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Tasigna 150 mg and 200 mg are indicated for:
Treatment of adult patients with newly diagnosed Philadelphia chromosome positive chronic
myelogenous leukemia in chronic phase.

Tasigna 200 mg only is indicated for:

Treatment of Philadelphia chromosome positive chronic myeloid leukaemia (Ph+ CML) in chronic or
accelerated phase in patients resistant to or experiencing significant toxicity during treatment with
imatinib.
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Undesirable effects

Adverse drug reactions in-adult patients-in-Tasigna-elinical studies(<5%-of-all

Infections and infestations

Very common upper respiratory tract infection (including pharyngitis, nasopharyngitis,
rhinitis)

Common: Folliculitis, upperrespiratory-tract-infection-(including pharvngitis.
nasepharyngitis;rhinitis), bronchitis, candidiasis (including oral candidiasis)
pneumonia, gastroenteritis , Urinary tract infection,

Uncommon: e e e el el L T VTS
infection, candidiasis_(candida infection)-fnehidins-oral-candidiasts) anal
abscess, furuncle, sepsis, subcutaneous abscess, tinea pedis

NG{—kHGWH—Z :'A, S ~ q g oY=V I . . Fay-verd a3 M v

Rare hepatitis B reactivation

Neoplasms benign, m:

a

lignant and unspecified (including cysts and polyps)

CemmenUncommon: | Skin papilloma

Netknown:Rare: Oral papilloma, paraproteinaemia

Blood and lymphatic system disorders

Very common: Anaemia, thrombocytopenia,

Common: Leukopenia, leukocytosis, eesinephitia;febrile-neutropenia;-paneytopenia;
}ymphepenia, thrombocythaemia

Uncommon: TFhrombeeythaemiateukoeytosisEosinophilia, febrile neutropenia
lymphopenia, pancytopenia

Immune system disorders

Not Hypersensitivity

knewsa:Uncommon:

Endocrine disorders

Common: Hypothyroidism

Uncommon: Hyperthyroidism, hypethyreidism

Netknewn:Rare: Hyperparathyroidism secondary, thyroiditis

Metabolism and nutrition disorders

Very-common:

d &4
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Common:

Electrolyte imbalance (including hypomagnesaemia, hyperkalaemia,
hypokalaemia, hyponatraemia, deereased-appetite-hypocalcaemia,
hypercalcaemia, hyperphosphataemia), diabetes mellitus, hyperglycaemia,
hypercholesterolaemia, hyperlipidaemia, hypertriglyceridaemia decreased
appetite, hypophosphataemia (including blood phosphorus decreased), gout,
Hyperuricaemia.

Uncommon:

Dehydration, increased appetite, gout-dyslipidaemia, hypoglycaemia

Notknown:Rare:

Hyperuricaemia; hypoglyeaemia;-appetite disorder, tumour lysis syndrome

Psychiatric disorders

Common:

Depression, insomnia, anxiety

Uncommon

Amnesia, confusional state, disorientation
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Notknown:Rare:

| Disoricntation. conlusional state. amnesia. dysphoria

Nervous system disord

ers

Very common:

Headache

Common:

Dizziness, peripheralneurepathy-hypoaesthesia, paraesthesia, migraine

Uncommon:

Cerebrovascular accident . fintracranial/cerebral haemorrhage, ischaemic
stroke, transient ischaemic attack, cerebral infarction, migraine, loss of
consciousness (including syncope), tremor, disturbance in attention,
hyperaesthesia, dysaesthesia, lethargy, peripheral neuropathy. restless legs
syndrome, facial paralysis

Notknown:Rare:

Cerebrovaseular-aceident, brain-Brain oedema, optic neuritis, lethargy;
dysaesthesia; restless-legs-syndrome;-basilar artery stenosis

Eye disorders

Common:

eoenjunetivitisConjunctivitis, dry eye (including xerophthalmia), eye irritation
hyperaemia (scleral, conjunctival, ocular), vision blurred

Uncommon:

Visual impairment, visien-bharredconjunctival haemorrhage, visual acuity

reduced, eyelid oedema, blepharitis, photopsia, hyperaemiafseleral;
conjunetival-ocular)-eye-irritation conjunctivitis allergic, diplopia, eye

haemorrhage, eye pain, eye pruritus, eye swelling, ocular surface disease
periorbital oedema, photophobia

Netknown:Rare:

Papllloedema chorloretmopathy,
bl
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Ear and labyrinth dis

orders

Common:

Vertigo, ear pain, tinnitus

Net
known:Uncommon:

Hearing impaired (hypoacusis); ear-pain;-tinnitus

Cardiac disorders

Common:

Angina pectoris, arrhythmia (including atroventricular block, cardiac flutter,
extrasystoles, tachycardia, atrial fibrillation, ventricular extrasystoles,
bradycardia), palpitations, electrocardiogram QT prolonged, eardiae-failure®,

myoeardial-infaretion coronary artery disease

Uncommon: Myocardial infarction, cardiac failure, Coronary-artery-disease; cardiac
murmur, pericardial effusion, diastolic dysfunction, left bundle branch block.
evanesis pericarditis

Rare: Cyanosis, ejection fraction decreased

Not known: Ventricular dysfunction, pericarditis;-ejectionfraction-deereased;-diastolie

dysfunctionleft-bundle branch-bloek

Vascular disorders

Common:

Hypertension, flushing, peripheral-artery-stenesis peripheral arterial occlusive
disease

Uncommon: Hypertensive crisis, 5 sease; intermittent
claudication, peripheral artery stenosis, aﬁer—l—al—%eneas—hmb—haematoma
arteriosclerosis, hypotension, thrombosis

Notknown:Rare: Shock haemorrhagic, hypetensionsthrembesis_ arterial stenosis limb

Respiratory, thoracic

and mediastinal disorders

Very common:

Cough

Common: Dyspnoea, dyspnoea exertional, epistaxis,-cough;-dysphonia oropharyngeal
pain
Uncommon: Pulmonary oedema, pleural effusion, interstitial lung disease, pleuritic pain,
pleurisy, pharyngelaryngeal pain;-throat irritation, dysphonia, Pulmonary
hypertension, wheezing
: - o— -
Rare: Pharyngolaryngeal pain
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Gastrointestinal disorders

Very common

Nausea, upper abdominal pain, constipation, diarrhoea, vomiting

Common:

Pancreatitis, abdominal discomfort, abdominal distension, dysgeusia;

flatulence, abdominal pain, dyspepsia, gastritis, gastroesophageal reflux
haemorrhoids, stomatitis

Uncommon:

Gastrointestinal haemorrhage, melaena, mouth ulceration, sastroesephaseal
refhe-stomatitis; oesophageal pain, dry mouth, gastritis;-sensitivity of teeth
(hyperaesthesia teeth), dysgeusia, enterocolitis, gastric ulcer, gingivitis, hiatug
hernia, rectal haemorrhage

Notknown:Rare:

Gastrointestinal ulcer perforation, retroperitoneal haemorrhage, haematemesig,
gas%Heualc—ekoesophagltls ulcerative, subileus, enterocolitis; haemorrhoids;

reetal haemorthas
,7 Fectarnachorna

oot
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Hepatobiliary disorders

Very common:

Hyperbilirubinaemia (including blood bilirubin increased)

Common: Hepatic function abnormal
Uncommon: Hepatotoxicity, toxic hepatitis, jaundice, cholestasis, hepatomegaly
Notknown: Cholestasis oaly

SRO1E5tasts; u\,yulvu;\, ary

Skin and subcutaneous tissue disorders

Very common:

Rash, pruritus, alopecia |

Common:

Night sweats, eczema, urticaria, erythema, hyperhidrosis, contusion, acne,
dermatitis (including allergic, exfoliative and acneiform), dry skin

Uncommon:

Exfoliative rash, drug eruption, skin pain, ecchymosis, swelling face, blister,

dermal cysts, erythema nodosum, hyperkeratosis, petechiae, photosensitivity,
psoriasis, skin discolouration, skin exfoliation, skin hyperpigmentation, skin

hypertrophy, skin ulcer.

Neotknown:Rare:

Erythema multiforme, erythema nodesum;-skinuleer;-palmar-plantar

erythrodysaesthesia syndrome, petechiae, photosensitivity;blister-dermal
c—ys%&sebaceous hyperplasm skm atrophy, skin-discolouration. skin

5 5 5 5

L

Musculoskeletal and connective tissue disorders

Very common:

Moyalgia, arthralgia, back pain, pain in extremity

Common: Musculoskeletal chest pain, musculoskeletal pain, backpainflank-pain;neck
pain, muscular weakness, muscle spasms. bone pain
Uncommon: Musculoskeletal stiffness, joint swelling, arthritis, flank pain

Renal and urinary disorders

Common: Pollakiuria, renal-failure® dysuria

Uncommon: Dysuria;-mieturition-Micturition urgency, nocturia, chromaturia, haematuria,
renal failure, urinary incontinence

Not known: Haematuria, urinary- incontinenee; chromaturia

Reproductive system

and breast disorders

Common

Erectile dysfunction, menorrhagia

Uncommon:

Breast pain, gynaecomastia, ereetile-dysfunetion nipple swelling

Notknown:Rare:

Breast induration, menerthagia; nipple-swelling

General disorders and administration site conditions

Very common

Fatigue, pyrexia

Common: Chest pain (including non-cardiac chest pain), pain, pyrexia, chest discomfort|
malaise, asthenia and oedema peripheral, chills, influenza-like illness
Uncommon: Face oedema, gravitational oedema, influenza-tike-ilness;ehills;-feeling bodyf
temperature change (including feeling hot, feeling cold), localised oedema
Rare: Sudden death
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Investigations

Very common:

Alanine aminotransferase increased, as

lipase mcreased k-pepfetem—ehele%eml—émel&dmﬁevwdeﬂ&%d—kﬁgh

d PEETAY e 1 tatal chalact, 1 1 hlood-tricls rid d
aenstty Hncreasea; total-cnotesterorecreasea,orooatrigrycertaesmereasea

Common:

Haemoglobin decreased, blood amylase increased, aspartate aminotransferase
increased. blood alkaline phosphatase increased, gamma-glutamyltransferase
increased, blood creatinine phosphokinase increased, weight decreased,

weight increased, bleod-insulin-inereased;globulins-deereased elevated

creatinine, total cholesterol increased

Uncommon:

Blood lactate dehydrogenase increased, bleed-ghicose-deereased-blood urea
increased, blood bilirubin unconjugated increased, blood parathyroid hormon:
increased, blood triglycerides increased, globulins decreased, lipoprotein
cholesterol (including low density and high density) increased, troponin
increased

Notknown:Rare

;- blood-bilirubin-unconjugated-nercased;-Blood elucose

decreased, blood 1nsu11n decreased, blood insulin increased, insulin C-peptide
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