afmps =
agence ledémk'g gdes médicaments et des produits de santé

federaal agentschap voor geneesmiddelen en gezondheidsproducten

Summary Tabulation 22.11.2022

Interprétation correcte des données : lire ici
Correcte interpretatie van de gegevens : lees hier

Active Substance (High Level)|COVID-19 MRNA VACCINE PFIZER-BIONTECH
(orignal and adapted vaccines)

Reaction SOC Reaction PT

Serious

Non
Serious

Total

Blood and lymphatic system disorders Abdominal lymphadenopathy

Anaemia

12

17

Anaemia macrocytic

Antiphospholipid syndrome

Autoimmune haemolytic anaemia

Blood disorder

Bone marrow disorder
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Coagulopathy

112
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Coombs positive haemolytic anaemia

Eosinophilia

Haemolysis

Hilar lymphadenopathy

Hypergammaglobulinaemia

Immune thrombocytopenia

Increased tendency to bruise

Iron deficiency anaemia

Leukocytosis

Leukopenia
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Lymph node pain
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128

170

Lymphadenitis

~

44

51

Lymphadenopathy

317

956

1.273

Lymphadenopathy mediastinal

Lymphatic disorder

Lymphocytosis

Lymphopenia

Microangiopathic haemolytic anaemia

Neutropenia

Neutrophilia

Paratracheal lymphadenopathy

Platelet destruction increased

Pseudolymphoma

Sarcoidosis of lymph node

Spherocytic anaemia

Spleen disorder
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https://www.afmps.be/fr/usage_humain/medicaments/medicaments/covid_19/vaccins/pharmacovigilance_pour_les_vaccins_contre_la#Interpr%C3%A9tation%20correcte
https://www.fagg.be/nl/menselijk_gebruik/geneesmiddelen/geneesmiddelen/covid_19/vaccins/geneesmiddelenbewaking_voor_covid#correcte%20interpretatie

Splenic infarction 1 0 1
Splenomegaly 3 0 3
Spontaneous haematoma 1 2 3
Spontaneous haemorrhage 1 0 1
Thrombocytopenia 35 0 35
Thrombotic microangiopathy 2 0 2
Thrombotic thrombocytopenic purpura 4 0 4
Thymus enlargement 1 0 1
Cardiac disorders Acute coronary syndrome 1 0 1
Acute myocardial infarction 3 0 3
Angina pectoris 94 0 94
Aortic valve disease 1 0 1
Aortic valve incompetence 1 0 1
Arrhythmia 83 0 83
Arrhythmia neonatal 1 0 1
Atrial fibrillation 29 0 29
Atrial flutter 4 0 4
Atrioventricular block 3 0 3
Atrioventricular block complete 4 0 4
Atrioventricular block second degree 1 0 1
Bradycardia 20 0 20
Bundle branch block left 2 0 2
Bundle branch block right 1 0 1
Cardiac arrest 23 0 23
Cardiac contractility decreased 1 0 1
Cardiac discomfort 27 34 61
Cardiac disorder 27 11 38
Cardiac failure 19 0 19
Cardiac failure acute 3 0 3
Cardiac failure chronic 1 0 1
Cardiac fibrillation 3 0 3
Cardiac hypertrophy 1 0 1
Cardiac tamponade 1 0 1
Cardio-respiratory arrest 8 0 8
Cardiogenic shock 4 0 4
Cardiomegaly 4 0 4
Cardiomyopathy 5 0 5
Cardiovascular disorder 227 109 336
Congestive cardiomyopathy 2 0 2
Coronary artery dissection 2 0 2
Coronary artery occlusion 1 0 1
Coronary artery stenosis 1 0 1
Coronary artery thrombosis 1 0 1
Dressler's syndrome 1 0 1
Extrasystoles 20 30 50
Heart alternation 1 0 1
Intracardiac thrombus 1 0 1
Left ventricular dilatation 1 1 2
Left ventricular dysfunction 3 0 3
Mitral valve disease 1 0 1




Myocardial fibrosis 2 0 2
Myocardial infarction 15 0 15
Myocardial injury 1 0 1
Myocardial oedema 1 0 1
Myocarditis 72 0 72
Myopericarditis 19 0 19
Nodal arrhythmia 1 0 1
Palpitations 212 247 459
Pericardial effusion 16 0 16
Pericardial haemorrhage 1 0 1
Pericardial rub 1 0 1
Pericarditis 104 0 104
Pleuropericarditis 1 0 1
Postural orthostatic tachycardia syndrome 0 2 2
Prinzmetal angina 1 0 1
Rhythm idioventricular 1 0 1
Right ventricular dilatation 1 0 1
Right ventricular failure 1 0 1
Sinus bradycardia 2 0 2
Sinus tachycardia 5 1 6
Stress cardiomyopathy 0 1 1
Supraventricular extrasystoles 1 2 3
Supraventricular tachycardia 4 1 5
Tachyarrhythmia 2 2 4
Tachycardia 125 131 256

Ventricular arrhythmia

Ventricular extrasystoles

Ventricular fibrillation

Ventricular tachycardia

Congenital, familial and genetic disorders

Ankyloglossia congenital

Bicuspid aortic valve

Cerebral cavernous malformation

Cloacal exstrophy

Colour blindness

Congenital anomaly

Congenital heart valve disorder

Congenital joint malformation

Congenital musculoskeletal disorder of spine

Congenital skin dimples

Dysmorphism

Mandibulofacial dysostosis

Oculoauriculovertebral dysplasia

Renal fusion anomaly

Spina bifida

VACTERL syndrome

Vestibulocerebellar syndrome

Ear and labyrinth disorders

Auditory disorder

Cerumen impaction
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Deafness bilateral
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Deafness permanent 1 0 1
Deafness unilateral 27 0 27
Dysacusis 1 0 1
Ear congestion 1 1 2
Ear discomfort 21 29 50
Ear disorder 1 5 6
Ear haemorrhage 0 1 1
Ear inflammation 1 3 4
Ear pain 39 51 90
Ear pruritus 0 1 1
Ear swelling 2 7 9
Endolymphatic hydrops 2 0 2
External ear pain 2 1 3
Hyperacusis 9 3 12
Hypoacusis 13 16 29
Inner ear disorder 3 3 6
Inner ear infarction 0
Meniere's disease 11 0 11
Middle ear effusion 1 1 2
Misophonia 0 1 1
Motion sickness 4 1 5
Neonatal deafness 1 0 1
Neurosensory hypoacusis 0 1 1
Otorrhoea 2 0 2
Paraesthesia ear 1 0 1
Sudden hearing loss 11 0 11
Tinnitus 122 175 297
Tympanic membrane disorder 1 1 2
Vertigo 209 270 479
Vertigo positional 2 11 13
Vestibular disorder 5 5 10
Endocrine disorders Adrenal disorder 1 0 1
Adrenal haemorrhage 1 0 1
Adrenocortical insufficiency acute 1 0 1
Anovulatory cycle 2 8 10
Autoimmune thyroiditis 4 0 4
Basedow's disease 13 0 13
Goitre 4 1 5
Hyperthyroidism 9 0 9
Hypothyroidism 9 0 9
Luteal phase deficiency 1 0 1
Myxoedema 1 0 1
Ovulation delayed 0 2 2
Thyroid disorder 3 5 8
Thyroid mass 1 2 3
Thyroiditis 6 1 7
Thyroiditis subacute 3 0 3
Eye disorders Abnormal sensation in eye 1 3 4
Accommodation disorder 0 1 1
Acute macular neuroretinopathy 1 0 1




Angle closure glaucoma 1 0 1
Anisocoria 2 2
Asthenopia 4 13 17
Binocular eye movement disorder 0 1 1
Blepharitis 1 3 4
Blepharospasm 3 2 5
Blindness 25 0 25
Blindness transient 8 0 8
Blindness unilateral 11 0 11
Cataract 2 0 2
Central serous chorioretinopathy 1 0 1
Chalazion 0 1 1
Choroidal neovascularisation 1 0 1
Conjunctival haemorrhage 4 0 4
Cyanopsia 0 1 1
Diplopia 26 9 35
Dry eye 4 9 13
Eczema eyelids 1 2 3
Endocrine ophthalmopathy 2 0 2
Erythema of eyelid 1 2 3
Excessive eye blinking 0 1 1
Exophthalmos 1 0 1
Eye allergy 0 1 1
Eye discharge 5 1 6
Eye disorder 10 4 14
Eye haematoma 2 0 2
Eye haemorrhage 11 0 11
Eye infarction 1 0 1
Eye inflammation 6 14 20
Eye irritation 10 24 34
Eye movement disorder 6 0 6
Eye oedema 1 1 2
Eye pain 39 61 100
Eye paraesthesia 1 1 2
Eye pruritus 7 19 26
Eye swelling 12 27 39
Eye ulcer 1 0 1
Eyelash discolouration 0 1 1
Eyelid disorder 0 2 2
Eyelid exfoliation 0 1 1
Eyelid irritation 1 2 3
Eyelid myokymia 0 1 1
Eyelid oedema 0 5 5
Eyelid pain 2 2 4
Eyelid ptosis 3 0 3
Eyelid sensory disorder 0 1 1
Eyelid skin dryness 0 1 1
Eyelids pruritus 0 1 1
Foreign body sensation in eyes 0 3 3
Glare 1 0 1




Glaucoma

Heterophoria

Holmes-Adie pupil

Hypoaesthesia eye

Inflammation of lacrimal passage

Iridocyclitis

Lacrimal disorder
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Lacrimation increased
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Lens disorder

Lid sulcus deepened

Macular degeneration

Macular oedema

Mydriasis

Neovascular age-related macular degeneration

Neurological eyelid disorder
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Ocular discomfort
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Ocular hyperaemia
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Ocular hypertension

Ocular vascular disorder

Ophthalmic artery thrombosis

Ophthalmic vein thrombosis

Optic ischaemic neuropathy

Optic nerve disorder

Optic neuropathy

Periorbital discomfort

Periorbital oedema

Periorbital swelling
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Photophobia
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Photopsia
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Pupillary reflex impaired

Retinal artery occlusion

Retinal detachment

Retinal haemorrhage

Retinal oedema

Retinal pigment epitheliopathy

Retinal tear

Retinal vascular disorder

Retinal vascular occlusion

Retinal vascular thrombosis

Retinal vein occlusion

Retinal vein thrombosis

Retinal vein varices

Scleral disorder

Strabismus
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Swelling of eyelid
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Ulcerative keratitis
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Uveitis

Vision blurred

87

65

152

Visual acuity reduced

13

18

Visual acuity reduced transiently




Visual field defect 6 3 9
Visual impairment 77 64 141
Visual snow syndrome 1 0 1
Vitreous detachment 1 0 1
Vitreous disorder 1 0 1
Vitreous floaters 4 8 12
Vitreous haemorrhage 1 0 1
Gastrointestinal disorders Abdominal discomfort 44 78 122
Abdominal distension 13 20 33
Abdominal pain 142 153 295
Abdominal pain lower 15 18 33
Abdominal pain upper 76 67 143
Abdominal rigidity 0 2 2
Abdominal tenderness 1 1 2
Abnormal faeces 3 1 4
Aerophagia 1 0 1
Anaesthesia oral 1 0 1
Anal fissure 1 0 1
Anal haemorrhage 2 0 2
Anal incontinence 3 2 5
Aphthous ulcer 12 27 39
Aptyalism 1 0 1
Ascites 1 0 1
Bowel movement irregularity 0 2 2
Breath odour 2 0 2
Burning mouth syndrome 0 1 1
Cardiospasm 1 0 1
Change of bowel habit 1 1 2
Cheilitis 1 1 2
Colitis 1 1 2
Colitis ischaemic 2 0 2
Colitis microscopic 2 0 2
Colitis ulcerative 2 0 2
Constipation 13 12 25
Crohn's disease 3 0 3
Defaecation disorder 1 0 1
Defaecation urgency 2 1 3
Dental discomfort 0 1 1
Dental necrosis 2 0 2
Diarrhoea 273 362 635
Diarrhoea haemorrhagic 5 0 5
Diarrhoea neonatal 1 0 1
Dry mouth 12 32 44
Duodenogastric reflux 1 0 1
Dyschezia 0 1 1
Dyspepsia 34 27 61
Dysphagia 33 22 55
Enlarged uvula 1 1 2
Enterocolitis haemorrhagic 1 0 1
Eructation 5 9 14




Faecal vomiting

Faeces discoloured

Faeces hard

Faeces pale

Faeces soft
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Flatulence
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Frequent bowel movements

Functional gastrointestinal disorder

Gastric dilatation

Gastric disorder

Gastric perforation

Gastric ulcer

Gastritis

Gastritis erosive
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Gastrointestinal disorder
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Gastrointestinal haemorrhage
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Gastrointestinal hypermotility

o

N

Gastrointestinal inflammation
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Gastrointestinal motility disorder
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Gastrointestinal pain
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Gastrointestinal sounds abnormal

Gastrointestinal tract irritation
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Gastrooesophageal reflux disease

Jany
N

Gingival bleeding

Gingival pain

Gingival recession

Gingival swelling

Glossitis

Glossodynia

Haematemesis

Haematochezia

Haemorrhoidal haemorrhage
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Haemorrhoids
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Haemorrhoids thrombosed
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Hiatus hernia strangulated
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Hyperaesthesia teeth
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Hypoaesthesia oral
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Impaired gastric emptying

Inflammatory bowel disease

Inguinal hernia

Intestinal congestion

Intestinal dilatation

Intestinal infarction

Intestinal ischaemia

Intestinal obstruction

Intestinal polyp

Irritable bowel syndrome

Lip blister

Lip disorder

Lip erythema
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Lip exfoliation 1 0 1
Lip oedema 1 2 3
Lip pain 0 7 7
Lip pruritus 0 1 1
Lip swelling 20 28 48
Loose tooth 0 1 1
Malabsorption 1 1 2
Melaena 2 0 2
Mouth haemorrhage 1 1 2
Mouth swelling 0 7 7
Mouth ulceration 0 3 3
Mucous stools 3 1 4
Nausea 2121 2420 4.541

Noninfective gingivitis

Noninfective sialoadenitis

Obstruction gastric

Odynophagia

Oesophageal discomfort

Oesophageal disorder

Oesophageal pain

Oesophageal stenosis

Oesophageal ulcer

Oesophagitis

Oral discomfort

Oral disorder

Oral lichen planus

Oral mucosal blistering

Oral mucosal erythema

Oral mucosal roughening

Oral pain

Oral pruritus

Palatal swelling

Pancreatic disorder

Pancreatitis

Pancreatitis acute

Pancreatitis necrotising
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Paraesthesia oral 20 50 70
Parotid gland enlargement 1 1 2
Pelvic floor dysfunction 0 1 1
Periodontal disease 0 1 1
Plicated tongue 0 1 1
Proctalgia 0 2 2
Rectal haemorrhage 4 0 4
Reflux gastritis 1 0 1
Regurgitation 0 1 1
Retching 14 19 33
Saliva altered 0 1 1
Salivary gland enlargement 1 0 1
Salivary gland pain 1 1 2
Salivary hypersecretion 5 7 12




Stomatitis 5 6 11
Submaxillary gland enlargement 0 1 1
Swollen tongue 25 23 48
Tongue blistering 1 1 2
Tongue discolouration 1 3 4
Tongue discomfort 2 9 11
Tongue disorder 1 1 2
Tongue eruption 0 2 2
Tongue erythema 0 2 2
Tongue geographic 1 1 2
Tongue oedema 2 1 3
Tongue pruritus 0 1 1
Tongue rough 0 1 1
Tongue ulceration 0 3 3
Tooth disorder 2 4 6
Toothache 2 12 14
Uvulitis 0 1 1
Vomiting 312 293 605
Vomiting projectile 2 0 2
General disorders and administration site conditions Administration site bruise 0 2 2
Administration site joint movement impairment 0 1 1
Administration site movement impairment 1 0 1
Administration site pain 0 1 1
Administration site wound 0 1 1
Adverse drug reaction 1 0 1
Adverse event 0 1 1
Application site erythema 0 1 1
Application site haemorrhage 0 1 1
Application site oedema 1 0 1
Application site warmth 0 1 1
Asthenia 238 258 496
Atrophy 1 0 1
Axillary pain 114 359 473
Brain death 1 0 1
Chest discomfort 127 124 251
Chest pain 235 246 481
Chills 2405 2689 5.094
Chronic fatigue syndrome 2 1 3
Complication associated with device 1 1 2
Condition aggravated 34 52 86
Crepitations 1 0 1
Crying 3 10 13
Cyst 5 8 13
Death 90 0 90
Decreased activity 8 4 12
Deformity 0 1 1
Developmental delay 2 0 2
Discharge 0 3 3
Discomfort 26 53 79
Disease recurrence 13 3 16




Disease susceptibility 0 1 1
Drug ineffective 63 2 65
Drug interaction 1 1 2
Drug resistance 1 0 1
Effusion 1 1 2
Enanthema 0 1 1
Energy increased 0 2 2
Exercise tolerance decreased 20 17 37
Extensive swelling of vaccinated limb 502 844 1.346
Face oedema 6 15 21
Facial discomfort 1 11 12
Facial pain 8 13 21
Fatigue 4005 5881 9.886
Feeling abnormal 81 77 158
Feeling cold 75 104 179
Feeling drunk 6 13 19
Feeling hot 72 121 193
Feeling jittery 0 2 2
Feeling of body temperature change 45 73 118
Foaming at mouth 1 0 1
Gait disturbance 71 35 106
Gait inability 21 12 33
General physical health deterioration 50 13 63
Generalised oedema 1 0 1
Granuloma 1 0 1
Hangover 5 7 12
Hernia 1 1 2
Hernia pain 0 1 1
Hunger 0 4 4
Hyperpyrexia 2 0 2
Hyperthermia 3 16 19
Hypertrophy 1 0 1
Hypothermia 6 0 6
lll-defined disorder 1 7 8
lliness 23 37 60
Impaired healing 0 1 1
Induration 1 15 16
Inflammation 32 61 93
Inflammatory pain 1 4 5
Influenza like illness 358 488 846
Injected limb mobility decreased 7 36 43
Injection site atrophy 0 1 1
Injection site bruising 7 27 34
Injection site deformation 1 1 2
Injection site discolouration 1 6 7
Injection site discomfort 4 25 29
Injection site eczema 0 2 2
Injection site erythema 46 379 425
Injection site haematoma 13 35 48
Injection site haemorrhage 5 7 12




Injection site hypersensitivity 1 9 10
Injection site hypoaesthesia 3 7 10
Injection site induration 14 132 146
Injection site inflammation 2 19 21
Injection site irritation 1 4 5
Injection site joint discomfort 0 1 1
Injection site joint inflammation 0 1 1
Injection site joint pain 2 5 7
Injection site lymphadenopathy 10 74 84
Injection site macule 0 3 3
Injection site mass 2 10 12
Injection site movement impairment 23 36 59
Injection site muscle atrophy 0 1 1
Injection site muscle weakness 1 5 6
Injection site nodule 1 6 7
Injection site oedema 1 15 16
Injection site pain 303 891 1.194
Injection site paraesthesia 3 18 21
Injection site plaque 1 1 2
Injection site pruritus 8 103 111
Injection site rash 5 23 28
Injection site reaction 2006 4044 6.050
Injection site scab 0 2 2
Injection site scar 0 1 1
Injection site swelling 52 270 322
Injection site urticaria 1 1 2
Injection site vesicles 0 5 5
Injection site warmth 14 112 126
Local reaction 0 5 5
Localised oedema 2 11 13
Malaise 2381 2363 4.744
Mass 0 3 3
Mucosal disorder 1 0 1
Mucosal dryness 0 1 1
Mucosal haemorrhage 1 0 1
Mucosal inflammation 1 1 2
Multiple organ dysfunction syndrome 5 0 5
No adverse event 0 1 1
Nodule 5 14 19
Non-cardiac chest pain 2 5

Obstruction 1 1 2
Oedema 11 10 21
Oedema peripheral 17 18 35
Pain 226 392 618
Performance status decreased 0 1 1
Peripheral swelling 122 177 299
Physical deconditioning 3 5 8
Pre-existing condition improved 1 4 5
Premature baby death 1 0 1
Prosthetic cardiac valve thrombosis 1 0 1




Pyrexia 2416 3098 5.514
Screaming 0 2 2
Secretion discharge 4 8 12
Sensation of foreign body 6 2 8
Sense of oppression 34 51 85
Shoulder injury related to vaccine administration 1 0 1
Sluggishness 2 2 4
Sudden death 33 0 33
Suprapubic pain 1 0 1
Swelling 43 158 201
Swelling face 33 65 98
Symptom recurrence 1 1 2
Systemic inflammatory response syndrome 3 0 3
Temperature intolerance 1 3 4
Temperature regulation disorder 0 1 1
Tenderness 3 17 20
Therapeutic product ineffective 1 0 1
Therapeutic response unexpected 1 15 16
Thirst 18 16 34
Thirst decreased 3 0 3
Treatment failure 0 1 1
Ulcer 3 2 5
Vaccination failure 103 0 103
Vaccination site bruising 0 2 2
Vaccination site discolouration 0 2 2
Vaccination site discomfort 0 5 5
Vaccination site erythema 1 19 20
Vaccination site haematoma 0 2 2
Vaccination site haemorrhage 0 1 1
Vaccination site hypersensitivity 0 1 1
Vaccination site hypoaesthesia 0 1 1
Vaccination site induration 2 4 6
Vaccination site inflammation 1 1 2
Vaccination site lymphadenopathy 1 1 2
Vaccination site mass 0 2 2
Vaccination site movement impairment 2 7 9
Vaccination site nodule 1 2 3
Vaccination site pain 11 169 180
Vaccination site paraesthesia 0 2 2
Vaccination site plaque 0 1 1
Vaccination site pruritus 0 8 8
Vaccination site rash 0 2 2
Vaccination site reaction 2 16 18
Vaccination site swelling 4 22 26
Vaccination site warmth 2 8 10
Visceral pain 1 0 1
Hepatobiliary disorders Autoimmune hepatitis 1 0 1
Biliary colic 1 0 1
Cholangitis 2 0 2
Cholecystitis 1 0 1




Cholelithiasis

Cholestasis

Drug-induced liver injury

Gallbladder disorder

Gallbladder polyp

Hepatic cytolysis

Hepatic failure

Hepatic pain

Hepatic steatosis

Hepatic vascular disorder

Hepatitis

Hepatitis acute

Hepatitis cholestatic

Hepatitis toxic

Hepatomegaly

Hyperbilirubinaemia

Jaundice
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Liver disorder
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Liver injury

Ocular icterus

Immune system disorders

Allergic oedema

Allergic reaction to excipient

Allergy to animal
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Anaphylactic reaction

55

55

Anaphylactic shock

18

18

Anaphylactoid reaction

Autoimmune disorder

43

43

Autoinflammatory disease

Decreased immune responsiveness

Drug hypersensitivity

Dust allergy

Food allergy
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Hypersensitivity
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Hypocomplementaemia

[uny

[uny

Immune system disorder
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Immune-mediated adverse reaction

Immunisation reaction

Immunodeficiency

Kidney transplant rejection

Multiple allergies

Multisystem inflammatory syndrome in children

Reaction to excipient

Reaction to preservatives

Sarcoidosis

Seasonal allergy

Transplant rejection

Type | hypersensitivity

Infections and infestations

Abscess

Abscess oral

Acarodermatitis
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Acute sinusitis

Appendicitis
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14

Asymptomatic COVID-19

10

10

Atypical pneumonia

Bacterial infection

Bacterial vaginosis

Bartholinitis

Blister infected
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Breakthrough COVID-19
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Breast abscess
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Bronchitis
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COVID-19

437

221

658

COVID-19 pneumonia
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Candida infection

Cardiac infection

Cellulitis

Cellulitis orbital

Chlamydial infection

Chorioretinitis

Chronic sinusitis
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Conjunctivitis
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Coronavirus infection

Coxsackie viral infection

Creutzfeldt-Jakob disease

Cystitis

Cytomegalovirus infection

Cytomegalovirus mononucleosis

Demodicidosis

Disseminated tuberculosis

Diverticulitis

Dysentery
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Ear infection
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Eczema herpeticum

Eczema infected

Encephalitis

Endocarditis

Endometritis

Enteritis infectious

Epstein-Barr virus infection reactivation

Erysipelas

Escherichia bacteraemia

Escherichia infection
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Eye infection
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Eyelid infection

Fungal foot infection

Fungal infection

Furuncle

Gastroenteritis

Gastroenteritis viral

Gastrointestinal infection
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Genital herpes

Genital infection female

Genital infection fungal

Gingivitis

Helicobacter gastritis

Helicobacter infection

Hepatitis E

Herpes dermatitis

Herpes ophthalmic

Herpes simplex
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Herpes virus infection
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Herpes zoster
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Herpes zoster cutaneous disseminated

Herpes zoster infection neurological

Herpes zoster oticus

Herpes zoster reactivation

Hordeolum

Impetigo

RN NN N

Infection

13

Infection susceptibility increased

Infectious mononucleosis
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Influenza
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Injection site abscess

Injection site infection

Injection site pustule

Kidney infection

Labyrinthitis

Laryngitis

Localised infection

Lower respiratory tract infection

Lymph gland infection

Lymphangitis

NI N P OO W, U] N NN

Mastitis
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Mastitis bacterial

Mastoiditis

Meningitis

Meningitis aseptic

Meningitis herpes

Meningitis tuberculous

Meningoencephalitis herpetic

Mucosal infection

Mumps

Myelitis

Nasal herpes
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Nasopharyngitis
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Oesophageal infection
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Oophoritis

Ophthalmia neonatorum

Ophthalmic herpes zoster
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Oral candidiasis
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Oral fungal infection
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Oral herpes
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Oral infection

Orchitis

Osteomyelitis

Otitis externa

Otitis media

Otitis media acute

Parapharyngeal space infection

Paronychia

Parotitis

Pelvic inflammatory disease

Pericarditis infective

Perihepatitis

Peritonitis

Peritonsillar abscess
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Pharyngitis
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Pneumonia
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Pneumonia aspiration

Pneumonia bacterial

Post-acute COVID-19 syndrome

Prion disease

Prostate infection

Pseudomonas infection

Pulpitis dental

Purulence

Pustule

Pyelonephritis

Pyelonephritis acute

Pyuria

Rash pustular

Respiratory tract infection
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Rhinitis
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Rhinolaryngitis

Scarlet fever

Sepsis

Septic shock

Sexually transmitted disease
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Sinusitis
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Skin infection

Staphylococcal infection

Sternitis

Streptococcal infection

Subcutaneous abscess

Superinfection

Superinfection bacterial
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Suspected COVID-19
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Tonsillitis
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Tooth abscess

Tooth infection
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Toxoplasmosis
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Tracheobronchitis
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Upper respiratory tract infection
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Urinary tract infection
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Urosepsis

Vaccination site abscess

Vaccine breakthrough infection

Vaginal abscess

Vaginal infection

Varicella

Varicella zoster virus infection

Vestibular neuronitis

Viral infection

Viral rash

Vulvovaginal mycotic infection

Injury, poisoning and procedural complications

Airway burns

Arterial injury

Arthropod bite

Brain contusion

Brain herniation

Cartilage injury

Chest injury

Chillblains

Circumstance or information capable of leading to
medication error
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Concussion
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Contusion
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Drug administered in wrong device

Electric shock

Epicondylitis

Eschar

Expired product administered

[

Exposure during pregnancy

Exposure via breast milk

Extra dose administered

Eye contusion

Face injury

Facial bones fracture
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Foetal exposure during pregnancy

Fracture

Frostbite

Head injury

Heat stroke
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Inappropriate schedule of product administration

Incorrect dose administered

Incorrect route of product administration

Inflammation of wound

Injury

Joint injury

Ligament sprain
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Limb injury 1 1 2
Lip injury 1 0 1
Maternal exposure before pregnancy 1 0 1
Maternal exposure during breast feeding 3 13 16
Maternal exposure during pregnancy 15 17 32
Mouth injury 1 1
Muscle injury 2 3
Muscle rupture 0 3
Muscle strain 7 8
Nerve injury 0 2
Off label use 21 30
Overdose

Poisoning

Poor quality product administered

Post-traumatic neck syndrome

Product administered at inappropriate site

Product administration error

Product preparation error

Product preparation issue

Product use in unapproved indication

Product use issue

Retinal injury

Road traffic accident

Scar

Skin injury

Spinal column injury

Spinal fracture

Splenic injury

Subcutaneous haematoma

Subdural haematoma

Synovial rupture

Tendon injury

Tendon rupture

Thermal burn

Thermal burns of eye

Tibia fracture

Tracheal deviation

VllIth nerve injury

Vaccination complication

Vulvovaginal injury

Wound

Wound haemorrhage

Wound secretion

Wrong product administered

Investigations

ADAMTS13 activity abnormal

ADAMTS13 activity decreased

Activated partial thromboplastin time prolonged

Activated partial thromboplastin time shortened

Alanine aminotransferase increased

Allergy test positive

ol r|I N RrIN R|lRlolrlw kRl RrlkRlkrRlokri kI SMSEPRIRISSRPR RSN PRIN PR PRl Rr|lolololol rkrlolkrloluol v Rl w | o

| M Ol OlO|lOC|lO| ROl MMM O O Ol O |l Ol Ml O|lO|lO|l]O|]OC]l]O OCOlO R d P Ol OC|l O R|R|RFR| Ml O| R O W

Rl W N RN R R R RN R R R R R RPN R RN R RN R WO N R R R R R R DR R P, W




Amylase increased

Antibody test abnormal

Anticonvulsant drug level below therapeutic

Antimicrobial susceptibility test resistant

Antineutrophil cytoplasmic antibody increased

Antinuclear antibody increased

Apnoea test abnormal

Aspartate aminotransferase increased

Autoantibody positive

Bile output increased

Biopsy lymph gland

Bleeding time prolonged

Blood alkaline phosphatase increased

Blood bilirubin increased

Blood cholesterol increased

Blood creatine phosphokinase MB increased

Blood creatine phosphokinase increased

Blood creatinine increased

Blood folate decreased

Blood glucose abnormal

Blood glucose decreased

Blood glucose fluctuation
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Blood glucose increased
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Blood homocysteine increased

Blood immunoglobulin E increased

Blood immunoglobulin G increased

Blood iron decreased

Blood iron increased

Blood lactate dehydrogenase increased

Blood lactic acid increased

Blood oestrogen decreased

Blood parathyroid hormone increased

Blood phosphorus decreased

Blood potassium decreased

Blood potassium increased
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Blood pressure abnormal

|l Prl Pl POl Rl WoOoloOo Mo I N UWOlRFRPR WOl R NN W O|lFRPR|IOlO|I P P O O P Ol Rl P| Ll O

w ol olo|lr  O|lR| KRR Ol O O N M R O R|lO|lR|IO|IN| PRI RPIFP P O O & Pl O R| O]l O|] W| KL

[uny
[N

Blood pressure decreased
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Blood pressure diastolic decreased
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Blood pressure diastolic increased
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Blood pressure immeasurable

Blood pressure increased
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Blood pressure measurement

Blood pressure normal

Blood pressure systolic increased

Blood prolactin increased

Blood test abnormal

Blood thyroid stimulating hormone

Blood thyroid stimulating hormone decreased

Blood thyroid stimulating hormone increased

Blood uric acid
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Blood urine

Blood urine present

Body temperature

Body temperature abnormal

Body temperature decreased

Body temperature fluctuation
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Body temperature increased
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Borrelia test positive

Brain natriuretic peptide increased

Breath sounds abnormal

C-reactive protein abnormal
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C-reactive protein increased
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Carbohydrate antigen 125 increased

Cardiac murmur

Cardiac output decreased

Computerised tomogram abnormal

Coombs test positive

Cortisol increased

Cytomegalovirus test positive

Ejection fraction decreased

Electrocardiogram QRS complex shortened

Electrocardiogram ST segment depression

Electrocardiogram ST segment elevation

Electrocardiogram abnormal

Electroencephalogram abnormal

Eosinophil count increased

Epstein-Barr virus test positive

Faecal calprotectin increased

Faecal volume increased

False positive radioisotope investigation result

Female sex hormone level abnormal
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Fibrin D dimer increased
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Forced expiratory volume decreased

Full blood count abnormal

Gamma-glutamyltransferase increased

Glomerular filtration rate decreased

Glycosylated haemoglobin increased

Grip strength decreased

Haematocrit decreased

Haematocrit increased

Haemoglobin decreased

Haptoglobin increased
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Heart rate abnormal
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Heart rate decreased
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Heart rate increased
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Heart rate irregular
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Heart rate normal

Hepatic enzyme abnormal

Hepatic enzyme increased

Hepatitis A antibody positive
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Homans' sign positive
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Hormone level abnormal
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Human chorionic gonadotropin decreased

Immunoglobulins abnormal

Immunology test abnormal

Inflammatory marker increased

International normalised ratio abnormal

International normalised ratio fluctuation

International normalised ratio increased

Intra-abdominal pressure increased

Intraocular pressure increased

Intraocular pressure test

Laboratory test abnormal

Lipase increased

Liver function test abnormal

Liver function test increased

Low density lipoprotein increased

Lymph node palpable

Lymphocyte count

Lymphocyte count abnormal

Lymphocyte count decreased

Lymphocyte count increased

Monocyte count increased

Muscle strength abnormal

Myocardial necrosis marker increased

N-terminal prohormone brain natriuretic peptide
increased
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Neutrophil count decreased

Neutrophil count increased

Oxygen consumption decreased

Oxygen saturation abnormal
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Oxygen saturation decreased
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Oxygen saturation normal

PO2 decreased

Philadelphia chromosome positive

Platelet count decreased

Platelet count increased

Platelet count normal

Pleural fluid analysis abnormal

Positron emission tomogram abnormal

Progesterone abnormal

Progesterone decreased

Prohormone brain natriuretic peptide increased

Protein albumin ratio

Protein urine present

Pulse abnormal

Pulse absent

Quality of life decreased

Red blood cell sedimentation rate decreased

Red blood cell sedimentation rate increased

Respiratory rate decreased
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Respiratory rate increased

Reticulocyte count increased

Rheumatoid factor positive

SARS-CoV-2 antibody test negative

SARS-CoV-2 antibody test positive

SARS-CoV-2 test
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SARS-CoV-2 test negative
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SARS-CoV-2 test positive
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Serum ferritin decreased

Serum ferritin increased

Smear cervix abnormal

Spleen scan abnormal

Sputum abnormal

Thyroid gland scan abnormal

Thyroid hormones decreased

Thyroid hormones increased

Thyroid stimulating immunoglobulin increased

Thyroxine free

Thyroxine free increased

Total lung capacity decreased

Transaminases increased

Transferrin saturation decreased

Tri-iodothyronine free increased

Troponin | increased

Troponin T increased

Troponin abnormal

Rl RN R R RN R R R PR Rr R o W

Rl RN R RN W NP R R R RPR R R P W R

Troponin increased
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Urine analysis abnormal
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Venous oxygen saturation decreased
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Vitamin D decreased
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Weight decreased
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Weight increased
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White blood cell count decreased

White blood cell count increased

White blood cells urine positive

Metabolism and nutrition disorders

Abnormal loss of weight

Abnormal weight gain

Acetonaemia

Alcohol intolerance

Appetite disorder

Cachexia

Carbohydrate intolerance

Cerebral salt-wasting syndrome

RrlRrl w wlkrl kR s olkr w o

Ol Ol Ol +»r| Ol Ol O] O| B| N| N| ©

[ T Y S I Y A T Y,

Decreased appetite

129

121

250

Dehydration
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Diabetes mellitus

Diabetes mellitus inadequate control

Diabetic complication

Diabetic ketoacidosis

Eating disorder symptom
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Feeding disorder 4 5 9
Fluid imbalance 1 0 1
Fluid retention 11 5 16
Folate deficiency 1 3 4
Food aversion 0 1 1
Food craving 1 0 1
Food intolerance 1 2 3
Glucose tolerance impaired 1 0 1
Gluten sensitivity 0 1 1
Gout 2 4 6
Histamine intolerance 1 0 1
Hypercholesterolaemia 1 0 1
Hyperferritinaemia 2 0 2
Hyperglycaemia 4 6 10
Hyperkalaemia 2 0
Hypernatraemia 1 0 1
Hypocalcaemia 1 0 1
Hypochloraemia 1 0 1
Hypoglycaemia 11 7 18
Hypokalaemia 3 0 3
Hyponatraemia 4 1 5
Hypophosphataemia 1 0 1
Hypovitaminosis 1 1 2
Increased appetite 1 4 5
Iron deficiency 1 0 1
Ketoacidosis 3 0 3
Lactic acidosis 2 0 2
Lactose intolerance 1 0 1
Metabolic acidosis 2 0 2
Polydipsia 2 0 2
Postprandial hypoglycaemia 0 1 1
Tetany 3 1 4
Type 1 diabetes mellitus 7 0 7
Type 2 diabetes mellitus 1 0 1
Vitamin D deficiency 1 0 1
Musculoskeletal and connective tissue disorders Acute aseptic arthritis 5 0 5
Ankylosing spondylitis 1 0 1
Arthralgia 1992 2421 4.413
Arthritis 22 15 37
Arthritis reactive 1 0 1
Arthropathy 2 1 3
Axillary mass 28 68 96
Back disorder 1 1 2
Back pain 168 192 360
Bone disorder 0 2 2
Bone infarction 1 0 1
Bone pain 18 12 30
Bursitis 4 8 12
Costochondritis 1 7 8
Crystal arthropathy 2 0 2




Dupuytren's contracture 0 1 1
Elbow deformity 0 2 2
Exostosis 0 1 1
Extremity contracture 1 2 3
Facial asymmetry 3 0 3
Fibromyalgia 8 2 10
Finger deformity 1 0 1
Flank pain 2 4 6
Greater trochanteric pain syndrome 1 2 3
Groin pain 8 17 25
Growing pains 1 0 1
Hand deformity 1 0 1
Inguinal mass 0 1 1
Intervertebral disc disorder 0 1 1
Intervertebral disc protrusion 0 1 1
Jaw clicking 0 1 1
Jaw disorder 0 2 2
Joint ankylosis 0 1 1
Joint effusion 1 3 4
Joint lock 0 1 1
Joint noise 1 0 1
Joint range of motion decreased 1 2 3
Joint stiffness 7 5 12
Joint swelling 22 30 52
Ligament disorder 1 0 1
Limb discomfort 85 203 288
Limb mass 0 1 1
Mastication disorder 3 0 3
Mobility decreased 8 15 23
Muscle atrophy 4 2 6
Muscle contracture 1 2 3
Muscle discomfort 1 2 3
Muscle disorder 3 4 7
Muscle fatigue 3 11 14
Muscle rigidity 2 1 3
Muscle spasms 69 107 176
Muscle swelling 0 2 2
Muscle tightness 4 14 18
Muscle twitching 3 9 12
Muscular weakness 66 64 130
Musculoskeletal chest pain 16 17 33
Musculoskeletal discomfort 12 22 34
Musculoskeletal disorder 1 1 2
Musculoskeletal pain 11 31 42
Musculoskeletal stiffness 144 408 552
Myalgia 3165 4958 8.123
Myofascial pain syndrome 1 0 1
Myokymia 1 0 1
Myopathy 1 0 1
Myosclerosis 1 1 2




Myositis 10 4 14
Neck mass 0 2 2
Neck pain 103 198 301
Neuropathic muscular atrophy 1 0 1
Nuchal rigidity 8 1 9
Oligoarthritis 1 0 1
Osteoarthritis 4 12 16
Pain in extremity 489 1161 1.650
Pain in jaw 16 15 31
Periarthritis 7 9 16
Plantar fasciitis 0 1 1
Polyarthritis 7 1 8
Polymyalgia rheumatica 18 0 18
Posture abnormal 1 1 2
Psoriatic arthropathy 2 0 2
Rhabdomyolysis 6 0 6
Rheumatic disorder 7 8 15
Rheumatoid arthritis 15 0 15
Rotator cuff syndrome 4 3 7
SAPHO syndrome 1 0 1
SLE arthritis 1 0 1
Sacral pain 1 1 2
Sacroiliitis 1 0 1
Soft tissue swelling 0 1 1
Spinal disorder 2 0 2
Spinal pain 4 7 11
Synovial cyst 3 16 19
Systemic lupus erythematosus 4 0 4
Systemic scleroderma 1 0 1
Temporomandibular joint syndrome 0 2 2
Tendon discomfort 0 2 2
Tendon disorder 2 2 4
Tendon pain 2 4 6
Tendonitis 8 10 18
Thoracic spinal stenosis 1 0 1
Torticollis 4 7 11
Trismus 2 3 5
Winged scapula 1 0 1
Wrist deformity 1 0 1
Neoplasms benign, malignant and unspecified (incl cysts |Acute leukaemia 1 0 1
and polyps) Acute lymphocytic leukaemia 1 0 1
Acute myeloid leukaemia 1 0 1
Angioimmunoblastic T-cell ymphoma recurrent 1 0 1
Anogenital warts 2 0 2
B-cell ymphoma 1 0 1
Benign salivary gland neoplasm 0 1 1
Breast cancer 1 0 1
Breast cancer female 1 0 1
Chronic lymphocytic leukaemia 1 0 1
Cutaneous T-cell ymphoma 1 0 1




Diffuse large B-cell lymphoma

Fallopian tube cancer

Fibroma

Glioma

Haemangioma

Haemangioma of skin

Hodgkin's disease mixed cellularity stage

Leukaemia

Leukaemia recurrent

Lipoma

Lymphangioma

Lymphoma

Melanocytic naevus

Metastases to liver

Metastasis

Myelodysplastic syndrome

Myeloproliferative neoplasm

Neoplasm

Neoplasm malignant

Neoplasm progression

Non-Hodgkin's lymphoma

Ovarian epithelial cancer

Plasma cell myeloma

Post transplant lymphoproliferative disorder

Prostate cancer

Renal cancer

Tumour thrombosis

Uterine leiomyoma

Nervous system disorders

Acute polyneuropathy
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Ageusia 31 49 80
Akinesia 2 0 2
Allodynia 3 1 4
Altered state of consciousness 13 1 14
Amnesia 22 16 38
Amnestic disorder 0 1 1
Anaesthesia 0 1 1
Anosmia 23 33 56
Aphasia 20 8 28
Ataxia 4 0 4
Aura 0 3 3
Autonomic nervous system imbalance 2 2
Balance disorder 75 59 134
Ballismus 0 1 1
Bell's palsy 18 0 18
Brachial plexopathy 1 1 2
Bradykinesia 1 0 1
Brain hypoxia 2 0 2
Brain injury 6 0 6
Brain oedema 5 0 5
Brain stem haemorrhage 1 0 1




Brain stem thrombosis 1 0 1
Burning sensation 54 93 147
Burning sensation mucosal 1 1 2
Carotid artery dissection 2 0 2
Carotid artery occlusion 2 0 2
Carotid artery stenosis 1 0 1
Carotid artery thrombosis 1 0 1
Central nervous system lesion 2 0 2
Cerebellar artery thrombosis 1 0 1
Cerebral artery occlusion 1 0 1
Cerebral artery thrombosis 1 0 1
Cerebral atrophy 1 0 1
Cerebral disorder 0 1 1
Cerebral haemorrhage 15 0 15
Cerebral infarction 9 0 9
Cerebral ischaemia 3 0 3
Cerebral mass effect 1 0 1
Cerebral thrombosis 12 0 12
Cerebral venous sinus thrombosis 2 0 2
Cerebrovascular accident 63 0 63
Cervical radiculopathy 0 1 1
Chronic inflammatory demyelinating 0 2
polyradiculoneuropathy

Circadian rhythm sleep disorder 0 3 3
Cluster headache 4 2 6
Cognitive disorder 5 1 6
Coma 9 0 9
Complex regional pain syndrome 2 5 7
Convulsions local 1 0 1
Coordination abnormal 10 3 13
Cranial nerve disorder 0 1 1
Cranial nerve paralysis 1 0 1
Dementia 2 0 2
Dementia Alzheimer's type 1 0 1
Dementia with Lewy bodies 1 0 1
Demyelinating polyneuropathy 3 0 3
Demyelination 1 0 1
Depressed level of consciousness 15 0 15
Diplegia 9 0 9
Disturbance in attention 74 63 137
Dizziness 303 369 672
Dizziness exertional 0 1 1
Dizziness postural 11 7 18
Dreamy state 0 1 1
Drooling 1 0 1
Dural arteriovenous fistula 1 0 1
Dysaesthesia 5 4 9
Dysarthria 6 3 9
Dysgeusia 31 108 139
Dysgraphia 2 0 2
Dyskinesia 6 4 10




Dyslexia 1 0 1
Dyspraxia 1 0 1
Dysstasia 19 17 36
Dystonia 1 0 1
Electric shock sensation 13 11 24
Encephalomalacia 1 0 1
Encephalopathy 1 0 1
Epilepsy 57 0 57
Exertional headache 0 3 3
External compression headache 0 1 1
Facial nerve disorder 2 4 6
Facial paralysis 81 0 81
Facial paresis 26 10 36
Facial spasm 3 2 5
Fine motor skill dysfunction 1 0 1
Formication 3 9 12
Frontotemporal dementia 2 0 2
Generalised tonic-clonic seizure 5 0 5
Guillain-Barre syndrome 20 0 20
Haemorrhage intracranial 2 0 2
Haemorrhagic stroke 3 0 3
Haemorrhagic transformation stroke 3 0 3
Head discomfort 29 52 81
Head titubation 1 0 1
Headache 3549 5259 8.808
Hemianaesthesia 4 0 4
Hemianopia 1 0 1
Hemihypoaesthesia 1 0 1
Hemiparaesthesia 11 1 12
Hemiparesis 22 0 22
Hemiplegia 25 0 25
Hyperaesthesia 12 8 20
Hyperreflexia 1 0 1
Hyperresponsive to stimuli 2 0 2
Hypersomnia 19 19 38
Hypertonia 1 0 1
Hypoaesthesia 115 239 354
Hypogeusia 3 4 7
Hypokinesia 8 9 17
Hyporesponsive to stimuli 1 0 1
Hyposmia 0 4

Hypotonia 6 6 12
llird nerve paralysis 1 0 1
IVth nerve paresis 2 0 2
Idiopathic intracranial hypertension 1 0 1
Incoherent 1 0 1
Intercostal neuralgia 3 4 7
Intracranial pressure increased 3 0 3
Intraventricular haemorrhage 1 0 1
Ischaemic cerebral infarction 1 0 1




Ischaemic stroke 7 0 7
Language disorder 3 0 3
Lethargy 3 7 10
Loss of consciousness 68 1 69
Loss of proprioception 1 0 1
Memory impairment 26 14 40
Meningeal disorder 1 0 1
Meningism 1 0 1
Menstrual headache 0 1 1
Mental impairment 9 0 9
Migraine 156 177 333
Migraine with aura 9 8 17
Miller Fisher syndrome 1 0 1
Mononeuropathy 1 0 1
Monoparesis 8 3 11
Monoplegia 28 1 29
Motor dysfunction 6 1 7
Movement disorder 43 46 89
Multiple sclerosis 7 0 7
Multiple sclerosis relapse 2 2
Muscle contractions involuntary 6 13 19
Muscle spasticity 4 1 5
Myasthenia gravis 2 0 2
Myelitis transverse 2 0 2
Myoclonus 4 2 6
Narcolepsy 3 0 3
Nerve compression 3 0 3
Nervous system disorder 211 136 347
Neuralgia 38 34 72
Neuralgic amyotrophy 5 4 9
Neuritis 4 3 7
Neurological symptom 4 3 7
Neuromuscular pain 1 0 1
Neuropathy peripheral 9 0 9
Noninfective encephalitis 1 0 1
Nystagmus 1 1 2
Occipital neuralgia 1 1 2
Olfactory dysfunction 1 0 1
Ophthalmic migraine 7 7 14
Opisthotonus 1 0 1
Optic neuritis 4 0 4
Orthostatic intolerance 1 0 1
Paraesthesia 203 393 596
Paralysis 21 0 21
Paresis 5 2 7
Parkinson's disease 4 0 4
Parkinsonism 1 0 1
Parosmia 16 33 49
Patient elopement 1 0 1
Peripheral motor neuropathy 1 0 1




Peripheral nerve lesion

Peripheral nerve paresis

Peripheral paralysis

Peroneal nerve palsy

Petit mal epilepsy

Phantom limb syndrome

Polyneuropathy

Post herpetic neuralgia

Post-anoxic myoclonus
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Presyncope
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Primary cough headache

Psychomotor hyperactivity

Quadriparesis

Radiculopathy

Relapsing-remitting multiple sclerosis

Restless arm syndrome
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Restless legs syndrome

12

Retinal migraine

Reversible cerebral vasoconstriction syndrome

Sciatica

11

Sedation
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Seizure
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Sensorimotor disorder
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Sensory disturbance
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Sensory loss
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Sensory processing disorder

Sinus headache

Sleep deficit

Sleep paralysis

Slow response to stimuli

Slow speech

Small fibre neuropathy
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Somnolence
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Speech disorder
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Spinal cord disorder

Spinal meningeal cyst

Spinal stroke

Status epilepticus

Status migrainosus

Subarachnoid haemorrhage

Supraorbital neuralgia
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Syncope
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Taste disorder
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Tension headache
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Thoracic outlet syndrome

Thunderclap headache

Tongue biting

Tongue paralysis

Tonic convulsion

Transient aphasia
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Transient ischaemic attack 26 0 26
Transverse sinus thrombosis 1 0 1
Tremor 76 71 147
Trigeminal nerve disorder 1 1
Trigeminal neuralgia 11 19
Trigeminal palsy 1 1
Ulnar tunnel syndrome 1 1
Unresponsive to stimuli 3 3
Vascular headache 0 2
Vertebrobasilar artery dissection 1 1
Vestibular migraine 0 2
Visuospatial deficit 0 1
Vocal cord paralysis 2 2
Pregnancy, puerperium and perinatal conditions Abortion missed 1 1
Abortion spontaneous 41 41

Arrested labour

Face presentation

First trimester pregnancy

Foetal death

Foetal growth restriction

Foetal hypokinesia

Gestational diabetes

Gestational hypertension

Morning sickness

Peripartum haemorrhage

Placenta praevia haemorrhage

Poor weight gain neonatal

Pre-eclampsia

Pregnancy

Pregnancy on oral contraceptive

Premature delivery

Premature labour

Premature rupture of membranes

Unintended pregnancy

Uterine contractions abnormal

Uterine contractions during pregnancy

Uterine hypertonus

Product issues

Patient-device incompatibility

Product after taste

Psychiatric disorders

Aberrant motor behaviour

Abnormal behaviour

Abnormal dreams

Abnormal sleep-related event

Abulia

Acute psychosis

Adjustment disorder with depressed mood

Affect lability

Affective disorder

Aggression
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Agitation
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Anger 2 0 2
Anxiety 34 33 67
Apathy 6 8 14
Attention deficit hyperactivity disorder 1 0 1
Aversion 0 1 1
Behaviour disorder 0 1 1
Brief psychotic disorder, with postpartum onset 1 0 1
Bruxism 0 1 1
Communication disorder 1 0 1
Completed suicide 2 0 2
Confusional state 41 49 90
Conversion disorder 2 0 2
Daydreaming 2 2 4
Decreased interest 0 3 3
Delirium 11 0 11
Delirium febrile 1 0 1
Delusion 2 2 4
Depersonalisation/derealisation disorder 0 2 2
Depressed mood 9 12 21
Depression 22 8 30
Depressive symptom 1 1 2
Disorganised speech 1 0

Disorientation 12 6 18
Dissociation 0 2 2
Dysphemia 1 1 2
Eating disorder 4 3 7
Emotional disorder 3 3 6
Emotional distress 1 0 1
Enuresis 1 0 1
Euphoric mood 0 1 1
Fear 2 1 3
Fear of death 1 0 1
Fear of disease 1 0 1
Feeling of despair 0 1 1
Hallucination 17 0 17
Hallucination, auditory 1 0 1
Hallucination, olfactory 1 0 1
Hallucination, visual 1 0 1
Hallucinations, mixed 2 0 2
Head banging 21 0 21
Hypervigilance 0 1 1
Hypomania 0 2 2
Hyposomnia 1 0 1
Iliness anxiety disorder 1 0 1
Impaired reasoning 0 1 1
Impulsive behaviour 0 1 1
Indifference 1 0 1
Initial insomnia 2 3 5
Insomnia 118 167 285
Irritability 6 15 21




Laziness 0 1 1
Libido decreased 0 1 1
Libido disorder 1 0 1
Libido increased 1 2 3
Listless 2 9 11
Logorrhoea 0 1 1
Loss of libido 1 2 3
Major depression 1 0 1
Mania 0 1 1
Mental disorder 2 1 3
Mental fatigue 2 4 6
Middle insomnia 6 12 18
Mood altered 4 6 10
Mood swings 6 10 16
Morose 0 1 1
Mutism 1 0 1
Near death experience 1 0 1
Negative thoughts 1 0 1
Nervousness 8 9 17
Nightmare 12 13 25
Panic attack 6 9 15
Panic reaction 2 1 3
Personality disorder 1 0 1
Poor quality sleep 12 48 60
Postpartum stress disorder 1 0 1
Psychiatric symptom 1 0 1
Psychotic disorder 3 0 3
Reading disorder 0 1 1
Restlessness 11 17 28
Schizophrenia 1 0 1
Selective eating disorder 1 0 1
Sleep attacks 1 0 1
Sleep disorder 53 50 103
Sleep disorder due to a general medical condition 0 1 1
Sleep disorder due to general medical condition, 1 0 1
insomnia type
Sleep terror 1 0 1
Somnambulism 1 0 1
Staring 2 0 2
Stress 2 11 13
Suicidal ideation 8 0 8
Tension 7 4 11
Terminal insomnia 0 1 1
Thinking abnormal 0 1 1
Tic 1 2 3
Time perception altered 1 0 1
Violence-related symptom 1 0 1
Renal and urinary disorders Acute kidney injury 12 0 12
Albuminuria 0 1
Bladder disorder 3 0 3
Bladder irritation 0 3 3




Bladder pain

Bladder spasm

C3 glomerulopathy

Chromaturia

Cystitis noninfective

Diabetic nephropathy
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Dysuria
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Focal segmental glomerulosclerosis

Glomerulonephritis

Glomerulonephritis membranoproliferative

Glomerulonephritis membranous
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Haematuria
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Haemorrhage urinary tract

Hypertonic bladder

Incontinence

Kidney fibrosis

Micturition disorder

Micturition urgency

Nephrolithiasis

Nephropathy

Nephrotic syndrome

Nocturia

Oliguria
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Pollakiuria
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Polyuria

Proteinuria

Renal colic

Renal cyst
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Renal disorder
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Renal failure
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Renal impairment
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Renal infarct
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Renal ischaemia
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Renal pain

N
[y

[uny
(%]

w
(92}

Renal tubular atrophy

Renal vein thrombosis

Urethral caruncle

Urethritis noninfective

Urinary hesitation

Urinary incontinence

Urinary retention

Urinary tract discomfort

Urinary tract disorder

Urinary tract obstruction

Urine odour abnormal

Reproductive system and breast disorders

Abnormal uterine bleeding

Acquired phimosis
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Adnexa uteri pain
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Amenorrhoea
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Atrophic vulvovaginitis
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Balanoposthitis 0 1 1
Breast cyst 1 6 7
Breast discharge 2 0 2
Breast discomfort 3 11 14
Breast disorder 1 0 1
Breast engorgement 0 4 4
Breast enlargement 1 4 5
Breast haematoma 1 0 1
Breast inflammation 2 2 4
Breast mass 3 3 6
Breast oedema 1 0 1
Breast pain 43 74 117
Breast swelling 12 29 41
Breast tenderness 0 4 4
Cervical dysplasia 0 1 1
Cervix disorder 1 1 2
Cervix enlargement 1 0 1
Cervix haemorrhage uterine 2 0 2
Dysmenorrhoea 90 172 262
Ejaculation failure 0 1 1
Endometrial atrophy 2 0 2
Endometrial disorder 1 1 2
Endometrial hyperplasia 1 0 1
Endometrial thickening 1 0 1
Endometriosis 10 3 13
Epididymal enlargement 1 0 1
Erectile dysfunction 9 0 9
Fallopian tube disorder 1 0 1
Galactorrhoea 0 1 1
Genital discomfort 1 0 1
Genital haemorrhage 1 0 1
Genital pain 1 1 2
Gynaecomastia 0 1 1
Heavy menstrual bleeding 138 308 446
Hypomenorrhoea 5 30 35
Infertility 2 1 3
Infertility female 1 1 2
Infertility male 1 0 1
Intermenstrual bleeding 34 146 180
Lactation disorder 3 2 5
Menometrorrhagia 3 16 19
Menopausal disorder 2 0 2
Menopausal symptoms 1 2 3
Menstrual discomfort 0 4 4
Menstrual disorder 124 320 444
Menstruation delayed 30 152 182
Menstruation irregular 77 195 272
Nipple disorder 1 0 1
Nipple pain 3 10 13
Nipple swelling 0 2 2




Oedema genital

Oligomenorrhoea
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Orchitis noninfective

Ovarian cyst

Ovarian disorder

Ovulation disorder

Ovulation pain

Painful erection

Pelvic discomfort
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Pelvic pain
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Penile pain
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Polycystic ovaries

Polymenorrhoea
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Postmenopausal haemorrhage
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Premature menopause

Premenstrual pain
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Premenstrual syndrome
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Priapism

Prostatic disorder

Prostatitis

Sexual dysfunction

Spontaneous penile erection
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Suppressed lactation
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Testicular disorder

Testicular pain

Testicular swelling

Testis discomfort

Uterine disorder

Uterine haemorrhage

Uterine inflammation

Uterine pain

Uterine spasm

Uterine tenderness

ol v Al Pl Ol R N Ol W N | R R KPP P O O | O

Rl Ol ool R DR NN DN

Vaginal discharge
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Vaginal haemorrhage
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Vaginal odour

Vulvovaginal discomfort

Vulvovaginal pain

Vulvovaginal pruritus

Respiratory, thoracic and mediastinal disorders

Acute pulmonary oedema

Acute respiratory distress syndrome

Acute respiratory failure

Allergic cough

Allergic respiratory disease

Anoxia
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Aphonia
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Apnoea

Asphyxia
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Asthma
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Asthma exercise induced
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Asthmatic crisis 11 0 11
Atelectasis 1 0 1
Autoimmune lung disease 1 0 1
Bradypnoea 1 0 1
Bronchial disorder 2 3 5
Bronchial hyperreactivity 0 1 1
Bronchial wall thickening 2 0 2
Bronchitis chronic 1 0 1
Bronchospasm 4 1 5
Catarrh 0 5 5
Cheyne-Stokes respiration 1 0 1
Choking 4 0 4
Choking sensation 3 7 10
Chronic obstructive pulmonary disease 1 0 1
Cough 144 162 306
Cough variant asthma 0 1 1
Diaphragmalgia 4 5 9
Diaphragmatic disorder 1 0 1
Diaphragmatic paralysis 1 0 1
Diaphragmatic spasm 0 1 1
Dry throat 6 4 10
Dysphonia 10 15 25
Dyspnoea 388 302 690
Dyspnoea at rest 3 0 3
Dyspnoea exertional 28 20 48
Emphysema 1 0 1
Epistaxis 24 70 94
Haemoptysis 3 2 5
Hiccups 1 2 3
Hyperventilation 16 5 21
Hypopnoea 1 1 2
Hypoventilation 1 0 1
Hypoxia 18 0 18
Idiopathic pulmonary fibrosis 1 0 1
Increased bronchial secretion 0 1 1
Increased upper airway secretion 1 1 2
Interstitial lung disease 1 0 1
Laryngeal discomfort 0 2 2
Laryngeal oedema 5 0 5
Laryngeal pain 1 2 3
Laryngospasm 2 0 2
Lower respiratory tract congestion 1 0 1
Lung consolidation 1 0 1
Lung disorder 7 4 11
Lung infiltration 4 0

Lung opacity 3 1 4
Nasal congestion 26 41 67
Nasal crusting 0 1 1
Nasal discomfort 2 5 7
Nasal disorder 1 0 1




Nasal dryness 1 0 1
Nasal obstruction 0 1 1
Nasal oedema 1 0 1
Nasal pruritus 0 1 1
Neonatal asphyxia 1 0 1
Obstructive airways disorder 2 0 2
Organising pneumonia 2 0 2
Oropharyngeal discomfort 6 11 17
Oropharyngeal pain 110 185 295
Orthopnoea 3 0 3
Painful respiration 9 13 22
Pharyngeal erythema 1 3 4
Pharyngeal oedema 0 2 2
Pharyngeal paraesthesia 3 2 5
Pharyngeal swelling 20 31 51
Platypnoea 0 1 1
Pleural effusion 14 1 15
Pleurisy 8 0 8
Pleuritic pain 3 1 4
Pneumomediastinum 1 0 1
Pneumonitis 2 0 2
Pneumothorax 3 0 3
Productive cough 10 11 21
Prolonged expiration 0 1 1
Pulmonary alveolar haemorrhage 2 0 2
Pulmonary arterial hypertension 1 0 1
Pulmonary embolism 105 0 105
Pulmonary haemorrhage 1 0 1
Pulmonary hypertension 2 0 2
Pulmonary infarction 8 0 8
Pulmonary mass 0 1 1
Pulmonary oedema 7 0 7
Pulmonary pain 14 18 32
Pulmonary sarcoidosis 1 0 1
Rales 2 1 3
Respiration abnormal 6 7 13
Respiratory acidosis 1 0 1
Respiratory arrest 3 0 3
Respiratory disorder 189 153 342
Respiratory distress 22 0 22
Respiratory failure 16 0 16
Respiratory fatigue 0 1 1
Respiratory tract congestion 1 1 2
Respiratory tract inflammation 2 0 2
Respiratory tract irritation 0 3 3
Respiratory tract oedema 1 0 1
Rhinalgia 2 4 6
Rhinitis allergic 1 2 3
Rhinorrhoea 48 76 124
Sinonasal obstruction 0 1 1




Sinus congestion 3 0 3
Sinus disorder 3 0 3
Sinus pain 8 3 11
Sleep apnoea syndrome 1 2 3
Sneezing 20 29 49
Sputum discoloured 0 2 2
Sputum increased 0 1 1
Sputum retention 0 1 1
Stridor 1 0 1
Suffocation feeling 8 2 10
Tachypnoea 7 0 7
Throat clearing 0 3 3
Throat irritation 5 25 30
Throat tightness 8 11 19
Tonsillar disorder 0 1 1
Tonsillar hypertrophy 4 6 10
Tonsillar inflammation 1 0 1
Tracheal pain 2 0 2
Upper airway obstruction 1 0 1
Upper respiratory tract inflammation 0 1 1
Vocal cord disorder 0 1 1
Wheezing 7 5 12
Yawning 1 0 1
Skin and subcutaneous tissue disorders Acne 9 40 49
Actinic keratosis 1 0 1
Acute febrile neutrophilic dermatosis 1 0 1
Acute generalised exanthematous pustulosis 2 0 2
Alopecia 13 29 42
Alopecia areata 3 9 12
Alopecia totalis 0 1 1
Alopecia universalis 0 2 2
Angioedema 37 0 37
Anhidrosis 1 0 1
Blister 9 41 50
Blood blister 0 1 1
Bromhidrosis 0 1 1
Butterfly rash 1 0 1
Cafe au lait spots 1 0 1
Capillaritis 0 1 1
Chronic spontaneous urticaria 4 1 5
Circumoral oedema 0 1 1
Cold sweat 8 19 27
Cold urticaria 0 1 1
Cutaneous vasculitis 5 0 5
Dermal cyst 1 0 1
Dermatitis 2 8 10
Dermatitis acneiform 1 5 6
Dermatitis allergic 6 16 22
Dermatitis atopic 2 3 5
Dermatitis bullous 4 0 4




Dermatitis diaper

Dermatitis psoriasiform

Diabetic foot

Diffuse alopecia
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Dry skin
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Dyshidrotic eczema
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Ecchymosis
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Eczema
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Eczema asteatotic
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Eosinophilic cellulitis
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Erythema
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Erythema multiforme

Erythema nodosum

Exfoliative rash

Granuloma annulare

Guttate psoriasis

Haemorrhage subcutaneous

Hair disorder

Hair growth abnormal

Hand dermatitis

Henoch-Schonlein purpura
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Hyperhidrosis
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Hypohidrosis

Itching scar

Leukoplakia

Lichen planus

Lichen sclerosus

Lichenoid keratosis

Livedo reticularis
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Macule

Mechanical urticaria

Nail discolouration

Nail disorder

Nail growth abnormal

Nail psoriasis
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Night sweats
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Onycholysis
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Pain of skin
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Palmar-plantar erythrodysaesthesia syndrome

Palmoplantar keratoderma

Palmoplantar pustulosis

Papule

Pemphigoid

Pernio-like erythema
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Petechiae
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Photosensitivity reaction

Pigmentation disorder

Piloerection

Pityriasis

Pityriasis rosea
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Pityriasis rubra pilaris 0 1 1
Polymorphic light eruption 0 1 1
Precancerous skin lesion 1 0 1
Prurigo 0 1 1
Pruritus 101 349 450
Psoriasis 8 28 36
Purpura 3 3 6
Rash 79 267 346
Rash erythematous 15 73 88
Rash macular 25 87 112
Rash maculo-papular 2 3 5
Rash papular 2 29 31
Rash pruritic 12 74 86
Rash vesicular 2 2 4
Rosacea 1 1 2
Scab 0 2 2
Scar pain 1 2 3
Seborrhoeic dermatitis 1 2 3
Segmented hyalinising vasculitis 2 0 2
Sensitive skin 14 15 29
Skin atrophy 0 1 1
Skin burning sensation 9 21 30
Skin depigmentation 3 1 4
Skin discolouration 9 18 27
Skin discomfort 0 1 1
Skin disorder 493 1241 1.734
Skin erosion 1 0 1
Skin exfoliation 4 14 18
Skin fissures 0 3 3
Skin haemorrhage 1 2 3
Skin hyperpigmentation 0 1 1
Skin hypertrophy 1 0 1
Skin induration 0 3 3
Skin irritation 5 21 26
Skin lesion 3 3 6
Skin mass 3 8 11
Skin odour abnormal 1 1 2
Skin plaque 3 9 12
Skin reaction 1 16 17
Skin sensitisation 3 2 5
Skin swelling 1 4 5
Skin tightness 0 1 1
Skin ulcer 0 1 1
Skin warm 2 13 15
Skin weeping 0 2 2
Solar dermatitis 0 2 2
Solar lentigo 1 0 1
Solar urticaria 0 1 1
Spider naevus 0 1 1
Stasis dermatitis 1 0 1




Stevens-Johnson syndrome

Sticky skin

Systemic lupus erythematosus rash

Toxic skin eruption
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Urticaria
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Urticaria aquagenic

Urticaria cholinergic

Urticaria chronic

Urticaria papular

Urticaria pressure

Urticaria thermal

Vascular skin disorder

Vitiligo

Yellow skin
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Social circumstances

Bedridden

Breast feeding

Disability

Educational problem

Housebound

Immobile

Impaired driving ability

Impaired quality of life
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Impaired work ability
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Loss of employment

Loss of personal independence in daily activities

Menarche

Menopause

Physical disability

Sick leave

Sight disability

Sitting disability

Stress at work

Walking disability

Water pollution

Surgical and medical procedures

Abortion induced

Axillary lymphadenectomy
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Bed rest
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COVID-19 immunisation
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Cardiac ablation

Cautery to nose

Central nervous system stimulation

Coronary arterial stent insertion

Coronary artery bypass

Craniectomy

Diabetes mellitus management

Emergency care
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Immunisation
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Implantable defibrillator insertion
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Interchange of vaccine products

~

20

27

Medical induction of coma
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Patient isolation 1 0 1
Resuscitation 1 0 1
Splenic artery embolisation 2 0 2
Stent placement 3 0 3
Therapy cessation 1 0 1
Transcatheter aortic valve implantation 1 0 1
Uterine operation 1 0 1
Vascular disorders Angiopathy 0 1 1
Aortic aneurysm 2 0 2
Aortic dilatation 1 0 1
Aortic dissection 3 0 3
Aortic rupture 1 0 1
Aortic stenosis 1 0 1
Aortic thrombosis 1 0 1
Arterial occlusive disease 1 0 1
Arterial stenosis 1 0 1
Arterial thrombosis 1 1 2
Arteriosclerosis 1 0 1
Artery dissection 1 0 1
Blood pressure fluctuation 10 8 18
Blue toe syndrome 0 1
Circulatory collapse 3 0 3
Cyanosis 6 4 10
Deep vein thrombosis 59 0 59
Diastolic hypertension 0 2 2
Embolism 1 0 1
Endothelial dysfunction 1 0 1
Flushing 6 7 13
Giant cell arteritis 3 0 3
Granulomatosis with polyangiitis 1 0 1
Haematocoele 0 1 1
Haematoma 22 35 57
Haemorrhage 23 1 24
Hot flush 66 100 166
Hyperaemia 1 0 1
Hypertension 135 146 281
Hypertensive crisis 17 0 17
Hypotension 61 73 134
Hypotensive crisis 1 0 1
Hypovolaemic shock 2 0 2
lliac artery occlusion 1 0 1
Infarction 3 0 3
Internal haemorrhage 3 0 3
Ischaemia 1 0 1
Jugular vein occlusion 1 0 1
Jugular vein thrombosis 1 0 1
Labile blood pressure 1 0 1
Labile hypertension 0 1 1
Lymphoedema 5 7 12
Malignant hypertension 1 0 1




Neurogenic shock 4 0 4
Orthostatic hypotension 0 6 6
Pallor 14 8 22
Pelvic venous thrombosis 2 0 2
Peripheral artery occlusion 1 0 1
Peripheral artery thrombosis 3 0 3
Peripheral coldness 29 18 47
Peripheral embolism 1 0 1
Peripheral vascular disorder 1 6 7
Peripheral venous disease 3 2 5
Phlebitis 8 5 13
Phlebitis superficial 3 4 7
Poor peripheral circulation 0 1 1
Raynaud's phenomenon 3 9 12
Superficial vein thrombosis 7 9 16
Systolic hypertension 0 1 1
Takayasu's arteritis 1 0 1
Thrombophlebitis 6 5 11
Thrombosis 54 0 54
Varicophlebitis 0 1 1
Varicose ulceration 0 1 1
Varicose vein 5 7 12
Vascular fragility 1 0 1
Vascular pain 5 5 10
Vasculitis 5 4 9
Vasculitis necrotising 1 0 1
Vasodilatation 5 7 12
Vasospasm 1 2 3
Vein collapse 1 0 1
Vein discolouration 0 1 1
Vein disorder 3 1 4
Vein rupture 1 0 1
Venous occlusion 1 0 1
Venous thrombosis 5 4 9
Venous thrombosis limb 2 2 4
Total 44511 60074, 104.585
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