 The list of the documents,
required for certification of medical devices.
For domestically produced medical devices:
1. A guaranty letter (a letter from an applicant proving his intent to certify a product/products on a company letterhead) with payment details, sighed by a director and a chief accountant, sealed by an applicant.
2. The application for certification of medical devices (in GOST R certification system).
3. A copy of a certificate of registration in the Ministry of Health (now as Federal Service for Surveillance in the Sphere of Healthcare and Social Development (Roszdravnadzor)).

4. A copy of medical device specifications (TU) with the expiry date not less than the expected expiry date of the certificate of conformity, passport, instructions for use.

5. A copy of expert sanitary-epidemiological approvals, also known as hygienic conclusions or sanitary certificates (for medical devices that enter into contact with patients).

6. A copy of pattern approval certificate of measuring instruments.
7. All copies should be attested by an applicant.
For imported medical devices:
1. A guaranty letter (a letter from an applicant proving his intent to certify a product/products on a company letterhead) with payment details, sighed by a director and a chief accountant, sealed by an applicant. 
2. The application for certification of medical devices (in GOST R certification system).
3. A copy of a certificate of registration in the Ministry of Health (now as Federal Service for Surveillance in the Sphere of Healthcare and Social Development (Roszdravnadzor)).
4. A copy of a contract for the supply of medical devices (if an applicant is a seller/trader).

5. An organization brochure (preferably in Russian language).

6. Instructions for use (preferably in Russian language).

7. A copy of expert sanitary-epidemiological approvals, also known as hygienic conclusions or sanitary certificates (for medical devices that enter into contact with patients).

8. A copy of pattern approval certificate of measuring instruments.
9. If an applicant is an authorized representative of a manufacturer he should show a document, that gives him official permission to conduct certification process.
10.  All copies should be attested by an applicant.
