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Structure of Registration Dossier 

for renewal of medicinal product in Ukraine
1. Application / administrative information. 

2. Cover letter (will be prepared by Cratia). 

3. Content of the dossier (will be prepared by Cratia). 

4. Information (CV) about responsible person for pharmacovigilance. 

5. Copy of GMP certificate. GMP recognition certificate, if applicable. 

6. Copy of the manufacturing license.

7. List of countries where product is registered with mentioned date of first registration. 

8. List of reclamations (reclamations include side effects of the product and cases of withdrawal of medicinal product by Ukrainian authorities) during the last 5 years with detailed analysis of the reasons that caused such reclamations. If there were no reclamations – respective Letter with statement.

9. List of guaranties and responsibilities that were given to the Authorities during registration (or renewal of registration), or statement that there were no such promises. 

10. Information about the product:  
10.1. Copy of certificate of registration of medicinal product in Ukraine. 

10.2. Updated SmPC (Summary of Product’s Characteristics; for USA it is Core Data Sheet), updated package design (mock-ups), updated instruction for use (package leaflet). 

10.3. Previous (in other words – version that was submitted during the last regulatory procedure in Ukraine) version of SmPC that highlights all changes. Previous version of instruction, package design. 

10.4. Copy of the adopted AND (control methods of finished product). 

10.5. Copy of the adopted TND (you can use description of manufacturing process and validation of manufacturing process that was submitted during previous regulatory procedure instead).

10.6. Updated description and validation of manufacturing process.
10.7. 5 years PSUR. 

Important! In the case if any changes (variations) should be implemented to the registration documentation – they must be submitted as separate Application simultaneously with Application for renewal.   
Please forward all your questions regarding structure to info@cratia.com.ua. 

Cratia Ltd.: services of State registration of medicinal products, substances, medical devices, biological active food supplements, cosmetic products in Ukraine and CIS countries. 


