	Annex 6
 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 Validity Period of Registration Certificate 


The list of documents required for conducting expert evaluation of materials 
of registration dossier for state registration of API or active substance 

1. Administrative data.
2. The content of registration dossier.
3. Application form. 
4. 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 API or active substance in manufacturer’s country. Copy should be certified by stamp of applicant/representative of the applicant in Ukraine. 
5. The quality certificate for three industrial batches of API or active substance or one certificate for one industrial batch, accompanied by the obligation to submit the certificates for two others batches, as soon as they will be available (all certificates shall be submitted related to each applied manufacturing site).    
6. Propositions concerning labelling.
7. General information.
8. Manufacture:

8.1. Manufacturer(s).

8.2. Description of manufacturing process and process controls.

8.3. Control of materials.
8.4. Controls of critical steps and intermediates.

8.5. Process validation and/or evaluation.

9. Characterization:
9.1. Elucidation of structure and other characteristics.
9.2. Impurities.
10. Control:

10.1. Specification.
10.2. Analytical procedures
10.3. Validation of analytical procedures.

10.4. Justification of specification.

11. Container/closure system.

12. Stability:
12.1. Post-approval stability protocol and stability commitment (if necessary).

12.2. Stability data (if necessary).

For approbation of test methods of API or active substance quality the samples, reference standards of API or active substance with batch certificates, including manufacturing date, terms and storage conditions, may be required.

