
         

 

2023 ʸʡʮʨפʱ 

 

Protopic 0.03%, Ointment 
 

ʺʥʥʶ ʩʠʥʴʸ ʣʡʫʰ, 
 

ʲʡ ʬʱʷʣ ʺʸʡʧ"ʮ ʭʫʲʩʣʥʤʬ ʺʹʷʡʮ ʯʥʫʣʲ ʬʲ ʥʬʲʤʭʩʰ ʬʬʥ ʠʴʥʸʯʫʸʶ ʸʩʹʫʺʤ ʬʹ  
ʷʩפʥʨʥʸ0.03% פ.  

 ʭʩʰʥʫʣʲʤ ʭʩʨʸʥʴʮ ʥʦ ʤʲʣʥʤʡʭʩʩʺʥʤʮʤ ʣʡʬʡ. ʠʬʮ ʲʣʩʮʬ, ʯʩʩʲʬ ʹʩ ʥʬʲʡʭʩʰ.      

ʥʬʲʤʭʩʰ ʬ ʠʴʥʸʬʥʯʫʸʶ ʧʬʹʰʥ ʭʥʱʸʴʬ ʸʢʠʮʡ ʺʥʴʥʸʺʤ ʸʺʠʡʹ ʣʸʹʮ ʺʥʠʩʸʡʤ ʯʺʩʰʥ ʬʡʷʬʭ 
ʱʴʣʥʮ ʲ"ʩ ʤʩʩʰʴ ʬʲʡʬ ʭʥʹʩʸʤ: 

ʬʱʷʣ ʲʡ"ʮ, ʧʸ' ʬʱʷʣ ,1 ʸʥʠ ʠʡʩʷʲ ,3060000 ʬʠʸʹʩ, ʬʨ:' .04-6364000 

ʡʫʸʤ ʸʩʹʫʺʤ: 
 

0.3 g of Protopic 0.03% ointment contains 0.3 mg of tacrolimus as tacrolimus 
monohydrate (0.03%). 

ʺʥʩʥʥʺʤʤ ʤʮʠʺʸʹʥ: 
Treatment of moderate to severe atopic dermatitis in adults who are not adequately 
responsive to or are intolerant of conventional therapies. 
Treatment of moderate to severe atopic dermatitis in children (2 years of age and 
above) who are not adequately responsive to or are intolerant of conventional 
therapies. 
Maintenance treatment of moderate to severe atopic dermatitis for the prevention of 
flares and the prolongation of flare-free intervals in patients experiencing a high 
frequency of disease exacerbations (i.e. occurring 4 or more times per year) who 
have had an initial response to a maximum of 6 weeks treatment of twice daily 
tacrolimus ointment (lesions cleared, almost cleared or mildly affected). 

 

ʬ ʯʥʬʲʤʠפʥʸ ʡ ʯʫʣʥʲʸʡʮʨפʱ 2023 .ʭʩʩʺʥʤʮʤ ʭʩʰʥʫʣʲʤ ʯʬʤʬ (ʭʥʣʠʡ ʯʮʥʱʮ) 
4.4 Special warnings and precautions for use 
....  

 

In patients using tacrolimus ointment, cases of malignancies, including 

cutaneous and other types of lymphoma, and skin cancers have been reported 

(see section 4.8). Patients with atopic dermatitis treated with Protopic have not 

been found to have significant systemic tacrolimus levels and the role of local 

immunosuppression is unknown. 

Based on the results of long-term studies and experience, a link between 



         

Protopic ointment treatment and development of malignancies has not been 

confirmed, but definitive conclusions cannot be drawn. 

It is recommended to use tacrolimus ointment at the lowest strength and the 

lowest frequency for the shortest duration necessary as determined by the 

physician’s evaluation of the clinical condition (see section 4.2). 

.... 
 

4.8 Undesirable effects 
....  

 

Post-marketing 

Cases of malignancies, including cutaneous and other types of lymphoma, and 

skin cancers, have been reported in patients using tacrolimus ointment (see 

section 4.4).  
....  

 

6.3 Shelf life 
....  

 

This product can be used for 3 months after first opening of the tube.  

.... 

 

ʤʡ ʯʫʣʥʲ ʯʫʸʶʬ ʯʥʬʲʸʡʮʨפʱ 2023 .ʥʤʮʤ ʭʩʰʥʫʣʲʤ ʯʬʤʬʭʩʩʺ (ʭʥʣʠʡ ʯʮʥʱʮ) 

     ... 
2ʤפʥʸʺʡ ʹʥʮʩʹʤ ʩʰפʬ . 
.... 

ʺʥʸʤʦʠ ʺʥפʱʥʰ 
.... 

 ʴʥʨʮ ʬʹ ʸʺʥʩʡ ʭʶʮʥʶʮ ʸʴʱʮ .ʤʲʥʣʩ ʤʰʩʠ ʺʫʹʥʮʮ ʤʴʥʷʺʬ ʤʴʥʸʺʡ ʹʥʮʩʹʤ ʺʥʧʩʨʡ ʭʩʬ
.ʷʩʴʥʨʥʸʴʡ ʬʥʴʩʨʬ ʸʹʷ ʧʫʥʤ ʠʬ ʪʠ ,)ʤʴʮʩʬʡ ʥʠ ʸʥʲʡ ʭʩʬʥʣʩʢ ʯʥʢʫ( ʭʩʬʥʣʩʢ ʥʧʺʩʴ ʷʩʴʥʨʥʸʴʡ 

 ʩʫʥʸʠ ʭʩʸʷʧʮ ʬʹ ʺʥʠʶʥʺ ʪʮʱ ʬʲ ʯʥʩʱʩʰʥ ʧʥʥʨ , ʺʧʹʮʡ ʬʥʴʩʨ ʯʩʡ ʸʹʷ ʧʫʥʤ ʠʬʷʩפʥʨʥʸפ 
ʭʩʸʩʠʮʮ ʭʩʬʥʣʩʢ ʺʥʧʺʴʺʤʬ ,ʺʥʩʲʮʹʮ ʣʧ ʺʥʰʷʱʮ ʷʩʱʤʬ ʯʺʩʰ ʠʬ ʪʠ. 

... 
  ʺʧʹʮʡ ʹʮʺʹʤʬ ʵʬʮʥʮʷʩפʥʨʥʸפ  ʸʺʥʩʡ ʸʶʷʤ ʯʮʦʤ ʪʹʮʬʥ ʸʺʥʩʡ ʭʩʫʥʮʰʤ ʺʥʸʩʣʺʡʥ ʯʥʰʩʮʡ

ʡʩʢʮ ʤʮʦʷʠʤ ʣʶʩʫ ʠʴʥʸʤ ʺʫʸʲʤ ʬʲ ʱʱʡʺʤʬ ʤʫʩʸʶ ʥʦ ʤʨʬʧʤ .ʭʩʹʸʣʰʤ ʺʧʹʮʬ ʤ
ʷʩפʥʨʥʸפ. 

.... 
 

ʤʷʰʤʥ ʯʥʩʸʩʤ 
ʤʷʰʤʥ ʯʥʩʸʩʤ ʯʮʦʡ ʤʴʥʸʺʡ ʹʮʺʹʤʬ ʯʩʠ. 

ʤʷʩʰʮ ʥʠ ʯʥʩʸʩʤʡ ʺʠ ʭʠ ,ʯʥʩʸʩʤʬ ʱʰʫʩʤʬ ʺʰʰʫʺʮ ʥʠ ʯʥʩʸʩʤʡ ʺʥʩʤʬ ʤʩʥʹʲ ʺʠʹ ʺʡʹʥʧ ,ʩʶʲʥʥʩʤ 
 ʠʴʥʸʡ ʧʷʥʸ ʥʠʥʦ ʤʴʥʸʺʡ ʹʥʮʩʹʤ ʩʰʴʬ. 



         

.... 
 
4. ʺʥʲפʥʺ ʩʠʥʥʬ 

.... 
ʡ ʭʩʬʴʥʨʮ ʬʹ ʣʥʠʮ ʯʨʷ ʸʴʱʮʷʩפʥʨʥʸפ  ʭʩʸʩʠʮʮ ʭʩʬʥʣʩʢ ʬʲ ʥʧʥʥʩʣ(ʤʮʥʴʮʩʬ ʯʥʢʫ , ʤʮʥʴʮʩʬ ʬʬʥʫ

ʭʩʸʧʠ ʭʩʩʸʥʲ ʭʩʬʥʣʩʢ ʥʠ ʸʥʲʡ .)ʡ ʬʥʴʩʨʤ ʯʩʡʬ ʭʰʩʡ ʸʹʷ ʧʫʥʤ ʠʬʷʩפʥʨʥʸפ  ʭʩʰʥʺʰʤ ʬʲ ʱʱʡʺʤʡ
ʤʫ ʣʲ ʭʩʰʩʮʦʤ 

.... 
5 .ʺʠ ʯʱʧʠʬ ʪʩʠ ʤפʥʸʺʤ? 

.... 
 ʯʺʩʰʣʲ ʸʩʹʫʺʡ ʹʮʺʹʤʬ 3 ʤʰʥʹʠʸʬ ʺʸʴʥʴʹʤ ʺʧʩʺʴ ʸʧʠʬ ʭʩʹʣʥʧ. 

.... 
 


