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List of documents required for state registration (marketing authorization) 

of medical device in Ukraine, 2010 

I. Administrative documents & forms: 

1. Application for registration (please provide info according to Annex 1 below). 

2. Annex to Application (please provide info according to Annex 2 below).

II. Official documents from Applicant (owner of the marketing authorization): 

1. Power of Attorney issued by Applicant on the name of Cratia (form of the document will be sent to you separately). 

2. Certificate of state registration of Applicant’s legal entity (Company record, Incorporation certificate etc. - usually that document is issued by Chamber of Commerce or by other State authority), if Applicant is different from manufacturer.  
III. Official documents from manufacturer: 

1. Power of Attorney or Letter of authorization issued by manufacturer on the name of Applicant (or any other type of explanation of business relations between Applicant and manufacturer). 

2. Certificate of state registration of manufacturer(s) legal entity (Company record, Incorporation certificate etc.). 
3. CE mark. Declaration of conformity with mentioned safety class to Medical Device Directive 93/42/ЕЕС (or relevant Directive for IVD). 

4. Certificates ISO 9001; ISO 13485. Other standard compliance certificates. 

5. Certificate of origin issued on the headed paper of manufacturer (form of the document will be sent to you separately).

6. Manufacturing license, other applicable manufacturer’s certificates. 
NB! In case if several manufacturers are applied – every manufacturer must be supplied with all abovementioned documents. 
IV. Documentation on the medical device: 

1. Certificate of State registration of medical devices in manufacturer’s country (Exportation certificate or Free sales certificate). Certificates of registration from other countries (Russian Federation, other CIS countries). 

2. CE mark (certificate). 
3. Brief description of medical device: areas of therapeutic use, photos, characteristics. 

4. Instruction for use, user’s manual; 
5. Detailed brochure (description of the device with a photo) or catalogue of devices. 
6. Evidences on safety and efficiency of medical device: protocols of the preclinical and clinical studies, other studies and scientific information, literature (articles) on medical use of the device. Recommendation letters from doctors regarding use of medical device. 
7. Labeling information (compliant to EN 980 international symbols). 

8. Sterility certificate (if sterility of device is applied), validation of sterility.  
9. Certificates of analysis/quality (if applicable). 
Points highlighted with blue - should be legalized according to international requirements (notary certified or/and Apostil). Please contact us for details. 
Annex 1 
Information for Application
Please fill in the table below: 
	Name of the medical device(s): 
	

	Custom commodity code: 
	

	Applicant:
	Name: 

Address: 

Telephone, fax:

	Manufacturer(s): 
	Name: 

Address: 

Telephone, fax: 

	Safety class according to MDD 93/42/EEC: 
	I / IIa / IIb / III


Explanations: 

Name of the medical device(s) – please suggest a group name of the medical devices that you intend to register in Ukraine. For example – “Dental materials Dentamax”, “MRI system Magnetplus®”, “Silicone breast implants Beauty®”, “Metal optical spectacle frames”  etc. You can include the trade name, or in case of registration of several brands – you are allowed not providing it. During expertise of the dossier experts of Cratia can suggest another name for device(s). 
Custom commodity code – please suggest the customs code that should be used for your devices. For example, dental cements are classified under the code 3006 40 00 00, surgical gloves are classified as 4015 11 00 00, optical lenses - 9001 40 41 00, syringes - 9018 31 10 00, endoscopes - 9018 90 20 00 etc. 
Applicant – can be any company (resident or not resident of Ukraine) that will became an owner of registration certificate. Manufacturer can be the Applicant. 
Manufacturer(s) – should be provided in strict compliance with future customs documents and labeling information. Name and address of manufacturer in registration certificate should be completely equal to the name that will be given in Proforma Invoices, shipping list etc. 
Safety class according to MDD 93/42/EEC – please open Annex 9 of the Directive and find the applicable rule for your device. Otherwise we will suggest the class by ourselves. 
Annex 2

Information on modifications, spare parts, accessories and disposables
When your devices will be shipped to Ukraine – customs officer will carefully check the names from Proforma Invoice and shipping lists for compliance with registration certificate. In case if any product will not be found in registration certificate or in case if the name will be given with mistakes – the officer can make a decision that that product is not registered. Please pay serious attention to that issue. 

All parts, modules, accessories, modifications, spare parts, disposables and other products that will be shipped by separate name in customs documents or will have a separate label – should be listed.

Please carefully fill in the table below or send us that list in MS Excel format:  
	No.
	Catalogue number:
	Name in English (according to Invoice):
	Suggest the name in Ukrainian language (or will be prepared by Cratia):

	1
	
	
	

	2
	
	
	

	3
	
	
	


	Limited liability company “Cratia” 

Legal entity (company) identification code: 34602991

Аddress: Frunze 1-3, 3rd entrance, 4th floor, 04070, Kyiv, UKRAINE
	Bank account 2600 5 701311761 

Bank: JSC “OTP Bank”  

Bank code 300528
	VAT tax payer code No.: 100154761   

General system revenue tax payer. 



