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Additonal to CTD or NTA dossier - set of the documents to be available
from CUSTOMER

1. Power of attorney for PERFORMER in fixed template issued by CUSTOMER.
Original certified by the Apostille.

2. Marketing Authorisation Holder (MAH) data in Country of service.
Original on CUSTOMER letterhead.

3. Certificates & supportive documents that applicable to product status in country of origin: CPP,
FDA, Free Sale (with reference on all manufacturing sites to be applied in Country).
Original or notarized copy.

4. Manufacturing license for all (main & alternative) finished product supplying sites. Copy.

5. GMP certificate for all finished product supplying sites to be approved in Country.
Original certified by the Apostille.

6. GMP inspection report self-statement for all finished product supplying sites.
Copy certified by CUSTOMER.

7. Site Master File of all manufacturing production sites to be approved. Copy certified by CUSTOMER.

8. Manufacturing license for the active substance (-s) (main & alternative) manufacturers. Copy.

9.TM protection Certificate issued by International or Country Domestic IP Authorities (upon wish of
MAH to have protected Product Trade Name in Country). Copy certified by CUSTOMER.

10. List of countries, in which the product has been already approved with dates and numbers.
Original on CUSTOMER letterhead.

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 expert opinion;
2. Samples & materials intended for registration in Ukraine to be imported with special permission from Health Authorities.

Attach all necessary documents to your letter and email to info@alenpharm.com

See also:

Medical supplies
http://www.alenpharm.com/docs/medical_supplies.pdf
Cosmetics
http://www.alenpharm.com/docs/cosmetics.pdf

BAA

http://www.alenpharm.com/docs/baa.pdf



