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SUNITINIB (AS MALATE) 12.5 mg; SUNITINIB (AS MALATE) 25 mg; SUNITINIB (AS MALATE) 50 mg

Indicated for:

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
(pPNET) with disease progression.
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4.4 Special warnings and precautions for use

AORTIC ANEURYSMS AND DISSECTIONS

Cases of aortic aneurysm and/or dissection (including fatal outcome) have been reported. Before initiating
sunitinib therapy, this risk should be carefully considered in patients with risk factors such as hypertension or
history of aneurysm.

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).

Table 1. Adverse reactions reported in clinical trials
System organ class |Very common Common Uncommon Rare Not known
Vascular disorders [Hypertension Deep vein thrombosis  [Tumour Aortic
Hot flush haemorrhage” aneurysms
Flushing and
dissections”




System organ class |Very common Common Uncommon Rare Not known

Gastrointestinal Stomatitis® Gastro-oesophageal Gastrointestinal
disorders Abdominal pain® reflux disease perforation®”
\Vomiting Dysphagia Pancreatitis
Diarrhoea Gastrointestinal Anal fistula
Dyspepsia haemorrhage” Colitis'
Nausea Oesophagitis”
Constipation Abdominal distension

Abdominal discomfort
Rectal haemorrhage
Gingival bleeding
Mouth ulceration
Proctalgia

Cheilitis
Haemorrhoids
Glossodynia

Oral pain

Dry mouth
Flatulence

Oral discomfort
Eructation

Including fatal events.
The following terms have been combined:
°  Stomatitis and aphtous stomatitis.
P Abdominal pain, abdominal pain lower, and abdominal pain upper.
9 Gastrointestinal perforation and intestinal perforation.
" Colitis and colitis ischaemic.
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https://www.old.health.gov.il/units/pharmacy/trufot/index.asp?safa=h
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