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Sandostatin® 0.05mg/ml , solution for injection/ infusion
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Sandostatin® 0.1mg/ml , solution for injection/ infusion
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Sandostatin® 0.5mg/ml , solution for injection/ infusion
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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

Cardiovascular related events

Atrioventricular blocks (including complete atrioventricular block) were reported in patients receiving high
doses of continuous infusion (100 micrograms/hour) and in patients receiving bolus octreotide
intravenously (50 micrograms bolus followed by 50 micrograms/hour continuous infusion). The maximum
dose of 50 microgram/hour should therefore not be exceeded (see section 4.2). Patients who receive high
doses of intravenous octreotide should be kept under appropriate cardiac monitoring.

4.5 Interactions with other medicinal products and other forms of interaction

Concomitant use with radioactive somatostatin analogues

Somatostatin and its analogues such as octreotide competitively bind to somatostatin receptors and may
interfere with the efficacy of radioactive somatostatin analogues.

The administration of Sandostatin should be avoided for 24 hours prior to the administration of
lutetium (177Lu) oxodotreotide, a radiopharmaceutical binding to somatostatin receptors.

4.8 Overdose

A limited number of accidental overdoses of Sandostatin in adults and children have been reported. In
adults, the doses ranged from 2,400-6,000 micrograms/day administered by continuous infusion (100-250
micrograms/hour) or subcutaneously (1,500 micrograms three times a day). The adverse events reported
were arrhythmia, hypotension, cardiac arrest, brain hypoxia, pancreatitis, hepatic steatosis, diarrhoea,
weakness, lethargy, weight loss, hepatomegaly, and lactic acidosis. Atrioventricular blocks (including
complete atrioventricular block) were reported in patients receiving 100 micrograms/hour of continuous
infusion and/or bolus octreotide intravenously (50 micrograms bolus followed by 50 micrograms/hour
continuous infusion).

6.6.  Special precautions for disposal and other handling
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Intravenous infusion

Parenteral drug products should be inspected visually for discoloration and particulate matter prior to
administration. For intravenous infusion dilute the product prior to administration Sandostatin (octreotide)
is phy3|cally and chemlcally stable for 24 hours in sterlle phy5|olog|cal sallne solutlonsepsteme—selunens

phy5|cally and chemlcal Iy stable for at Ieast 24 hours below 25 C.
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