
 

ʩʬʥʩ ,2024  

Reagila 1.5, 3, 4.5, 6 mg, Hard Capsules 

,ʣʡʫʰ ʩʠʥפʸ ʺʥʥʶ 

ʮ"ʲʡ ʬʱʷʣ ʺʸʡʧ , ʯʥʫʣʲ ʬʲ ʭʫʲʩʣʥʤʬ ʺʹʷʡʮʥʬʲʡʯ ʬ ʠפʥʸ ʬʹʭʩʸʩʹʫʺʤ: ʤʬʩʢʠʩʸ 1.5 , 3 , 4.5 , 6 .  

 

 ʤʲʣʥʤʡ ʥʦ ʭʩʰʥʫʣʲʤ ʭʩʨʸʥפʮ .ʣʡʬʡ ʩʺʥʧʩʨʡʤ ʲʣʩʮʡ ʤʸʮʧʤ ʭʩʥʥʤʮʤ ʯʩʩʲʬ ʹʩ ,ʠʬʮ ʲʣʩʮʬ.ʭʩʰʥʬʲʡ 

 ʠפʥʸʬ ʯʥʬʲʤʬʡʷʬ ʯʺʩʰʥ ʺʥʠʩʸʡʤ ʣʸʹʮ ʸʺʠʡʹ ʺʥפʥʸʺʤ ʸʢʠʮʡ ʭʥʱʸפʬ ʧʬʹʰʭ ʱפʣʥʮʭʩ  ʬʲʡʬ ʤʩʩʰפ ʩ"ʲ
:ʭʥʹʩʸʤ  ʬʱʷʣʮ"ʲʡ ʬʱʷʣ 'ʧʸ ,1 ʠʡʩʷʲ ʸʥʠ ,3060000 :'ʬʨ ,ʬʠʸʹʩ ,04-6364000. 

:ʸʩʹʫʺʤ ʡʫʸʤ 

.Each capsule contains cariprazine 1.5, 3, 4.5, or 6 mg respectively  
 

ʩʥʥʺʤʥʺ ʸʹʥʠʮʥ:ʺ 
 For the treatment of schizophrenia in adult patients. 

 Acute treatment of manic or mixed episodes associated with bipolar I disorder in adult. 

 Treatment of depressive episodes associated with bipolar I disorder (bipolar 
depression) in adults. 

 

  ʣʩʮʡ  ʩʺʥʧʩʨʡʤ ʭʩʰʮʥʱʮ( ʡʭʥʣʠ:)עעʤ ʭʩʥʥʤʮʤ  ʯʥʫʣעʩʬʥʩʡ2024. ʯʬʤʬ ʭʩʰʥʫʣ  עʥʸʬ ʯʫʣʥפʤʯʥʬ ʠע

 

4.3 Contraindications  

… 

Concomitant administration of strong or moderate CYP3A4 inhibitors. 

… 
 

4.4 Special warnings and precautions for use   

… 
 
Concomitant treatment with moderate CYP3A4 inhibitors 

Co-administration of cariprazine with moderate inhibitors of CYP3A4 may lead to increased total 

cariprazine exposure. Monitoring of the individual response and tolerability is recommended and, if 

needed, the cariprazine dose should be (temporarily) reduced to account for the potential increase in 

exposure (see section 4.5). 



 

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

CYP3A4 inhibitors 

… 
Due to the long half-life of the active moieties of cariprazine a further increase in plasma exposure of 

total cariprazine can be expected during longer co-administration. Therefore, co-administration of 

cariprazine with strong or moderate CYP3A4 inhibitors (e.g. boceprevir, clarithromycin, cobicistat, 

indinavir, itraconazole, ketoconazole, nefazodone, nelfinavir, posaconazole, ritonavir, saquinavir, 

telaprevir, telithromycin, voriconazole, diltiazem, erythromycin, fluconazole, verapamil) s 

contraindicated (see section 4.3).  

 

Erythromycin (500 mg twice daily), a moderate CYP3A4 inhibitor, caused on average a 1.4-fold (range 

1.03-2.32-fold) increase in plasma exposure of total cariprazine after 3 weeks of co-administration. 

Therefore, during a period of co-administration of cariprazine with a moderate CYP3A4 inhibitor (e.g., 

erythromycin, fluconazole, diltiazem, verapamil), monitoring of the individual response and tolerability 

is recommended and, if needed, the cariprazine dose should be (temporarily) reduced to account for the 

potential increase in exposure. Because of the long half-life of cariprazine and its active metabolites, 

starting or stopping a treatment with a moderate CYP3A4 inhibitor or changing the dose will not be 

fully reflected in plasma drug levels until after several weeks. Patients should be monitored for adverse 

reactions and treatment response for several weeks after initiating or stopping an interacting drug or 

after each cariprazine dose change. 

 

… 

ʯʥʬעʤ ʯʫʣʥע ʯʫʸצʬ  ʩʬʥʩʡ2024. ʯʬʤʬ ʭʩʰʥʫʣעʤ ʭʩʥʥʤʮʤ ʯʥʫʣע עʣʩʮʡ  ʩʺʥʧʩʨʡʤ ʭʩʰʮʥʱʮ( ʡʭʥʣʠ:)  

… 
 

 ʥʸʺʡ ʹʥʮʩʹʤ ʩʰפʬ .ʤפ2
ʭʠ ʤפʥʸʺʡ ʹʮʺʹʤʬ ʯʩʠ: 

... 
 

  ʤʺʠ ʬʨʥʰ:ʡ ʬʥפʩʨʬ ʺʥפʥʸʺ 

... 
-  ,ʯʩʶʩʮʥʸʺʩʸʬʷ ʺʥʬʩʫʮʤ ʺʥפʥʸʺ( ʭʩʩʷʣʩʩʧ ʭʩʮʥʤʩʦʯʩʶʩʮʥʸʺʩʬʨ ,,ʯʩʶʩʮʥʸʺʩʸʠ )ʯʩʬʩʶפʰ 

... 
- ʸʨʩʠ ʺʥʬʩʫʮʤ ʺʥפʥʸʺ( ʭʩʩʺʩʩʸʨפ ʭʩʮʥʤʩʦʠʬʥʦʠʰʥʷʠʱʥפ ,ʬʥʦʠʰʥʷ, ʰʥʷʩʸʥʥʠʬʥʦ ,ʬʥʦʠʰʥʷʥʬפ) 

... 
-    )ʬʩʮפʸʥ ,ʭʦʠʩʨʬʩʣ ʺʥʬʩʫʮʤ ʺʥפʥʸʺ( ʡʬ  ʺʬʧʮ 

... 

... 



 

ʺʥʩʺפʥʸʺ ʯʩʡ ʺʥʡʥʢʺ 
... 

 ʺʬʩʨʰʤʬʩʢʠʩʸ  ʬʹ ʯʥʰʩʮ ʺʮʠʺʤ ʹʥʸʣʬ ʤʩʥʹʲ ʺʥʮʩʥʱʮ ʺʥפʥʸʺ ʭʲ ʣʧʩʤʬʩʢʠʩʸ ʥʸʺʤ ʬʹ ʥʠʺʸʧʠʤ ʤפʬʠ .ʥ 
:ʡ ʬʥפʩʨʬ ʺʥʹʮʹʮʤ ʺʥפʥʸʺ ʺʥʬʬʥʫ 

- ( ʡʬ ʺʥʬʧʮ:ʯʥʢʫ ʯʩʱʷʥʢʩʣ ,ʸʥʠפʠʭʦʠʩʨʬʩʣ ,ʬʩʮ ) 
- ʹʩʸʷʺʥʩ ʭʣ  ʺʮʢʥʣ ,ʭʣ ʩʬʬʣʮ(ʯʸʨʢʩʡʣ ) 
-  ʭʩʮʥʤʩʦʭʩʩʷʣʩʩʧ (ʯʥʢʫ  )ʯʩʶʩʮʥʸʺʩʸʠ 
- )ʬʥʦʠʰʥʷʥʬפ ʺʮʢʥʣ( ʭʩʩʺʩʩʸʨפ ʭʩʮʥʤʩʦ 

 
ʡ ʹʮʺʹʤʬ ʹʩʤʬʩʢʠʩʸ  ʺʥʸʩʤʦʡ ʭʲ ʡʥʬʩʹʡʲʩפʹʮʤ ʺʥפʥʸʺ ʣʥʷפʺʤ ʬʲ ʺʥʩʬʨʰʮʤ ʪʬʹ. 

 
... 

ʤʬʩʨʰʤ ʺʸʥצ 
  ʺʠ ʬʥʨʩʬ ʹʩʤʬʩʢʠʩʸ .ʯʥʦʮ ʠʬʬ ʥʠ ʭʲ ,ʭʥʩ ʬʫʡ ʲʥʡʷ ʯʮʦʡ 

  ʸʥʦʩפʥ ʤʧʩʺפ ʩʡʢʬ ʲʣʩʮ ʯʩʠʤʱʥʮʫʤ. 

 
 

 
 

 

 

 
 


