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SUNITINIB (AS MALATE) 12.5 mg; SUNITINIB (AS MALATE) 25 mg; SUNITINIB (AS MALATE) 50
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Sutent is indicated for the treatment of gastrointestinal stromal tumor after disease progression on
or intolerance to imatinib mesylate.
Sutent is indicated for the treatment of advanced renal cell carcinoma.
Treatment of unresectable or metastatic, well differentiated pancreatic neuroendocrine tumours
(pNET) with disease progression.

4.4 Special warnings and precautions for use

Hyperammonaemic encephalopathy
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Hyperammonaemic encephalopathy has been observed with sunitinib (see section 4.8). In patients who
develop unexplained lethargy or changes in mental status, ammonia level should be measured and
appropriate clinical management should be initiated.

4.8 Undesirable effects

Tabulated list of adverse reactions

Adverse reactions that were reported in GIST, MRCC, and pNET patients in a pooled dataset of

7,115 patients are listed below, by system organ class, frequency and grade of severity (NCI-CTCAE).
Post-marketing adverse reactions identified in clinical studies are also included. Within each frequency
grouping, undesirable effects are presented in order of decreasing seriousness.

Frequencies are defined as: very common (=1/10), common (=1/100 to <1/10), uncommon (=1/1,000 to
<1/100), rare (=1/10,000 to <1/1,000), very rare (<1/10,000), not known (cannot be estimated from the

available data).

System organ  |Very common |Common Uncommon Rare Not known|
class
Nervous system|Dizziness Neuropathy Cerebral Posterior Hyperammonaemic
disorders Headache peripheral haemorrhage” reversible encephalopathy
Taste disturbance! [Paraesthesia Cerebrovascular |encephalopath
Hypoaesthesia accident” y syndrome”
Hyperaesthesia  [Transient

ischaemic attack
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