autoimmune disorders Autoimmune disorders NEC Autoimmune disorder 1 0

Total 22 0

Bacterial infections NEC Cellulitis 1 0

Staphylococcal infections Furuncle 1 0

Infection 1 0

Mucosal infection 1 0

Nasopharyngitis 5 0

Tonsillitis 1 0

Coronavirus infections COVID-19 7 0

Herpes simplex 1 0

Herpes zoster 4 0

Varicella 1 0

Influenza viral infections Influenza 2 0

Papilloma viral infections Papilloma viral infection 6 0

Viral infections NEC Viral pharyngitis 1 0

Hepatobiliary disorders Hepatic and hepatobiliary 

disorders

Immune system disorders Allergic conditions

Infections and infestations Bacterial infectious disorders

Infections - pathogen unspecified Infections NEC

Upper respiratory tract 

infections

Viral infectious disorders

Herpes viral infections

General disorders and 

administration site conditions

General system disorders NEC

General signs and symptoms 

NEC

Pain and discomfort NEC

Therapeutic and nontherapeutic 

effects (excl toxicity) Therapeutic and nontherapeutic 

responses
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Total 32 0

Bone and joint injuries Fractures and dislocations NEC Fracture 1 0

Exposure during pregnancy 1 0

Foetal exposure during 

pregnancy
1 0

Poisoning and toxicity Metal poisoning 1 0

Cerebral injuries NEC Concussion 1 0

Nerve injuries NEC Nerve injury 1 0

Non-site specific injuries NEC Fall 1 0

Site specific injuries NEC Head injury 1 0

Contusion 4 0

Scar 1 0

Medication error 26 0

Wrong schedule 1 0

Wrong technique in product 

usage process
1 0

Expired product administered 4 0

Extra dose administered 1 0

Inappropriate schedule of 

product administration
8 0

Incorrect route of product 

administration
1 0

Product administered to patient 

of inappropriate age
2 0

Off label uses and intentional 

product misuses/use issues

Off label uses Off label use
1 0

Neurological and psychiatric 

procedural complications

Procedural dizziness
1 0

Reproductive tract and breast 

procedural complications

Failed in vitro fertilisation
1 0

Vaccination related 

complications

Immunisation reaction
1 0

Total 61 0

Heart rate abnormal 1 0

Heart rate increased 3 0

Hepatobiliary investigations Hepatobiliary function diagnostic 

procedures

Liver function test increased
1 0

Immunology and allergy 

investigations

Immunology analyses NEC Immunology test
1 0

Investigations, imaging and 

histopathology procedures NEC

Investigations NEC Precancerous cells present
1 0

Metabolic, nutritional and blood 

gas investigations

Carbohydrate tolerance 

analyses (incl diabetes)

Blood glucose increased
1 0

Microbiology and serology 

investigations

Virus identification and serology Human papilloma virus test 

positive
2 0

Investigations Cardiac and vascular 

investigations (excl enzyme tests)

Heart rate and pulse 

investigations

Injury, poisoning and procedural 

complications Exposures, chemical injuries and 

poisoning

Exposures associated with 

pregnancy, delivery and 

lactation

Injuries NEC

Skin injuries NEC

Medication errors and other 

product use errors and issues

Medication errors, product use 

errors and issues NEC

Product administration errors 

and issues

Procedural related injuries and 

complications NEC

Infections and infestations
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Body temperature 4 0

Body temperature decreased 1 0

Body temperature increased 4 0

Weight decreased 6 0

Renal and urinary tract 

investigations and urinalyses

Urinary tract imaging 

procedures

Bladder scan
1 0

Reproductive organ and breast 

investigations (excl hormone 

analyses)

Reproductive organ and breast 

histopathology procedures

Smear cervix

1 0

Total 27 0

Decreased appetite 4 0

Hypophagia 1 0

Abnormal loss of weight 1 0

Feeding disorder 2 0

Food intolerance 1 0

Histamine intolerance 1 0

Diabetes mellitus 1 0

Type 1 diabetes mellitus 1 0

Hyperglycaemic conditions NEC Hyperglycaemia 1 0

Hypoglycaemic conditions NEC Hypoglycaemia 2 0

Total 15 0

Bone disorders (excl congenital 

and fractures)

Bone related signs and 

symptoms

Pain in jaw
1 0

Arthralgia 17 0

Joint noise 2 0

Joint swelling 2 0

Psoriatic arthropathies Psoriatic arthropathy 1 0

Rheumatoid arthropathies Juvenile idiopathic arthritis 1 0

Fibromyalgia 1 0

Myalgia 21 0

Facial myokymia 1 0

Muscle fatigue 2 0

Muscle spasms 4 0

Muscle twitching 5 0

Muscle rigidity 1 0

Trismus 1 0

Muscle weakness conditions Muscular weakness 6 0

Myopathies Myopathy 1 0

Limb mass 1 0

Mobility decreased 6 0

Musculoskeletal and connective 

tissue disorders

Joint disorders Joint related signs and 

symptoms

Muscle disorders Muscle pains

Muscle related signs and 

symptoms NEC

Muscle tone abnormalities

Musculoskeletal and connective 

tissue disorders NEC

Musculoskeletal and connective 

tissue conditions NEC

Investigations

Physical examination and organ 

system status topics

Physical examination 

procedures and organ system 

status

Metabolism and nutrition disorders Appetite and general nutritional 

disorders

Appetite disorders

General nutritional disorders 

NEC

Food intolerance syndromes Food malabsorption and 

intolerance syndromes (excl 

sugar intolerance)
Glucose metabolism disorders 

(incl diabetes mellitus)

Diabetes mellitus (incl subtypes)
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Musculoskeletal stiffness 3 0

Back pain 12 0

Limb discomfort 3 0

Musculoskeletal chest pain 1 0

Neck pain 6 0

Pain in extremity 40 0

Axillary mass 1 0

Groin pain 1 0

Synovial and bursal disorders Bursal disorders Bursitis 1 0

Total 142 0

Cutaneous neoplasms benign Skin neoplasms benign Skin papilloma 2 0

Leukaemias Leukaemias acute NEC Acute leukaemia 1 0

Miscellaneous and site 

unspecified neoplasms malignant 

and unspecified

Neoplasms unspecified 

malignancy and site unspecified 

NEC

Neoplasm

1 0

Reproductive neoplasms female 

malignant and unspecified

Cervix neoplasms malignant Cervix carcinoma stage 0
1 0

Total 5 0

Encephalitis autoimmune 1 1

Noninfective encephalitis 1 0

Myelitis (incl infective) Myelitis transverse 3 0

Central nervous system vascular 

disorders

Central nervous system 

haemorrhages and 

cerebrovascular accidents

Cerebrovascular accident

1 0

Bell's palsy 2 0

Facial paralysis 2 0

Facial spasm 1 0

Demyelinating disorders Demyelinating disorders NEC Acute haemorrhagic 

leukoencephalitis
1 0

Encephalopathies Encephalopathies NEC Encephalopathy 1 0

Cluster headache 1 0

Headache 101 0

Sinus headache 1 0

Tension headache 1 0

Migraine 7 0

Migraine with aura 1 0

Memory loss (excl dementia) Amnesia 2 0

Mental impairment (excl 

dementia and memory loss)

Cognitive disorder
1 0

Dyskinesia 2 0

Hypokinesia 1 0

Neoplasms benign, malignant and 

unspecified (incl cysts and polyps)

Nervous system disorders Central nervous system infections 

and inflammations

Encephalitis NEC

Cranial nerve disorders (excl 

neoplasms)

Facial cranial nerve disorders

Headaches Headaches NEC

Migraine headaches

Mental impairment disorders

Movement disorders (incl 

parkinsonism)

Dyskinesias and movement 

disorders NEC

Musculoskeletal and connective 

tissue disorders

Musculoskeletal and connective 

tissue disorders NEC

Musculoskeletal and connective 

tissue conditions NEC

Musculoskeletal and connective 

tissue pain and discomfort

Soft tissue disorders NEC
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Movement disorder 1 0

Dystonias Dystonia 2 0

Monoparesis 3 0

Paralysis 2 0

Tremor (excl congenital) Tremor 13 0

Abnormal reflexes Areflexia 1 0

Coordination and balance 

disturbances

Balance disorder
3 0

Depressed level of 

consciousness
1 0

Lethargy 5 0

Loss of consciousness 7 0

Somnolence 9 0

Syncope 83 0

Brain fog 4 0

Dizziness 82 0

Dizziness postural 3 0

Head discomfort 1 0

Neurological symptom 1 0

Presyncope 8 0

Unresponsive to stimuli 1 0

Burning sensation 1 0

Hypoaesthesia 17 0

Paraesthesia 11 0

Allodynia 1 0

Neuralgia 1 0

Sensory loss 1 0

Taste disorder 2 0

Dysarthria 2 0

Speech disorder 1 0

Autonomic nervous system 

disorders

Autonomic nervous system 

imbalance
1 0

Muscle tone abnormal Hypotonia 1 0

Neuromuscular junction 

dysfunction

Myasthenia gravis
1 0

Acute polyneuropathies Guillain-Barre syndrome 2 0

Peripheral neuropathies NEC Neuropathy peripheral 1 0

Partial seizures 1 0

Seizure 11 0

Seizure cluster 1 0

Nervous system disorders

Movement disorders (incl 

parkinsonism)

Dyskinesias and movement 

disorders NEC

Paralysis and paresis (excl 

cranial nerve)

Neurological disorders NEC

Disturbances in consciousness 

NEC

Neurological signs and 

symptoms NEC

Paraesthesias and 

dysaesthesias

Sensory abnormalities NEC

Speech and language 

abnormalities

Neuromuscular disorders

Peripheral neuropathies

Seizures (incl subtypes) Seizures and seizure disorders 

NEC
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Tonic clonic movements 1 0

Tonic convulsion 1 0

Sleep disturbances (incl subtypes) Narcolepsy and hypersomnia Hypersomnia 1 0

Radiculopathy 1 0

Spinal cord disorder 1 0

Structural brain disorders Structural brain disorders NEC Cerebellar atrophy 1 0

Total 423 1

Product label issues Product lot number issue 1 0

Product quality issues NEC Product origin unknown 3 0

Total 4 0

Anxiety 8 0

Stress 1 0

Panic attacks and disorders Panic attack 1 0

Changes in physical activity Tic disorders Tic 1 0

Cognitive and attention disorders 

and disturbances

Learning disorders Reading disorder
1 0

Communication disorders and 

disturbances

Speech articulation and rhythm 

disturbances

Dysphemia
1 0

Confusional state 10 0

Disorientation 1 0

Deliria Delirium 1 0

Depressed mood disorders and 

disturbances

Depressive disorders Depression
1 0

Hallucinations (excl sleep-

related)

Hallucination
1 0

Perception disturbances NEC Derealisation 1 0

Eating disorders and disturbances Eating disorders NEC Eating disorder 2 0

Emotional disorder 1 0

Emotional distress 1 0

Frustration tolerance 

decreased
1 0

Psychiatric and behavioural 

symptoms NEC

Abnormal behaviour NEC Regressive behaviour
1 0

Schizophrenia and other psychotic 

disorders

Delusional disorders Alice in wonderland syndrome
1 0

Disturbances in initiating and 

maintaining sleep

Insomnia
2 0

Dyssomnias Poor quality sleep 2 0

Parasomnias Sleep terror 1 0

Total 40 0

Bladder dysfunction 1 0

Loss of bladder sensation 1 0

Renal and urinary disorders Bladder and bladder neck 

disorders (excl calculi)

Myoneurogenic bladder 

disorders

Spinal cord and nerve root 

disorders NEC

Product issues Product quality, supply, 

distribution, manufacturing and 

quality system issues

Psychiatric disorders Anxiety disorders and symptoms Anxiety symptoms

Deliria (incl confusion) Confusion and disorientation

Disturbances in thinking and 

perception

Mood disorders and disturbances 

NEC

Emotional and mood 

disturbances NEC

Sleep disorders and disturbances

Nervous system disorders

Seizures (incl subtypes) Seizures and seizure disorders 

NEC

Spinal cord and nerve root 

disorders
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Bladder pain 2 0

Incontinence 1 0

Micturition urgency 1 0

Pollakiuria 1 0

Stress urinary incontinence 1 0

Urinary retention 1 0

Urinary abnormalities Chromaturia 1 0

Total 10 0

Cervix disorders (excl infections 

and inflammations)

Cervix disorders NEC Cervical dysplasia
1 0

Menopause related conditions Menopausal effects NEC Premature menopause 2 0

Dysmenorrhoea 2 0

Intermenstrual bleeding 4 0

Menstrual disorder 2 0

Menstruation irregular 3 0

Amenorrhoea 2 0

Menstruation delayed 8 0

Menstruation with increased 

bleeding

Heavy menstrual bleeding
4 0

Ovarian and fallopian tube 

disorders

Ovarian and fallopian tube 

disorders NEC

Ovarian failure
1 0

Reproductive tract disorders 

NEC (excl neoplasms)

Genital haemorrhage
3 0

Reproductive tract signs and 

symptoms NEC

Pelvic pain
1 0

Sexual function and fertility 

disorders

Sexual function and fertility 

disorders NEC

Infertility
1 0

Vulvovaginal disorders NEC Vaginal haemorrhage 1 0

Vulvovaginal signs and 

symptoms

Vulvovaginal pain
1 0

Total 36 0

Dyspnoea 13 0

Respiratory distress 1 0

Sleep apnoea syndrome 1 0

Coughing and associated 

symptoms

Cough
7 0

Oropharyngeal discomfort 1 0

Oropharyngeal pain 17 0

Rhinorrhoea 5 0

Sneezing 2 0

Throat irritation 2 0

Throat tightness 2 0

Respiratory, thoracic and 

mediastinal disorders

Respiratory disorders NEC Breathing abnormalities

Respiratory tract signs and 

symptoms

Upper respiratory tract signs 

and symptoms

Renal and urinary disorders

Urinary tract signs and symptoms Bladder and urethral symptoms

Reproductive system and breast 

disorders

Menstrual cycle and uterine 

bleeding disorders

Menstruation and uterine 

bleeding NEC

Menstruation with decreased 

bleeding

Reproductive tract disorders NEC

Vulvovaginal disorders (excl 

infections and inflammations)
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Upper-airway cough syndrome 1 0

Yawning 1 0

Nasal congestion and 

inflammations

Nasal congestion
1 0

Nasal disorders NEC Epistaxis 3 0

Pharyngeal swelling 4 0

Tonsillar hypertrophy 1 0

Total 62 0

Angioedemas Angioedema 3 0

Chronic spontaneous urticaria 1 0

Urticaria 37 0

Blister 4 0

Erythema multiforme 1 0

Pain of skin 3 0

Skin burning sensation 1 0

Skin discolouration 7 0

Skin reaction 1 0

Skin warm 1 0

Yellow skin 2 0

Dermatitis and eczema Dermatitis allergic 1 0

Dermatitis ascribed to specific 

agent

Drug eruption
1 0

Erythemas Erythema 13 0

Parapsoriasis 1 0

Pityriasis rubra pilaris 1 0

Pruritus NEC Pruritus 13 0

Psoriatic conditions Psoriasis 1 0

Rash 46 0

Rash erythematous 10 0

Rash macular 7 0

Rash papular 1 0

Rash pruritic 5 0

Rash vesicular 2 0

Pigmentation disorders Hypopigmentation disorders Vitiligo 1 0

Skin and subcutaneous tissue 

disorders NEC

Skin and subcutaneous 

conditions NEC

Subcutaneous emphysema
1 0

Alopecias Alopecia areata 1 0

Cold sweat 1 0

Hyperhidrosis 7 0

Miliaria 2 0

Respiratory, thoracic and 

mediastinal disorders

Respiratory tract signs and 

symptoms

Upper respiratory tract signs 

and symptoms

Upper respiratory tract disorders 

(excl infections)

Pharyngeal disorders (excl 

infections and neoplasms)

Skin and subcutaneous tissue 

disorders

Angioedema and urticaria

Urticarias

Epidermal and dermal conditions Bullous conditions

Dermal and epidermal 

conditions NEC

Papulosquamous conditions

Rashes, eruptions and 

exanthems NEC

Skin appendage conditions

Apocrine and eccrine gland 

disorders
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Purpura and related conditions Purpura 1 0

Skin vasomotor conditions Livedo reticularis 1 0

Total 178 0

Bedridden 1 0

Immobile 1 0

Total 2 0

Gastrointestinal therapeutic 

procedures NEC

Prophylaxis of nausea and 

vomiting
1 0

Large intestine therapeutic 

procedures

Appendicectomy
1 0

Therapeutic procedures and 

supportive care NEC

Therapeutic procedures NEC Anaphylaxis treatment
1 0

Total 3 0

Ischaemic limb pain 1 0

Peripheral coldness 4 0

Raynaud's phenomenon 1 0

Circulatory collapse 1 0

Neurogenic shock 1 0

Vascular hypotensive disorders Hypotension 1 0

Embolism and thrombosis Non-site specific embolism and 

thrombosis

Thrombosis
1 0

Cyanosis 2 0

Flushing 2 0

Hot flush 2 0

Site specific vascular disorders 

NEC

Pallor
8 0

Vascular haemorrhagic disorders Haemorrhages NEC Haemorrhage 2 0

Vascular infections and 

inflammations

Vasculitides NEC Vasculitis
2 0

Total 28 0

Total Number of Reactions 1,720 4

714

Social circumstances Lifestyle issues Disability issues

Surgical and medical procedures Gastrointestinal therapeutic 

procedures

Vascular disorders Arteriosclerosis, stenosis, 

vascular insufficiency and 

necrosis

Peripheral vasoconstriction, 

necrosis and vascular 

insufficiency

Decreased and nonspecific blood 

pressure disorders and shock

Circulatory collapse and shock

Vascular disorders NEC Peripheral vascular disorders 

NEC

Skin and subcutaneous tissue 

disorders

Skin vascular abnormalities

Number of ADR Reports
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