	
	

	[image: image1.emf]
	

	
	G/TBT/N/UKR/181

	
	12 February 2021

	(21-1213)
	Page: 1/1

	Committee on Technical Barriers to Trade
	Original: English


tbtSymbol
- 1 -
G/TBT/N/UKR/181
- 1 -

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: 

	3.
	Notified under Article 2.9.2 [X], 2.10.1 [  ], 5.6.2 [X], 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): Medical products

	5.
	Title, number of pages and language(s) of the notified document: Draft Law of Ukraine "On Amendments to the Law of Ukraine "On Medical Products "Regarding a Holder of the Registration Certificate" (2 page(s), in Ukrainian)

	6.
	Description of content: - establishes clear requirements for a holder of the registration certificate in terms of ensuring the quality, safety and efficacy of a medical product registered in Ukraine;
- elimination of legal conflicts between normative-legal acts of the legislation of Ukraine in the sphere of circulation of medicines;
- creation of a legislative field adapted to the legislation of the European Union, which regulates the legal status of a holder of the registration certificate for a medicinal product registered in Ukraine, including one imported into the territory of Ukraine;
- prevention of unjustified shortage of medicines on the territory of Ukraine.
After the adoption of the draft Law and its entry into force, the holders of valid registration certificates for medicinal products must make appropriate changes to the materials of registration dossiers by January 1, 2022. 

	7.
	Objective and rationale, including the nature of urgent problems where applicable: The draft Law clear defines who can be the holder of a registration certificate (applicant) for a medical product in Ukraine and its main responsibilities; Other

	8.
	Relevant documents: Law of Ukraine "On Medical Products" (available in Ukrainian)

	9.
	Proposed date of adoption: to be determined
Proposed date of entry into force: the day following the day of its publication

	10.
	Final date for comments: 60 days from notification

	11.
	Texts available from: National enquiry point [X] or address, telephone and fax numbers and email and website addresses, if available, of other body: 
The text is available in Ukrainian on the official web-site of the Ministry of Health of Ukraine:
https://moz.gov.ua/article/public-discussions-archive/proekt-zakonu-ukraini-pro-vnesennja-zmin-do-zakonu-ukraini-pro-likarski-zasobi-schodo-vlasnika-reestracijnogo-posvidchennja
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