	
	
	Annex 15 
to Item 6.3 of the Procedure for Conducting Expert Evaluation of Materials Pertinent to Medicinal Products Submitted for the State Registration (Re-registration) and for Expert Evaluation of Materials about Introduction of Changes to Registration Documents during Validity Period of Registration Certificate


The list of documents for conducting expert evaluation of materials
 for the state re-registration of the medicinal product

The following documents are submitted together with the application for re-registration of the form (Annex 14):
· 1. Cover letter.

· 2. Comprehensive table of contents.

· 3. The application for the state re-registration with the following annexes:

· 3.1. Details on authorized persons:

·    3.1.1. The qualified person of applicant in Ukraine for pharmacovigilance;

·  3.1.2. The authorized person for scientific service of the applicant in Ukraine; 

·  3.1.3. The authorized person in Ukraine with overall responsibility for product defects and recalls ;

· 3.1.4. Statement of GMP compliance (by competent authority for at least three years);

· 3.1.5. List of countries, where the product is on the market and indicating the date of the first registration.
· 4.  Chronological list of claims for the product, received during the last 5 years in Ukraine, with the analyses of details which caused the claims and the measures taken by the applicant to prevent it in future.
· 5. Chronological list of guarantees and specific obligations, submitted since the registration/re-registration indicating scope, status, date of submission and date when the issue has been solved.
· 6. Revised list of all remaining guarantees and obligations and signed letter of commitment (where applicable).

· 7. Product information:

· 7.1 The drafts of the updated SPC, labelling and package leaflet. The current SPC in Ukrainian, Russian or English (with the relevant translation) or, if appropriate, the proposed SPC with all changes clearly highlighted in Ukrainian, Russian or English (with the relevant translation);

· 7.2. The samples of the medicinal product.

· 8.    Information about the expert on:

· 8.1. Quality;

· 8.2. Clinical medicine.

· 9. Summary on quality (Quality Expert Statement).

· 10. Clinical overview (Clinical Expert Statement).

· 11. Up-dated methods of quality control of the finished product.

· 12. Updated technological regulation or data concerning the manufacturing technique.

· 13. The reports of post-marketing experience (Periodically Safety Update Report).

· 14. Cross safety report.
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