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Sandostatin® 0.05mg/ml , solution for injection/ infusion
MYy /apata? non, 7"'n 2"n 0.05 jruvoimo

Sandostatin® 0.1mg/ml , solution for injection/ infusion
"N /agata7 nomn, 7''n /a"n 0.1 jrovoimo

Sandostatin® 0.5mg/ml , solution for injection/ infusion
"N /agata? nomn, 7''n /a"n 0.5 jrovoimo
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Prevention of complications following pancreatic surgery.

Symptomatic control and reduction of GH and IGF-1plasma levels in patients with acromegaly who
are inadequately controlled by surgery or radiotherapy. Sandostatin treatment is also indicated for
acromegalic patients unfit or unwilling to undergo surgery or in the interim period until radiotherapy
becomes fully effective.

Relief of symptoms associated with functional gastroenteropancreatic endocrine tumours:

- Carcinoid tumours with features of the carcinoid syndrome

- VIPomas

- Glucagonomas

- Gastrinomas / zollinger-Ellison syndrome usually in conjunction with proton pump inhibitors or H2-
antagonist therapy

- Insulinomas for pre-operative control of hypoglycaemia and for maintenance therapy

- GRFomas.

Sandostatin is not an antitumour therapy and is not curative in these patients.

Emergency management of bleeding gastro-oesophageal varices secondary to cirrhosis in
combination with specific therapy such as endoscopic sclerotherapy.
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4.4 Special warnings and precautions for use

Gallbladder and related events

Cholelithiasis is a very common event during Sandostatin treatment and may be associated with cholecystitis
and biliary duct dilatation (see section 4.8). Additionally, cases of cholangitis have been reported as a
complication of cholelithiasis in patients taking Sandostatin in the post-marketing setting. Ultrasonic
examination of the gallbladder before, and at about 6- to 12-month intervals during Sandostatin therapy is
therefore recommended.
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