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 ʤ/ʣʡʫʰ ʤ/ʠʴʥʸ 
ʺ/ʧʷʥʸ ʤ/ʣʡʫʰ, 

ʯʥʬʲʤ ʯʥʫʣʲ ʬʲ ʭʫʲʩʣʥʤʬ ʩʰʩʸʤ –  ʤʸʮʧʤ- ʬʹ ʸʩʹʫʺʤ:  

 
 

 y ʶʥʮʤ ʭʹ 
 

FINTEPLA 

ORAL SOLUTION  
 

ʬʩʲʴ ʡʩʫʸʮ : Fenfluramine 2.2 mg /ml 
 

 ʺʥʸʮʧʤ ʭʩʥʥʤʮʤ ʠʴʥʸʬ ʯʥʬʲʡ ʭʩʰʥʫʣʲʤ ʯʬʤʬ- :)ʡʥʤʶʡ ʭʩʰʮʥʱʮ( 

  ʩʠʥʥʬ ʺʲʴʥʺ ʤʴʱʥʰ  pulmonary arterial hypertension  - Not-Known frequency 

ʹ ʥʰʫʣʥʲ .ʥʧʥʥʣ ʸʡʫʹ ʩʠʥʥʬ ʺʥʲʴʥʺ ʬʹ ʺʥʩʥʧʩʫ 

4.4  Special warnings and precautions for use 

With past use in higher doses to treat adult obesity, fenfluramine was reported to be associated with   pulmonary 

arterial hypertension. Pulmonary arterial hypertension was not observed in the clinical programme, but post-

marketing data show that it can also occur with doses used to treat epilepsy (see section 4.8) 

 

4.8 Undesirable effects 

Tabulated list of adverse reactions 

marketing -and from postcontrolled clinical studies -Adverse reactions reported with fenfluramine in placebo

are listed in the table below by System Organ Class and frequency. Frequencies are defined as very  surveillance

 or not known (cannot be estimated from the available data).common (≥1/10) or common (≥1/100 to <1/10)  

 

Table 3: Adverse reactions for Dravet Syndrome 

MedDRA System Organ 

Class  

Very common  Common  Not known 

Infections and infestations  Upper respiratory tract 

infection 

Bronchitis  

Metabolism and nutrition 

disorders  

Decreased appetite     

Psychiatric disorders    Abnormal behaviour 

Aggression  

Agitation  

Insomnia  

Mood swings 

 

Nervous system disorders  Somnolence  

 

Ataxia 

Hypotonia 

Lethargy 

Seizure 

Status epilepticus 

Tremor 
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Respiratory, thoracic and 

mediastinal disorders 

  Pulmonary arterial 

hypertension 

Gastrointestinal disorders  Diarrhoea  

 

Constipation 

Salivary Hypersecretion 

 

General disorders and 

administration site 

conditions  

Pyrexia  

Fatigue  

  

Investigations  Blood glucose decreased 

Echocardiogram abnormal   *  

(trace regurgitation) 

Weight decreased 

Blood prolactin increased 

 

* Consisted of trace and mild mitral regurgitation, and trace aortic regurgitation, which are considered physiologic. 

Table 4: Adverse reactions for Lennox-Gastaut Syndrome 

MedDRA System Organ Class Very common Common 

Infections and infestations Upper respiratory tract infection Bronchitis 

Influenza 

Pneumonia 

Otitis Media 

Metabolism and nutrition 

disorders 

Decreased appetite  

Psychiatric disorders  Aggression 

 

Echocardiographic safety assessments 

… Pulmonary arterial hypertension in a child associated with fenfluramine (10.12 mg/day) for Dravet syndrome has 

been reported post-marketing. The patient discontinued fenfluramine and the reaction resolved post-

discontinuation (see section 4.4). 

 

 

 
 :)ʡʥʤʶʡ ʭʩʰʮʥʱʮ( ʺʥʸʮʧʤ ʭʩʥʥʤʮʤ ʯʫʸʶʬ ʯʥʬʲʡ ʭʩʰʥʫʣʲʤ ʯʬʤʬ 

  ʩʠʥʥʬ ʺʲʴʥʺ ʤʴʱʥʰ  pulmonary arterial hypertension  - Not-Known frequency 

 .ʥʧʥʥʣ ʸʡʫʹ ʩʠʥʥʬ ʺʥʲʴʥʺ ʬʹ ʺʥʩʥʧʩʫʹ ʥʰʫʣʥʲ 

 
:ʺʥʴʱʥʰ ʩʠʥʥʬ ʺʥʲʴʥʺ 

 
ʺʰʥʮʱʺ  ʤʥʥʸʣ 

 
 ʣʥʠʮ ʺʥʧʩʫʹ ʩʠʥʥʬ ʺʥʲʴʥʺ ʺʥʲʩʴʥʮʤ ʺʥʲʴʥʺ( ʸʺʥʩʡʡ ʣʧʠ ʬʴʥʨʮʮ-10 ) 

• ….. 
• ʤʣʩʸʩ   ʯʥʡʠʩʺ 
• …… 

 ʺʥʧʩʫʹ ʩʠʥʥʬ ʺʥʲʴʥʺʡ ʣʧʠ ʬʴʥʨʮʡ ʺʥʲʩʴʥʮʤ ʺʥʲʴʥʺ(-10 ) 
•  ʨʩʫʰʥʸʡ ɦ ʩ 
•  ʤʢʩʸʧ ʺʥʢʤʰʺʤ 
• ʭʩʩʥʰʩʹ ʭʩʸʩʤʮ ʡʶʮʡ ʧʥʸʤ 

http://www.medisonpharma.com/


 

 

 

 

Medison Pharma Ltd. 

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

Tel. +972. 3. 925. 0250, Fax. +972. 3. 922. 5740 

medisonpharma.com 

•  ̋ ʥʰʴʷʥʺ 
• ʩʠ- ʨʷʹ 
• ʩʣʥʣʰ  ʤʰʩʹ 
•  ʭʩʩʬʢʸ ʥʠ ʺʥʲʥʸʦ ,ʭʩʩʣʩʡ ʣʲʸ 
• ʺʥʩʲʡ ʤʩʶʠʰʩʣʸʥʷʡ ʬʹ ʺʥʲʥʰʺ ,ʤʫʩʬʤ ʩʥʥʩʹʥ  ʬʷʹʮ 
• ʤʣʩʸʩ ʱʥʰʥʨʡ  ʭʩʸʩʸʹ 
•  ʭʩʱʥʫʸʴ 
•  ʮʮ ʭʩʱʥʫʸʴʥ )ʱʥʷʩʨʴʬʩʴʠ ʱʥʨʨʱ( ʭʩʫʹ 
•  ̋ ʥʴʩʩʲ 
•  ʬʷʹʮʡ ʤʣʩʸʩ 
•  ̋ ʥʸʩʶʲ 
• ʺʹʸʴʤ ʷʥʸ  ̋ ʸʡʢʥʮ 
• ʺʮʸ ʯʩʨʷʬʥʸʴ ʺʸʡʢʥʮ  
 

ʺʥʲʴʥʺ  ʩʠʥʥʬ ʺʥʧʩʫʹʡ ʠʬ ʤʲʥʣʩ  )ʭʩʰʩʮʦʤ ʭʩʰʥʺʰʤʮ ʤʫʸʲʤʬ ʺʰʺʩʰ ʠʬ ʺʥʧʩʫʹ ( 

• ʸʺʩ  ɻ ʧʬ ʭʣ  ʩʺʠʩʸ ʩʷʸʥʲ )PAH  ) 
 

ʺʰʥʮʱʺ ʱʷʥʰʬ-ʥʨʱʢ 

ʺʥʲʴʥʺ  ʩʠʥʥʬ ʺʥʧʩʫʹ ʣʥʠʮ (ʺʥʲʴʥʺ ʺʥʲʩʴʥʮʤ ʸʺʥʡ ʬʴʥʨʮʮ ʣʧʠ  ʡ-10  ) 
 
• … 
• ʺʥʩʰʥʰʹʩ   
• ʤʣʩʸʩ   ʯʥʡʠʩʺ 
 

 
ʺʥʲʴʥʺ  ʩʠʥʥʬ ʺʥʧʩʫʹ (ʺʥʲʴʥʺ ʺʥʲʩʴʥʮʤ ʬʴʥʨʮʡ ʣʧʠ ʡ-10 ) 

•      ʺʥʰʴʷʥʺ   
• … 
•  ɦ ʩʨʩʫʰʥʸʡ 

….             
 

ʭʩʮʱʸʥʴʮ ʯʫʥ ,ʸʥʹʩʷʡ ʭʩʠʶʮʰ ʯʫʸʶʬ ʯʥʬʲʤʥ ʠʴʥʸʬ ʯʥʬʲʤ  ʺʥʴʥʸʺʤ ʸʢʠʮʡʹʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡ,  ʯʺʩʰʥ  ʭʬʡʷʬ
ʭʩʱʴʣʥʮ  .ʭʥʹʩʸʤ ʬʲʡʬ ʤʩʰʴ ʩʣʩ ʬʲ 

 

 ,ʤʫʸʡʡ 

ʮ"ʲʡ ʤʮʸʠʴ ʯʥʱʩʣʮ 
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