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ʸʡʮʨפʱ 2024  

 

ʠפʥʸ/ʤ ʣʡʫʰ/ ʤ 

ʧʷʥʸ/ʺ ʣʡʫʰ/ʭʥʬʹ ʤ ʡʸ,  

  

 

  :ʸʩʹʫʺʤ ʩʰʥʬʲʡ ʯʥʫʣʲ ʭʥʱʸפ 

Forxiga film coated tablets 5 mg – 152-57-34012-00 

Forxiga film coated tablets 10 mg – 152-58-34013-00 

 

 ʪʩʸʠʺʡ ʺʥʠʩʸʡʤ ʣʸʹʮ ʺʥʠʸʥʤʬ ʭʠʺʤʡ ʯʥʬʲ ʯʥʫʣʲ ʬʲ ʲʩʣʥʤʬ ʺʹʷʡʮ ʬʠʸʹʩ ʤʷʩʰʦʤʸʨʱʠ ʺʸʡʧ

ʸʡʮʨפʱ 2024.  

 

 :ʡʫʸʤ  

Dapagliflozin 5 mg  

Dapagliflozin 10 mg 

 :ʤʩʥʥʺʤ 

Type 2 diabetes mellitus 

Forxiga is indicated in adults aged 18 years and older for the treatment of insufficiently 
controlled type 2 diabetes mellitus as an adjunct to diet and exercise 

 as monotherapy when metformin is considered inappropriate due to intolerance. 

 in addition to other medicinal products for the treatment of type 2 diabetes. 
 

Heart failure 

Forxiga is indicated in adults for the treatment of symptomatic chronic heart failure. 
 
Chronic kidney disease 
 
Forxiga is indicated in adults for the treatment of chronic kidney disease. 
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 ʠפʥʸʬ ʯʥʬʲʡ ʭʩʩʺʥʤʮʤ ʭʩʰʥʫʣʲʤ:ʭʰʩʤ 

[…] 

4.4 Special warnings and precautions for use 

[…] 

Chronic kidney disease 

There is no experience with dapagliflozin for the treatment of chronic kidney disease 
in patients without diabetes who do not have albuminuria. Patients with albuminuria 
may benefit more from treatment with dapagliflozin. 

Increased haematocrit 

Increased haematocrit has been observed with dapagliflozin treatment (see section 
4.8). Patients with pronounced elevations in haematocrit should be monitored and 
investigated for underlying haematological disease. 

Lower limb amputations 

An increase in cases of lower limb amputation (primarily of the toe) has been 
observed in  

long-term, clinical studies in type 2 diabetes mellitus with SGLT2 inhibitors. It is 
unknown whether this constitutes a class effect. It is important to counsel patients 
with diabetes on routine preventative foot care. 
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 ʭʩʰʥʫʣʲ ʭʩʩʺʥʤʮʯʫʸʶʬ ʯʥʬʲʡ:  

 .ʯʫʸʶʬ ʯʥʬʲʡ ʭʩʰʥʫʣʲ ʬʬʫ ʠʬ ʤʦ ʯʥʫʣʲ 

:ʭʩʰʮʥʱʮʤ ʭʩʰʥʫʣʲʬ ʠʸʷʮ  

ʲʡʶʡ ʺʰʮʥʱʮ ʩʺʥʤʮ ʨʱʷʨ ʺפʱʥʺ .  

ʲʡʶʡ ʤʶʥʧ ʥʷʡ ʺʰʮʥʱʮ ʨʱʷʨ ʺʷʩʧʮ .  

  

 ʭʩʰʥʬʲʤ  ʤʩʰפ ʩʣʩ ʬʲ ʭʩʱפʣʥʮ ʭʬʡʷʬ ʯʺʩʰʥ ,ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥפʥʸʺʤ ʸʢʠʮʡ ʭʩʮʱʸʥפʮ
 .ʭʥʹʩʸʤ ʬʲʡʬ  

 ,ʡʸ ʣʥʡʫʡ  

 ʯʥʱʡʥʣ ʬʡʰʷ ʯʩʸʠʷ  

ʸʤʰʥʮʮ ʺʧʷʥ  

 ʮ"ʲʡ (ʬʠʸʹʩ) ʤʷʩʰʦʤʸʨʱʠ  


