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List of documents for the IB registration in country
Part 1 
1.1. Commodity Code 
1.2. Registration Certificate in country of manufacture – original or notarized copy

1.3. GMP certificate on manufacturing site

1.4. Patent protection data ( upon availability) 

1.5. Name product (separate page)
1.6. Artwork of package materials (separate page) 
1.7. Samples in amount for 3 sets of laboratory tests (in accordance with analytical documentation) 

1.8. Basic prescribing information
Part 2 
2.1. Composition data
2.2. Description of package
2.3. Scientific data (bibliography)
2.3.1. Clinical, preclinical, other expert reports.
2.4. Manufacture data 
2.5. Active biological ingredient data 
2.6. Specification of active biological ingredient.
2.7. Excipients data
2.8. Packaging materials data
2.9  CoA for Active biological ingredient & Excipients
2.10. Specification for finished product

2.11. Analytical testing for Active biological ingredient
2.12. Analytical testing for finished product
2.13. Stability data for Active biological ingredient
2.14. Stability data for finished product
Part  3
3.1. Pre-clinical data overview

Part 4 
4.1. Clinical data overview 

* 

1. All mentioned data is mandatory, other legal, scientific, technical data with regard to applied product could be required in process of evaluation in accordance with experts opinion.
2. Samples & materials intended for registration in Ukraine to be imported with special permission from Health Authorities

