ПЕРЕЧЕНЬ ДОКУМЕНТОВ ДЛЯ РЕГИСТРАЦИИ ИЗДЕЛИЙ МЕДИЦИНСКОГО НАЗНАЧЕНИЯ И МЕДИЦИНСКОЙ ТЕХНИКИ


LIST OF DOCUMENTS AND MATERIALS FOR REGISTRATION (RE-REGISTRATION) OF MEDICAL DEVICES (MD).
All documents shall be presented in two copies with translation into Ukrainian, in original or in legalized copies by a Notary or by institutions issued the original document.

1.   Numbered list of documents and materials submitted for registration.

2.   Application in due form.
3.   Electronic version of the list of products that are applied for registration with catalogue numbers (in English and Ukrainian).  
4.  Power of Attorney from manufacturer to Applicant (if they differ) that can confirm relations between companies.
5.   User’s manual, technical passport.
6.   Certificate of origin.
7.   Test report sheet related to MD quality and safety.
8.   Copies of normative documentation, information regarding standards and directives on the    

      base of  which MD is produced (Directive 93/42EC, Certificate ISO 9001, 13485).
9.   Materials for determination of the safety-class of the product depending on the level of potential risk. 
10. Materials of pre-clinical trials.

11. Materials of clinical trials.

12. Brochures, catalogues.
13. State metrological attestation report – for measuring equipment.

14. MD labelling.
15. Copy of Certificate of manufacturer (business certificate for company).
16. Copy of the registration certificate of the Applicant (state registration of the company).
17. EAN Code. 

Upon termination of examination all documents shall not be returned to applicant.

Research examination institution shall be responsible for keeping confidentiality related to documents of applicant.

