Blood and lymphatic system disorders

Agranulocytosis
Leukopenia
Neutropenia
Pancytopenia

Thrombocytopenia |1
T T T T T
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Cardiac disorders

Angina pectoris
Arrhythmia
Arteriospasm coronary
Atrial fibrillation
Bradycardia

Cardiac disorder
Cardiac failure
Myocardial infarction
Oedema peripheral
Palpitations ——
Tachycardia
Ventricular fibrillation
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Ear and labyrinth disorders

Hypoacusis

Deafness ‘
Tinnitus
T
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Endocrine disorders
Hyperprolactinaemia
Hyperthyroidism |I
Hypothyroidism
Steroid withdrawal syndrome
Thyroid disorder
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Eye disorders

Conjunctivitis
Diplopia

Dry eye

Eye disorder

Eye irritation

Eye pain

Eye swelling

Iris disorder
Lacrimation increased
Mydriasis

Ocular discomfort
Ocular hyperaemia
Vision blurred

Visual acuity reduced
Visual impairment
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Gastrointestinal disorders

Abdominal discomfort
Abdominal distension
Abdominal pain
Abdominal pain upper
Abnormal faeces
Aphthous ulcer
Constipation

Diarrhoea

Dry mouth

Dyspepsia

Dysphagia

Epigastric discomfort
Eructation

Flatulence

Gastric haemorrhage
Gastrointestinal disorder
Gastrointestinal haemorrhage
Gastrooesophageal reflux disease
Gingival hypertrophy
Glossodynia

Hiccups

Lip dry

Lip swelling

Mouth ulceration
Nausea

Oesophageal pain
Oesophagitis
Pancreatitis

Salivary hypersecretion
Stomatitis

Swollen tongue

Throat irritation
Tongue discolouration
Tooth discolouration
Vomiting
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General disorders and administration site
conditions

Application site erythema
Application site reaction
Asthenia

Chest discomfort 1

Chest pain

Chills

Death ]

Discomfort

Drug effect decreased

Drug ineffective 1

Drug interaction -

Fatigue n l l l l l A

Feeling abnormal |1

Feeling cold |

Feeling drunk

Feeling hot |m

Feeling jittery

Feeling of body temperature change
Gait disturbance

Growth retardation
Heparin-induced thrombocytopenia
Influenza like illness

Infusion related reaction
Inhibitory drug interaction
Injection site reaction |1

Malaise -

Mucosal inflammation
Neuroleptic malignant syndrome
Oedema L]

Pain

Potentiating drug interaction |1
Product quality issue |'®

Pyrexia L

Sensation of foreign body
Therapeutic response decreased |1

Therapeutic response unexpected -FI | i i , -
T T T T T
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Hepatobiliary disorders

Hepatic function abnormal n
Hepatitis
Hepatitis cholestatic
Jaundice |1
Jaundice cholestatic
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Immune system disorders

Anaphylactic reaction
Anaphylactic shock
Hypersensitivity
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Infections and infestations

Fungal infection

Herpes zoster

Infection

Nasopharyngitis
Pneumonia

Respiratory tract infection
Urinary tract infection
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Injury, poisoning and procedural
complications

Blister

Femur fracture

Muscle rupture

Tendon rupture

Toxicity to various agents
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Investigations

Alanine aminotransferase increased
Blood cholesterol increased

Blood creatine phosphokinase increased
Blood glucose increased

Blood pressure increased

Blood thyroid stimulating hormone increased
Body temperature fluctuation

Heart rate decreased

Heart rate increased

International normalised ratio abnormal
International normalised ratio decreased
International normalised ratio fluctuation
International normalised ratio increased
Liver function test abnormal

Thyroid function test abnormal
Thyroxine increased

Weight decreased

Weight increased

| -
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Metabolism and nutrition disorders

Decreased appetite b

Diabetes mellitus |
Gout
Hyperglycaemia
Hyperkalaemia
Hypocalcaemia |1
Hypoglycaemia
Hypokalaemia
Hypomagnesaemia
Hyponatraemia 1
Increased appetite
Lactic acidosis |
Vitamin B12 deficiency
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Musculoskeletal and connective tissue

disorders
Arthralgia eelolola
Arthritis
Arthropathy
Back pain
Bone pain

Limb discomfort

Muscle disorder

Muscle spasms -

Muscular weakness
Musculoskeletal discomfort
Musculoskeletal pain
Musculoskeletal stiffness
Myalgia m |

Myopathy

Neck pain

Osteonecrosis of jaw
Pain in extremity |
Peripheral swelling
Polymyalgia rheumatica
Rhabdomyolysis

Tendon disorder

Tendon pain

Tendonitis
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Neoplasms benign, malignant and
unspecified (incl cysts and polyps)

Breast cancer

Colon cancer

Lung neoplasm malignant

Malignant melanoma
Non-Hodgkin's lymphoma |1
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Nervous system disorders

Ageusia 1

Akathisia

Amnesia

Anosmia |1

Aphasia

Ataxia

Balance disorder
Burning sensation
Coordination abnormal
Demyelination
Disturbance in attention 1
Dizziness @ I

Drug withdrawal syndrome
Dysarthria

Dysgeusia fi m

Dyskinesia

Dysphonia

Dystonia |1

Epilepsy

Extrapyramidal disorder
Head discomfort
Headache N
Hyperaesthesia
Hypertonia
Hypoaesthesia

Memory impairment u
Migraine §

Muscle contractions involuntary
Myoclonus

Neuralgia 1

Neuropathy peripheral 1
Paraesthesia | u
Paraesthesia oral
Parkinsonism

Parosmia
Polyneuropathy

Poor quality sleep |1
Presyncope
Psychomotor hyperactivity
Restless legs syndrome |1
Seizure 1

Serotonin syndrome |
Somnolence 1

Speech disorder
Syncope

Tardive dyskinesia

Tremor
Trismus |1 |
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Psychiatric disorders

Abnormal dreams
Affect lability
Aggression
Agitation

Anger

Anorgasmia
Anxiety

Apathy

Bruxism
Completed suicide
Confusional state
Crying

Delirium
Depersonalisation/derealisation disorder
Depressed mood
Depression
Derealisation
Emotional disorder
Emotional poverty
Hallucination
Hallucination, visual
Hypomania
Insomnia
Irritability

Libido decreased
Listless

Loss of libido
Mania

Mood altered
Mood swings
Nervousness
Nightmare

Panic attack
Psychotic disorder
Restlessness

Sleep disorder
Stress

Suicidal ideation
Suicide attempt
Tension

Tic

Withdrawal syndrome
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Renal and urinary disorders

Acute kidney injury
Chromaturia

Fluid retention
Haematuria
Micturition disorder
Nocturia

Pollakiuria

Polyuria

Renal failure

Renal impairment
Tubulointerstitial nephritis
Urinary incontinence
Urinary retention
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Reproductive system and breast disorders

Breast enlargement
Galactorrhoea
Sexual dysfunction
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Respiratory, thoracic and mediastinal disorders

Asthma

Cough

Dyspnoea

Epistaxis
Hyperventilation
Interstitial lung disease
Lung disorder

Nasal congestion

Nasal discomfort

Nasal septum perforation
Oropharyngeal pain
Pulmonary fibrosis
Pulmonary toxicity
Rhinitis

Rhinorrhoea

Throat tightness
Yawning

0
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Skin and subcutaneous tissue disorders

Acne

Alopecia

Angioedema

Dermatitis acneiform
Dermatitis allergic

Drug reaction with eosinophilia and systemic symptoms
Dry skin

Eczema

Erythema

Face oedema

Hair texture abnormal
Hyperhidrosis

Night sweats
Onychoclasis
Onycholysis
Palmar-plantar erythrodysaesthesia syndrome
Photosensitivity reaction
Pruritus

Psoriasis

Purpura

Rash

Rash generalised

Rash pruritic

Skin burning sensation
Skin disorder

Skin exfoliation

Skin hyperpigmentation
Skin odour abnormal
Skin reaction

Swelling face

Urticaria
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Vascular disorders

Cerebral haemorrhage

Flushing p1

Haematoma -
Haemorrhage 1
Hot flush :I
Hypertension |

Hypotension #
Orthostatic hypotension #i
Peripheral coldness 1
Pulmonary embolism
Raynaud's phenomenon
Vein disorder
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B Combinations with 0 cases in men B Combinations with 0 cases in women
Not significant W Women
HMen

Supplemental Figure 2. Overview of number of combinations per adverse drug reaction by System
Organ Class.



