	Annex 7
to the Procedure for Conducting Expert Evaluation of Registration Materials Pertinent to Medicinal Products Submitted for the State Registration (Re-registration) and for Expert Evaluation of Materials about Introduction of Changes to Registration Materials during the Validity Period of Registration Certificate


List of documents
for conducting expert evaluation of materials
 for state re-registration of medicinal product

1. Cover letter.

2. Comprehensive table of contents.

3. Application for state re-registration of medicinal product (annex 4).

4. Details about authorized qualified persons of the applicant in Ukraine for conducting pharmacovigilance.

5. Copy of license to manufacture (if according to manufacturer’s country legislation the license to manufacture is available in electronic form only (e.g. USA), the printout with reference to appropriate official site certified by applicant’s signature/stamp should be provided) or other licensing document to manufacture the applied pharmaceutical form in manufacturer’s country.

6. Certified copy of document confirming the compliance of manufacture of medicinal product with GMP issued by the State Administration of Ukraine on Medicinal Products according to the MoH Ukraine Order of December 27, 2012 № 1130 “On approval of procedure for confirming compliance of manufacture of medicinal products with GMP” registered with the Ministry of Justice of Ukraine of January 21, 2013 №133/22665 or applicant’s letter of guarantee to submit such document during specialized expert evaluation.
7. Copy of registration certificate(s) in Ukraine with inserts of registration certificate(s) and copy of registration certificate or other licensing document (marketing authorization, certificate of a pharmaceutical product, free sale certificate, etc.) issued by the competent authority of country of registration certificate holder (applicant) and/or manufacturer, or other country which regulatory authority follows high quality standards complying with WHO standards at which market the medicinal product is placed with name of the document mentioned and name of issuing competent authority, date of issue and page signed by authorized person of competent authority. Copy should be certified by stamp of applicant/representative of the applicant in Ukraine. The list of countries, where the medicinal product has been registered/re-registered should be specified. 
8. Chronological list of claims for medicinal product, received during recent 5 years in Ukraine, with the analysis of details which caused the claims and the actions taken by the applicant to prevent it in the future.

9. Chronological list of guarantees and obligations, submitted since the registration/re-registration indicating scope, status, date of submission and date when the issue has been solved (recommendations for post-registration investigation, elimination of any defects, specified by control and other agencies, etc.).

10. Updated SPC/instructions for medical use of medicinal product approved in the country of manufacturer/applicant; valid in Ukraine instructions for medical use of medicinal product and SPC (if any); draft of updated instructions for medical use of medicinal product (hard and electronic copy).

11. Quality control methods for finished medicinal product, amendments to it (if any) and updated quality control methods for finished medicinal product acting in Ukraine.

12. Current version of Part II or Module 3 of registration dossier (depending on the format of materials of registration dossier selected by the applicant).

13. Report based on results of post-registration surveillance (periodic safety updated report) and/or bridging summary report.
14. The manufacturer’s/applicant’s aggregated safety data pertinent to medical use of medicinal product in Ukraine during the validity period of the most recent registration certificate in the format envisaged by Procedure for Surveillance over Adverse Reactions to Medicinal Products Permitted for Medical Use approved by MoH Ukraine Order of December 27, 2006 № 898, registered with the Ministry of Justice of Ukraine of January 29, 2007 № 73/13340. 
Notes: 

1. If in bulk medicinal products are re-registered, documents listed in items 1, 2, 3, 5, 6, 7, 8, 9, 11, 12 of this annex should be provided.

2. For certain groups of medical immunobiological products the manufacturer’s/applicant’s aggregated safety data pertinent to their medical use in Ukraine during the validity period of the most recent registration certificate shall contain: for vaccines and toxoids – monitoring of adverse effects and immunological, epidemiological efficacy; for TB allergen – adverse effects and lack of specific efficacy.
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