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 ʬʩʸʴʠ2024  

ʤ/ʣʡʫʰ ʤ/ʠʴʥʸ 
 ̋ /ʧʷʥʸ  ʤ/ʣʡʫʰ ,  

 

 :ʯʫʣʥʲ ʭʩʠʡʤ ʭʩʸʩʹʫʺʤ ʬʹ ʠʴʥʸʬ ʯʥʬʲʤ ʩʫ ʭʫʲʩʣʥʤʬ ʩʰʩʸʤ   
 

ʥʨʥʠ ʯʩʬʥʨʮʥʱ ʢ ʬ'60   ʢ"ʮ  
ʥʨʥʠ ʯʩʬʥʨʮʥʱ ʢ ʬ'90   ʢ"ʮ  
ʥʨʥʠ ʯʩʬʥʨʮʥʱ ʢ ʬ'120   ʢ"ʮ  

 

Somatuline® Autogel® 60 mg 
Somatuline® Autogel® 90 mg 
Somatuline® Autogel® 120 mg 

Film-coated tablets 

 ʬפעי ʡיʫʸמ  :  
Lanreotide 

 

 ̋ ʥʸʹʥʠמ ʺʥיʥʥʺʤ  :   
Somatuline Autogel is indicated for: 

• The treatment of individuals with acromegaly when the circulating levels of 
Growth Hormone (GH) and/or Insulin-like Growth Factor-1 (IGF-1) remain 
abnormal after surgery and/or radiotherapy, or in patients who otherwise require 
medical treatment. The goal of treatment in acromegaly is to reduce GH and IGF-
1 levels and where possible to normalise these values. 

• The treatment of grade 1 and a subset of grade 2 (Ki67 index up to 10%) 
gastroenteropancreatic neuroendocrine tumours (GEP-NETs) of midgut, 
pancreatic or unknown origin where hindgut sites of origin have been excluded, in 
adult patients with unresectable locally advanced or metastatic disease (see 
section 5.1). 

• The treatment of symptoms associated with neuroendocrine (particularly 
carcinoid) tumours. 

 
 

 ʯʬʤʬʠʴʥʸʬ ʯʥʬʲʡ ʯʫʣʲʺʤʹ ʲʣʩʮʤ :  

 

4.4. Special warnings and precautions for use 
 

Pancreatic function: 

Pancreatic exocrine insufficiency (PEI) has been observed in some patients 

receiving lanreotide 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. 

 

 

 

 

 

 

 

 

 

https://www.medisonpharma.com/


 
 

 

Medison Pharma 

10 Hashiloach St., P.O.B 7090, Petach-Tikva 4917002 Israel 

Tel. +972.3.925.0250, Fax. +972.3.922.5740 

medisonpharma.com 

4.8. Undesirable effects 

System organ 

class  

Very 

common 

(≥1/10)  

Common (≥1/100 
to <1/10)  

Uncommon 

(≥1/1,000 to 
<1/100)  

Post-marketing 

safety 

experience 

(frequency not 

known)  

Metabolism and 

nutrition 

disorders  

 Hypoglycaemia, 

decreased 

appetite**, 

hyperglycaemia, 

diabetes mellitus 

  

Psychiatric 

disorders  

  Insomnia*  

Nervous system 

disorders  

 Dizziness, 

headache, 

lethargy** 

  

Cardiac 

disorders  

 Sinus bradycardia*   

Vascular 

disorders  

  Hot flushes*   

Gastrointestinal 

disorders  

Diarrhoea, 

loose stools*, 

abdominal 

pain  

Nausea, vomiting, 

constipation, 

flatulence, 

abdominal 

distension, 

abdominal 

discomfort*, 

dyspepsia, 

steatorrhoea**  

Faeces 

discoloured*  

 

Pancreatitis  

exocrine 

insufficiency, 

Pancreatitis 

 

[…] 
 

 ʡ ʯʫʣʲʺʤʹ ʲʣʩʮʤ ʯʬʤʬʬ ʯʥʬʲ ʯʫʸʶ  
 

 ʹימʥʸʺʡ ʹʥפʬʤ ʤפני  .2
 

 : ʬʥʴʩʨʤ ʪʬʤʮʡ ʭʠ ʧʷʥʸʬ ʥʠ ʠʴʥʸʬ ʸʴʱ 

•   ʬʷʹʮʡ ʤʣʩʸʩ ʥʠ ʯʨʡʡ ʺʥʧʩʴʰ ,ʭʩʬʥʹʬʹ ,ʺʩʰʮʥʹ ʤʠʥʶ ʪʬ ʹʩ ʭʠ  ʯʥʥʩʫʮʥʬʲ ʬʥʴʩʨʤʹ  ʲʩʴʹʤʬ ʬ
 ʺʹʸʴʤ ʬʲ  .ʯʥʦʮʤ ʬʥʫʩʲʡ ʭʩʡʸʥʲʮʤ ʡʬʡʬʤ ʩʮʩʦʰʠ 

 

 ʺʥפעʠʥʥʬ ʺʥי  .4
 )ʤʲʡʷʰ ʭʸʨ ʯʺʥʧʩʫʹʹ ʺʥʲʴʥʺ(  ʤʲʥʣʩ ʤʰʩʠ  ʯʺʥʧʩʫʹʹ ʩʠʥʥʬ ʺʥʲʴʥʺ 
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•  ʯʨʡʡ ʩʮʥʠʺʴʥ ʸʥʮʧ ʡʠʫʤʤʰʥʺʧʺ.  ʬʥʬʲ ʤʦ  ʡʬʡʬʤ ʺʷʬʣʬ ʯʮʩʱ ʺʥʩʤʬ 
 )ʱʩʨʩʨʠʩʸʷʰʴ( 

•  ,ʡʠʫ ,ʭʣʥʠ  ʺʹʥʧʺʺʥʧʩʴʰʥ ʭʥʧ  ʡ y ʺʠ   ʸʹʠ ʤʷʸʦʤʤ ́ ʩʢʸʤʬ ʩʥʹʲ ʭʩʬʦʥʰʡ ʠʬʮ  
 ʥʩʬʲ ʭʩʶʧʥʬ ʸʹʠʫ.   ʭʥʧ–   ʯʮʩʱ ʺʥʩʤʬ ʬʥʬʲ ʤʦʬ ɦ ʶʡʠ 

•  ʡʠʫʥ ʸʥʮʧ ʸʥʦʠʡ ʩʮʥʠʺʴʯʥʩʬʲ ʩʰʮʩʤ   ʡʠʫʤ ,ʯʨʡʤ ʬʹ ʩʦʫʸʮʤ ʥʠʬʥʬʲ    ʬʠ ʨʹʴʺʤʬ
 ,ʡʢʤ ʥʠ ʳʺʫʤʯʨʡʤ ʬʹ ʺʥʹʩʢʸ ,ʠʷʤ ,ʤʬʩʧʡʤ ʤʥʡʢ ʭʥʧʥ  ʯʮʩʱ ʺʥʩʤʬ ʬʥʬʲ ʤʦ .

 ʤʸʮʤ ʱʩʫ ʬʹ ʺʷʬʣʬ 

•   ,)ʺʡʤʶ( ʭʩʩʰʩʲʤʥ ʸʥʲʤ ʬʹ ʤʡʤʶʤ ,ʺʥʸʥʮʸʮʶ ,ʭʥʧ ,ʯʨʡʤ ʬʹ ʯʥʩʬʲ ʩʰʮʩʤ ʸʥʦʠʡ ʡʠʫ
 ʲʡʶʡ ʤʠʥʶ ,ʤʠʷʤ ,ʤʬʩʧʡ  ʺʷʬʣʬ ʭʩʰʮʩʱ ʺʥʩʤʬ ʭʩʬʥʬʲ ʥʬʠ .ʺʥʴʩʩʲ ,ʤʤʫ ʯʺʹ ,ʸʮʩʧ

ʬʹ   ʤʸʮʤ ʩʫʸʣ 

• ʬʤ ʩʮʩʦʰʠʡ ʤʣʩʸʩ ʥʩʫʮ .ʡʬʡʥʹ ʯʯʩʬʥʨʮʥʱ    ʡʬʡʬʤ ʩʮʩʦʰʠ ʬʹ ʸʥʸʧʹ ʬʲ ʲʩʴʹʤʬ ʩʥʹʲ
  ,ʯʥʦʮʤ ʬʥʫʩʲʡ ʭʩʡʸʥʲʮʤʤʬ ʭʩʩʥʹʲ ,ʭʩʬʥʹʬʹ ,ʺʩʰʮʥʹ ʤʠʥʶ ʬʹ ʭʩʰʩʮʱʺ ʲʩʴʥ  ʺʥʧʩʴʰ

 .ʬʷʹʮʡ ʤʣʩʸʩ ʥʠ ʯʨʡʡ 
 

 
 

 ,ʤʫʸʡʡ 

 ʮ"ʲʡ ʤʮʸʠʴ ʯʥʱʩʣʮ 
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