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Anaemia

Anaemia haemolytic autoimmune
Anaemia macrocytic

Bone marrow disorder

Bone marrow failure

Febrile neutropenia

Haemolytic anaemia

Haemorrhagic disorder
Hyperviscosity syndrome

Idiopathic thrombocytopenic purpura
Leukocytosis

Leukopenia

Lymphocytic infiltration

Neutropenia

Normochromic normocytic anaemia
Pancytopenia

Purpura non-thrombocytopenic
Thrombocytopenia 1
Thrombocytopenic purpura
Thrombotic microangiopathy
Angina unstable
Arrhythmia supraventricular
Atrial fibrillation

Atrial flutter
Atrioventricular block
Bundle branch block left
Cardiac failure

Cardiac failure congestive
Cardiogenic shock
Cardiovascular insufficiency
Coronary artery disease
Cyanosis

Left ventricular failure
Myocardial infarction
Myocarditis

Palpitations

Prinzmetal angina

Sinus bradycardia
Tachycardia 1
Ventricular dysfunction
Colour blindness
Cytogenetic abnormality
Cong Hydrocele

Klinefelter's syndrome
Porphyria

Ear disorder

Vertigo

Basedow's disease
Hyperprolactinaemia
Hyperthyroidism
Pituitary haemorrhage
Secondary hypogonadism
Thyroid cyst
Accommodation disorder
Amblyopia

Blindness

Blindness unilateral
Diplopia

Dry eye

Exophthalmos

Eye disorder

Eyelid oedema
Heterophoria

Blood

HIE[IN|DWININ|R PR IR R R R lw]

—
w

Card

= N G R N R N R D N S e R A N R e

—
w

Ear

Endo

=l L = = N = = = =l =l = = = = = = = = = L = L= D = = N L = = = = = = N = L = = = = = k= N = = = i =l =l L= =l = = =l L= = =1 L= 1% L
==l =l =l = =l =l = =l = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = = k= = = = =1 =1 =]

N E E N N E N N N R E N S LR R R E

1/9



o EUROPEAN MEDICINES AGENCY

Triptorelin
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Reaction SOC Reaction PT European European

Economic Economic Not
Area Area Specified Total

Eye

Iridocyclitis

Macular hole

Macular oedema

Myopia

Optic ischaemic neuropathy

Papilloedema

Retinal artery occlusion

Retinal detachment

Retinal haemorrhage

Retinal oedema

Retinal vein thrombosis

Sudden visual loss

Vision blurred

Visual acuity reduced

Visual acuity reduced transiently

Visual impairment

Gastr

Abdominal discomfort

Abdominal distension
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Abdominal pain
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[ury

Abdominal pain lower

—

Abdominal pain upper
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Ascites
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Constipation
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Diarrhoea
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Dyspepsia

Gastrointestinal disorder

Haematemesis

Ileal perforation

Intestinal infarction

Lip oedema
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Nausea
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Swollen tongue
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Tongue dry

Umbilical hernia
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Vomiting
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Asthenia
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Chest discomfort

Chest pain

12

Chills

Condition aggravated

Death

Death neonatal

Device failure

Disease progression
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Drug ineffective
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Drug interaction
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Effusion
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Face oedema
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Fatigue
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Feeling cold

Gait disturbance

Generalised oedema

Granuloma

Hyperpyrexia

Hyperthermia

Hypothermia

Influenza like illness

Injection site extravasation

Injection site haematoma

Injection site haemorrhage

Injection site induration

Injection site nerve damage

Injection site pain
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Injection site reaction

European
Economic

Triptorelin

Non
European
Economic

Area

Not
Specified

Total

Injection site swelling

Local reaction

Localised oedema

Malaise

Medical device complication

Oedema

Oedema peripheral

[y
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Pain

Product quality issue
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Pyrexia
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Sense of oppression

Swelling

Therapeutic response decreased

Hepat

Cholecystitis acute

Cholestasis

Deficiency of bile secretion

Drug-induced liver injury

Hepatic cirrhosis

Hepatic failure

Hepatic function abnormal

Hepatic steatosis

Hepatitis

Hepatitis cholestatic

Hepatitis fulminant

Hepatocellular injury

Hepatorenal syndrome

Hyperbilirubinaemia

Hypertransaminasaemia

Jaundice

Liver disorder
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Anaphylactic reaction
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Anaphylactic shock

N

Drug hypersensitivity

o

Hypersensitivity
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Kidney transplant rejection

Transplant rejection

Type I hypersensitivity

Infec

Abscess

Cellulitis

Herpes simplex

Infection
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Injection site abscess

1

o

—
o

Injection site cellulitis

Lip infection

Pelvic infection

Peritonitis

Pneumonia

Postoperative abscess

Sepsis

Upper respiratory tract infection

Inj&pP

Accidental overdose

Brain herniation

Drug administration error

Drug prescribing error

Facial bones fracture

Fall

Foetal exposure during pregnancy

Foot fracture

Fracture

Incorrect dose administered

Incorrect drug administration duration

Incorrect route of drug administration
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Intentional overdose

European
Economic

Area
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Triptorelin

Non
European
Economic

Area

Not
Specified Total

[y

Maternal exposure during pregnancy

-
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N
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Medication error

Overdose

Rib fracture

Spinal compression fracture

Spinal fracture

Underdose

Wrong drug administered

Wrong technique in drug usage process

Inv

Alanine aminotransferase increased

Aspartate aminotransferase increased

Bleeding time prolonged

Blood alkaline phosphatase increased

Blood bilirubin increased

Blood creatine phosphokinase increased

Blood phosphorus increased

Blood pressure decreased

Blood pressure increased

Blood testosterone increased

Blood thyroid stimulating hormone increased

Blood viscosity increased

Body temperature increased

Bone density decreased

Breath sounds abnormal

Ejection fraction decreased

Electrocardiogram QT prolonged

Free prostate-specific antigen increased

General physical condition abnormal

Grip strength decreased

Haematocrit increased

Heart rate decreased

Hepatic enzyme increased

Investigation abnormal

Laboratory test abnormal

Liver function test abnormal

Oestradiol increased

Oxygen saturation decreased

Prostatic specific antigen increased

Red blood cell count decreased

Transaminases increased

Weight decreased

Weight increased

Metab

Cachexia

Cell death

Decreased appetite

Dehydration

Diabetes mellitus

Feeding disorder

Hypercholesterolaemia

Hyperkalaemia

Hyperlipidaemia

Hypertriglyceridaemia

Hypoalbuminaemia

Hypoglycaemia

Hypokalaemia

Hyponatraemia

Hypophagia
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Arthralgia
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Arthritis

Back pain

Bone formation decreased

Bone pain
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Reaction SOC Reaction PT European European

Economic Economic Not
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Epiphysiolysis

Fasciitis

Fibromyalgia

Foot deformity
Intervertebral disc protrusion
Joint stiffness

Joint swelling

Mobility decreased

Muscle atrophy

Muscle spasms

Muscular weakness
Musculoskeletal pain
Musculoskeletal stiffness
Myalgia

Myopathy

Neck pain

Osteoarthritis
Osteoarthropathy
Osteonecrosis

Osteopenia

Osteoporosis

Pain in extremity
Polyarthritis
Rhabdomyolysis

Soft tissue mass

Synovitis

Systemic lupus erythematosus
Tendonitis

Trigger finger

Acute myeloid leukaemia
Benign ovarian tumour
Brain neoplasm

Breast cancer

Breast cancer male
Contralateral breast cancer
Craniopharyngioma
Endometrial cancer
Ewing's sarcoma

Hepatic neoplasm

Hepatic neoplasm malignant
Hepatoblastoma
Leukaemia

Malignant neoplasm progression
Metastases to bone
Metastasis
Myeloproliferative disorder
Neoplasm malignant
Ovarian cancer

Pancreatic carcinoma metastatic
Phyllodes tumour

Pituitary tumour

Prostate cancer

Prostate cancer metastatic
Uterine cancer

Uterine leiomyosarcoma
Aphasia

Ataxia

Benign intracranial hypertension
Burning sensation

Carotid artery thrombosis
Carpal tunnel syndrome
Cerebellar syndrome
Cerebral haematoma

Musc
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Not
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Cerebral haemorrhage 1 1
Cerebral ischaemia 1 1
Cerebral thrombosis 2 2
Cerebrovascular accident 6 10
Cervical root pain 1 1
Coma 1 1
Convulsion 0 2
Dementia 6 6
Depressed level of consciousness 2 2
Dizziness 8 10
Dysgeusia 1 2
Epilepsy 1 1
Grand mal convulsion 2 2
Headache 32 35
Hemianopia heteronymous

Hemiparesis

Hemiplegia

Hepatic encephalopathy

Hypoaesthesia

Hypotonia

Intracranial pressure increased

Lethargy

Loss of consciousness

Migraine

Monoplegia

Movement disorder

Myasthenic syndrome

Neuralgia

Occipital neuralgia

Optic neuritis

Paraesthesia

Peripheral sensory neuropathy

Presyncope

Quadriparesis

Sciatica

Sensorimotor disorder

Sensory loss

Somnolence

Speech disorder

Status epilepticus

Syncope

Thalamic infarction

Transient ischaemic attack

Tremor

Visual field defect

Preg

Abortion
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Abortion spontaneous
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Ectopic pregnancy

Habitual abortion

Normal newborn

Pregnancy

Premature labour
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Unintended pregnancy

1
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Aggression

Anxiety

Confusional state

Delusion

Depressed mood
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Depression

13

Disorientation

Disturbance in sexual arousal

Emotional disorder

Emotional distress
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Generalised anxiety disorder
Psych Insomnia

Major depression

Mood altered

Mood swings

Negative thoughts
Obsessive-compulsive disorder
Psychological factor affecting medical condition
Psychomotor retardation
Psychotic disorder

Sleep disorder

Suicidal ideation

Suicide attempt

Choluria

Haematuria

Microalbuminuria

Oliguria

Proteinuria

Renal artery thrombosis

Renal failure

Renal failure acute

Renal impairment

Urinary incontinence
Amenorrhoea

Breast enlargement

Breast tenderness

Cervical discharge
Endometriosis

Erectile dysfunction
Gynaecomastia

Menorrhagia

Menstrual disorder
Metrorrhagia

Ovarian disorder

Ovarian enlargement

Ovarian haemorrhage

Repro Ovarian hyperfunction

Ovarian hyperstimulation syndrome
Ovarian torsion

Pelvic fluid collection

Pelvic pain

Penile size reduced

Penis disorder

Testicular disorder

Testicular swelling

Uterine haemorrhage

Vaginal haemorrhage

Vulval oedema

Vulvovaginal dryness
Vulvovaginal pruritus

Acute pulmonary oedema
Alveolitis allergic

Asthma

Bronchospasm

Cough

Dyspnoea 2
Hydrothorax
Hyperventilation
Hypoventilation
Idiopathic pneumonia syndrome
Resp Interstitial lung disease
Laryngeal oedema
Nasal congestion

Renal
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Oropharyngeal pain

European
Economic
Area

Triptorelin

Non
European
Economic Not

Area Specified Total

Orthopnoea

Pleural effusion

Pleurisy

Pneumothorax

Pulmonary embolism

Pulmonary oedema

Respiratory failure

Skin

Acute febrile neutrophilic dermatosis

Alopecia

Angioedema

Blister

Dermatitis allergic

Dermatitis bullous

Ecchymosis

Eczema

Eczema nummular

Erythema

Erythema multiforme

Erythema nodosum

Erythrodermic psoriasis

Generalised erythema

Henoch-Schonlein purpura
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Hyperhidrosis
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Leukocytoclastic vasculitis

Macule

Pain of skin

Papule

Petechiae

Photosensitivity reaction

Pruritus

[ary

Pruritus generalised

Psoriasis

Purpura
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Rash
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Rash erythematous

Rash generalised

Rash pruritic

Skin necrosis

Skin reaction

Subcutaneous nodule

Sweat gland disorder

Telangiectasia
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Surg

Abdominal cavity drainage

Abortion induced

Hospitalisation

Off label use

Tumour excision

Vascular operation

Vasc

Aortic stenosis

Circulatory collapse

Deep vein thrombosis

Flushing

Granulomatosis with polyangiitis

Haematoma
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Hypertension
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Hypertensive crisis

Hypotension

Jugular vein thrombosis

Orthostatic hypotension

Pallor
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Triptorelin
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Economic Economic Not
Area Area Specified Total
Phlebitis 1 0 0 1
Shock 0 1 0 1
Thrombophlebitis 1 0 0 1
Thrombosis 3 0 0 3
Vasculitis 2 0 0 2
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