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Sandostatin® 0.05mg/ml , solution for injection/ infusion
1N /apata? nomn, 7"n /2"n 0.05 j'vvoimo

Sandostatin® 0.1mg/ml , solution for injection/ infusion
MY /Apata? nomn, 7"'n /2"n 0.1 jruvoimo

Sandostatin® 0.5mg/ml , solution for injection/ infusion
My /apata? no'nn, "n /2"n 0.5 rovoimo

JITIAW D'WIONIN W RONT [17V1 DIXT |17V |1DTY 7V VTN Nwpan n"ya YRW' 0'00an nnan
2021 "anx¥Ta 1OTIY DIX71 X9N7 0117Vn
A'WONN 17V 1Y7 W X YT DN (12T 1IYXIAY D117V D'V DTI'WN D'0DI9N IT Ny TN

:DIYNMN 7027 N9 T2V 0109 TN 07277 NI NINMNAN TV MNKAY NIDINNN 1aXN2 D017 IN7wW1 DII7Vn
212X N, 7126 T'n ,6 yarn DXIN ,n"va 7Rw 0'vnan

'WOIND NIMIND
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

Pancreatic function

Pancreatic exocrine insufficiency (PEI) has been observed in some patients receiving
octreotide therapy for gastroenteropancreatic neuroendocrine tumours. Symptoms of PEI can

include steatorrhea, loose stools, abdominal bloating and weight loss. Screening and
appropriate treatment for PEI according to clinical guidelines should be considered in

symptomatic patients.

4.8 Undesirable effects

Tabulated list of adverse reactions

The following adverse drug reactions, listed in Table 1, have been accumulated from clinical
studies with octreotide:

Adverse drug reactions (Table 1) are ranked under heading of frequency, the most frequent
first, using the following convention: very common (> 1/10); common (> 1/100, < 1/10);
uncommon (> 1/1,000, <<-1/100); rare (> 1/10,000, <=1/1,000) very rare (< 1/10,000),
including isolated reports. ~-Within each frequency grouping, adverse reactions are ranked in
order of decreasing seriousness.
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The following information is intended for health-care professionals only:
* Intravenous infusion (for health-care professionals)

Inspect the medicinal product visually for discoloration and particulate matter prior to administration.
Do not use it if you see anyth.ing unusual For int1 avenous mfusion dilutc the product prior to

Eﬁl-liﬂaﬂﬁ—bﬂ—ﬂ&ed—ﬁﬂﬂiﬂf—ﬂiﬁﬂ-é&ﬁﬁ’e&e The dlluted solutmns are ph}rsma]ly and chcﬂucall}f stablc for at
least 24 hours below 25°C. From a microbiological point of view, the diluted solution should be used

mmmediately. If not used mmmediately. in-use storage times and conditions prior to use are the
responsibility of the user.
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	0.1 מ"ג אוקטראוטיד/  octreotide 0.1 mg        0.5 מ"ג אוקטראוטיד/  octreotide 0.5 mg
	המידע הבא מיועד לאנשי הצוות הרפואי בלבד:

