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NOTIFICATION
The following notification is being circulated in accordance with Article 10.6

	1.
	Notifying Member:  Ukraine 

If applicable, name of local government involved (Article 3.2 and 7.2):   

	2.
	Agency responsible:  Ministry of Health of Ukraine 
Name and address (including telephone and fax numbers, email and website addresses, if available) of agency or authority designated to handle comments regarding the notification shall be indicated if different from above:  
Ministry of Economic Development and Trade of Ukraine
01008, Kyiv, 12/2 M. Hrushevskoho str.,

Tel./Fax:  +38044 281 95 34

Email:  mailto:ep@me.gov.ua


	3.
	Notified under Article 2.9.2 [ X ], 2.10.1 [   ], 5.6.2 [   ], 5.7.1 [   ], other:  

	4.
	Products covered (HS or CCCN where applicable, otherwise national tariff heading. ICS numbers may be provided in addition, where applicable):  Medicinal products,  active pharmaceutical ingredients

	5.
	Title, number of pages and language(s) of the notified document:  The Law of Ukraine "On amending certain laws of Ukraine with regard to licensing of the import of medicinal products and defining the term "active pharmaceutical ingredient" of 4 July 2012 No 5038-VI, (2 pages in Ukrainian language).    

	6.
	Description of content:  This Law is adopted according to Volume 4 of "The Rules Governing Medicinal Products in the European Union" which contains guidance for the interpretation of the principles and guidelines of good manufacturing practices for medicinal products for human and veterinary use, Commission Directives 91/356/EEC, amended by Directive 2003/94/EC and 91/412/EEC.
This Law amends the Law of Ukraine "On Medical products" giving definitions to:

· medicinal product;

· finished medicinal products (drugs, medicines);

· active pharmaceutical ingredient (drug substance, the active substance, substance);

· excipient;

· medicinal form;

· products "in bulk" etc.

The Law also provides for licensing of activity on import of medical products. Imported medical products should be registered in Ukraine and accompanied by the lot quality certificate issued by the producer. 

	7.
	Objective and rationale, including the nature of urgent problems where applicable:  The main purpose of adopting the Law was to strengthen state control over the quality of medical products through introduction of licensing of activity on import of medical products and harmonization of certain terms definitions with terms adopted in Volume 4 of "The rules governing medicinal products in the European Union". As regards licensing of activity on import of medical products relevant amendments have been made to Law of Ukraine "On licensing certain types of activities" and the Law of Ukraine "On Medical products".
Implementation of the law will facilitate:

· creation of appropriate business conditions on the pharmaceutical market of Ukraine;

· prevention of the circulation of counterfeit, substandard and unregistered medicines.

	8.
	Relevant documents:  
· National Programme for Adaptation of Ukrainian legislation to EU legislation, approved by the Law of Ukraine on March 18, 2004 ¹ 1629-VI (Ukrainian); Law of Ukraine "On the basis of Ukraine's legislation on health protection" (Ukrainian); Law of Ukraine "On Medical products" (Ukrainian); Law of Ukraine "On licensing certain types of activities" (Ukrainian);
· Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 "On the community code relating to medicinal products for human use" (as amended) (English).  

	9.
	Proposed date of adoption:  

Proposed date of entry into force:  
	
	-

	10.
	Final date for comments:   

	11.
	Text available from:  National enquiry point [X], or address, telephone and fax numbers, e-mail and web-site addresses, if available of the other body:  
Ministry of Economic Development and Trade of Ukraine
01008, Kyiv, 12/2 M. Hrushevskoho str.,

Tel./Fax: +38044 281 95 34

Email:  ep@me.gov.ua

Internet address where the text is available :

http://zakon1.rada.gov.ua/laws/show/5038-17  (in Ukrainian)
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