
        

Novartis Israel Ltd. 

6 Tozeret Haaretz street, Tel Aviv ,P.O.Box 7126 

Tel: 972-3-9201111 Fax: 972-3-9229331  

 נוברטיס ישראל בע"מ.
 , תל אביב7126ד ", ת6תוצרת הארץ 

   9331-03-922פקס: 03-9201111טלפון: 

  

 

   ʩʰʥʩ2023 
 

ʠפʥʸ/ʤ ʣʡʫʰ/ʤ ,ʧʷʥʸ/ ̋ ʣʡʫʰ/ʤ, 
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ʯʥʣʰʤ:                                                ʣʲ ʯʥʫ ʥʬʲʯ ʸʬ ʠפʥ 

LUXTURNA, concentrate and solvent for solution for injection  

 תמיၷה ၰהၨרקה תמיၷה מרၨၯၧת ၧממၰ ၷהၶၯת ၧၰקၷטၧרၶה, 
 

ʺʸʡʧ ʱʩʨʸʡʥʰ ʬʠʸʹʩ  ̡ ʡ"ʮ ʺʹʷʡʮ ʲʩʣʥʤʬ ʬʲ ʯʥʫʣʲ  ʯʥʬʲʡʠʴʥʸʬ ʬʹ ʸʩʹʫʺʤ  ́ .ʯʥʣʰʡ 
ʥʬʲʤʯ ʠʴʥʸʬ ʫʣʥʲʯ ʩʰʥʩʡ 2023. 

ʤʲʣʥʤʡ ʥʦ ʭʩʨʸʥפʮ ʭʩʰʥʫʣʲʤ ʭʩʥʥʤʮʤ ʯʥʫʣʲ ʲʣʩʮʡ ʩʺʥʧʩʨʡ ʣʡʬʡ .ʲʣʩʮʬ ʠʬʮ ʹʩ ʯʩʩʲʬ ʩʰʥʬʲʡ ʸʩʹʫʺʤ . 
ʭʩʰʥʬʲʤ ʥʧʬʹʰ ʭʥʱʸʴʬ ʸʢʠʮʡ ʺʥʴʥʸʺʤ ʸʺʠʡʹ  ʣʸʹʮ ʺʥʠʩʸʡʤ ʯʺʩʰʥ ʭʬʡʷʬ ʭʩʱʴʣʥʮ ʬʲ-ʩʣʩ ʤʩʰʴ ʬʲʡʬ ʭʥʹʩʸʤ :
ʱʩʨʸʡʥʰ ʬʠʸʹʩ ʲʡ ʵʸʠʤ ʺʸʶʥʺ ,ʮ"6ʺ , "ʣ 7126 ʡʩʡʠ ʬʺ , 

 

  :ʸʩʹʫʺʤ ʺʩʥʥʺʤ 
Luxturna is indicated for the treatment of adult and paediatric patients with vision loss due 
to inherited retinal dystrophy caused by confirmed biallelic RPE65 mutations and who have 
sufficient viable retinal cells. 

:ʬʩʲפ ʸʮʥʧ                                                                  
voretigene neparvovec 5 x 1012 vector genomes/mL   

 
  :ʠפʥʸʬ ʯʥʬʲ 

ʭʩʰʥʫʣʲʤ  ʭʩʥʥʤʮʤ  ʯʥʫʣʲ  ̡ ʣʩʮʡ ʩʺʥʧʩʨʡ  ʭʩʹʢʣʥʮʡʥʤʶʡ                                                             
4.8 Undesirable effects  

 

.... 

 

Description of select adverse reactions 

 

Chorioretinal atrophy 

Chorioretinal atrophy was reported as progressive in some patients. Events were temporally related to 

treatment and occurred in the estimated treated area of the bleb site and outside of the bleb area. Isolated 

cases of retinal atrophy extending to the fovea with visual impairment were reported. 
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