
 

 

 

 

 

 

 



 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  



 

 

 

 



 

 

 

 



 

 

 

 



 

 

 



 

 

 

 



 

 

 

 



 

 

 

 



 

 

 

 



 

 

 



 

 

 

 

 
Reporting of suspected adverse reactions  

 

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It 

allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare 

professionals are asked to report any suspected adverse reactions via the National Regulatory 

Authority pharmacovigilance reporting channels.  

 

 



 

 

 



 

 

 

 



 

 

 



 

 

 

 



 

 

 

 



 

 

 

 



 

 

 

 

 

 
 

        8. MARKETING AUTHORIZATION NUMBER(S) 

         

         Xilica 50 mg Capsules:– 

 

         H2025/CTD10005/18768 

 

         Xilica 75 mg Capsules: –  

          

          H2025/CTD9162/18771 

 

         Xilica 150 mg Capsules:–  

       

         H2025/CTD9163/18775 

 



 

 

 

 

         9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION 

 

         Xilica 50 mg Capsule: 

 

          Date of first authorization: 8th October 2025 

 

         Xilica 75 mg Capsule: 

 

          Date of first authorization: 8th October 2025 

 

         Xilica 150 mg Capsule: 

 

          Date of first authorization: 8th October 2025 

 

 

         10. DATE OF REVISION OF THE TEXT 

 

          11/2019 

 

 


