[image: image1.jpg]


Regulatory Bureau “Cratia”

Regulatory & Marketing Consulting Services

Address: 1/22 Chejskaya str., 

01001, Kiev, UKRAINE

Tel.: +38 044 332 42 94
Fax: +38 044 332 42 94 

info@bureaucracy.com.ua

	Appendix 1

To the Order of the state registration of medical devices and devices of medical purpose in Ukraine


Application №_____

For registration of medical devices (devices of medical purpose)  
"___" _______________ 

1. General information 

	1. Name of the product 

(synonyms,  name in the language of the manufacturer’s country, in Russian and English languages) 
	  

	2. Applicant 

(country, address, telephone, fax, e-mail. State registration number, code)  
	  

	3. Manufacturer 
(Country, address, telephone, fax, e-mail. State registration number, code) 
	  

	4. Document that confirm Applicant right to represent Manufacturer  
(if Applicant differs from Manufacturer – agreement, contract, Power of Attorney) 
	  

	5. EAN-code  
	  


2. Certificate of the quality and safety. 

Herewith we confirm, that applied product reply quality and safety standards, presented in the corresponding documentation and requirements of the legislation of Ukraine of quality and safety for the health of human and environment.  

  

	Date _______ 
	Applicant’s signature_____________ 
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