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Brintellix 5 mg,  Brintellix 10 mg, Brintellix 15 mg, Brintellix 20 mg 

film-coated tablets 
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  ̋ ʥפʥʶʮ ʺʥʩʬʡʨ 

 
 

               :ʬʩʲʴʤ ʸʮʥʧʤActive ingredient:                                                                                  

                                                                                                                                                  

 

Vortioxetine ( as Hydrobromide ) 

 :ʸʩʹʫʺʬ ʺʸʹʥʠʮʤ ʤʩʥʥʺʤʤ 

 

Brintellix is indicated for the treatment of major depressive episodes in adults. 

 
 

 ʷʡʣʰʥʬ ʺʸʡʧ  ʮ"ʲʡ ʬʠʸʹʩ hʩʸʡ ʩʸʩʹʫʺ ʬʹ ʯʫʸʶʬʥ ʠʴʥʸʬ ʭʩʰʥʬʲʤ ʩʫ ʲʩʣʥʤʬ ʺʹʷʡʮ  ʥʰʫʣʥʲ ʱʷʩʬʨ         

 ʸʠʥʰʩʡ2024.   

  ʤʸʮʧʤ ʤʥʥʤʮʤ ʯʥʫʣʲ ʤʹʲʰ ʭʤʡ ʭʩʴʩʲʱ ʭʩʰʩʥʶʮ ʥʦ ʤʲʣʥʤʡ-  ʹʢʣʥʮʡʥʤʶʡ .   ʥʷʡ ʯʮʥʱʮ ʷʧʮʰʹ ʨʱʷʨ

( ʤʶʥʧ ʨʱʷʨ( ʲʡʶʡ ʯʮʥʱʮ ʳʱʥʤʹ ʨʱʷʨ ,) ʨʱʷʨ .) 

ʤ ʭʩʥʥʤʮ ʭʰʩʠʹ ʭʩʴʱʥʰ ʭʩʰʥʫʣʲ ʭʩʮʩʩʷ  ʭʩʰʥʬʲʡ .ʺʥʸʮʧ 

 ʭʥʱʸʴʬ ʥʧʬʹʰ ʭʩʰʫʣʥʲʮʤ ʭʩʰʥʬʲʤ  ʠʮʡʸʢ ʺʥʴʥʸʺʤ ʸʺʠʡʹ  ʣʸʹʮ ʬʹ ʨʰʸʨʰʩʠʤ   ʺʥʠʩʸʡʤ  ʭʬʡʷʬ ʯʺʩʰʥ
 :ʭʥʹʩʸʤ ʬʲʡʬ ʤʩʩʰʴ ʩ"ʲ ʭʩʱʴʣʥʮ ʤʣʬʴʤ ʩʬʢʬʢ ,ʮ"ʲʡ ʬʠʸʹʩ ʷʡʣʰʥʬ11 .ʣ.ʺ ,  13105  ʤʩʬʶʸʤ ,

4672211  . 
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ʸʬ ʯʥʬʲʤʯʫʣʥʲ ʠפʥ :ʭʩʠʡʤ ʭʩפʩʲʱʡ   
 

4.5 Interaction with other medicinal products and other forms of interaction 
 
[…] 
 

Potential for vortioxetine to affect other medicinal products 

Anticoagulants and antiplatelet medicinal products 

No significant effects, relative to placebo, were observed in INR, prothrombin or plasma 

R-/S-warfarin values following co-administration of multiple doses of vortioxetine with 

stable doses of warfarin in healthy subjects. Also, no significant inhibitory effect, relative to 

placebo, on platelet aggregation or pharmacokinetics of acetylsalicylic acid or salicylic acid 

was observed when acetylsalicylic acid 150 mg/day was co-administered following 

multiple doses of vortioxetine administration in healthy subjects. However, caution should 

be exercised when vortioxetine is combined with oral anticoagulants or antiplatelet 

medicinal products or medicines used for pain relief (e.g. acetylsalicylic acid (ASA) or 

NSAIDs), due to a potential increased risk of bleeding attributable to a pharmacodynamic 

interaction (see section 4.4). 

 

[…] 
 

 
 

ʯʫʣʥʲ ʯʫʸʶʬ ʯʥʬʲʤ  :ʭʩʠʡʤ ʭʩפʩʲʱʡ 
 
 
2 . ʩʰפʬʤ ʤפʥʸʺʡ ʹʥʮʩʹ 

 ]...[ 
 

 ̋ ʥʩʺפʥʸʺ ʯʩʡ ʺʥʡʥʢʺ 
 ]...[ 

 
 ,ʬʥʮʣʩʸʩʴʩʣ ,ʯʩʸʴʸʥʥʯʥʮʥʷʥʸʴʰʴ ,ʺʥʴʥʸʺ  ʩʨʰʠ-  ʺʥʩʨʥʫʩʱʴ ̋ ʥʮʩʥʱʮ ,ʩʺʥʰʴʭʩʰʩʦʠ , ʭʩʩʬʷʩʶʩʸʨ ʯʥʠʫʩʣ ʩʣʢʥʰ ,  

 ʪʥʮʰ ʯʥʰʩʮʡ )ʯʩʸʩʴʱʠ( ʺʩʬʩʶʩʬʱʬʩʨʶʠ ʤʶʮʥʧ ʥ  ʺʷʬʣ ʺʥʣʢʥʰ ʺʥʴʥʸʺʭʩʣʩʠʥʸʨʱ ʯʰʩʠʹ  ʭʣ ʬʥʬʩʣʬ ʺʥʴʥʸʺ(  
ʺʥʴʥʸʺʥ ʺʥʹʮʹʮʤ   ʪʥʫʩʹʬ  ʭʩʡʠʫ .) ʩʨʰʤ ʺʠ ʺʥʬʲʤʬ ʺʥʬʥʬʲ ʥʬʬʤʩ ʤ ʣʬʩʮʥ ʭ . 

 
[ . ].. 
 
4 .ʩʠʥʥʬ ʺʥʲפʥʺ  : 

 ]...[ 
 

ʺʬʩʨʰ ʮʯʥʰʩ   ʬʹ 20  ʢ"ʮ ʧʥʥʣʤ ʤʸʥʹʷʫ  ʬ ʤʩʩʬʲ  ʯʥʫʩʱʡ  ʤʲʸʴʤʬ ʣʥʷʴʺʡ ʰʩʮʤ ʩ  ʩʠʥʥʬ ʺʲʴʥʺ ʭʩʬʥʧ ʸʴʱʮʡʥ ,
 ʥʦʤʺʴʶʰ  ʡʸʷʡ ʭʢ ʭʩʬʴʥʨʮ  ʭʩʬʨʥʰʤ  ʭʩʰʥʰʩʮ ʭʩʫʥʮʰ   y ʺʥʩ . 
 


