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

	1.
	Notifying Member: UKRAINE
If applicable, name of local government involved (Articles 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 [ ], 3.2 [ ], 7.2 [ ], other: 

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

	5.
	Title, number of pages and language(s) of the notified document: Draft Order of the Ministry of Health of Ukraine "Some Issues of Implementation of the Law of Ukraine No. 3860-IX "On Amendments to Certain Laws of Ukraine on Parallel Import of Medicines" of 16 July 2024"; (108 page(s), in Ukrainian)

	6.
	Description of content: The draft Order has been developed to regulate the procedure for issuing or refusing to issue permits for parallel import of medicines, aligning the procedures for ensuring the compliance of medical immunobiological products with national and international standards, and conducting pharmacovigilance in accordance with the legislation on parallel import of medicines.
The draft Order provides for the approval of the Procedure for granting permits for parallel import of medicines, which outlines a detailed mechanism for issuing or refusing to issue permits for parallel import of medicines, amending, suspending, renewing, cancelling, and terminating the validity of such permits by the State Service of Ukraine on Medicines and Drugs Control.
As Ukrainian legislation on medicines specifies that all medicines imported into Ukraine for sale (trade) or use in the production of finished medicines are subject to state quality control, the draft Order proposes amendments to several regulatory acts of the Ministry of Health of Ukraine regarding the regulation parallel import of medicines. A list of the relevant regulatory acts is provided in item 8 of the notification.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: Protection of human health or safety; Quality requirements 

	8.
	Relevant documents: 
Law of Ukraine No. 2469-IX "On Medicines" of 28 July 2022;
Law of Ukraine No. 3860-IX "On Amendments to Certain Laws of Ukraine on Parallel Import of Medicines" of 16 July 2024 (notified in document IP/N/1/UKR/30);
the Procedure for State Quality Control of Medicines Imported into Ukraine, approved by the Resolution of the Cabinet of Ministers of Ukraine of 14 September 2005 No. 902 (as amended by the Resolution of the Cabinet of Ministers of Ukraine of 08 August 2012 No. 793);
the Procedures for Control Over the Compliance of Immunobiological Products Used in Medical Practice with the Requirements of National and International Standards, approved by the Order of the Ministry of Health of Ukraine of 01 October 2014 No. 698; the Procedure for Pharmacovigilance, approved by the Order of the Ministry of Health of Ukraine of 27 December 2006 No. 898; Order of the Ministry of Health of Ukraine of 21 January 2013 No. 39 "On the Approval of the Forms of Documents Used for State Quality Control of Medicines Imported into Ukraine"
Referenced Notification(s):
· G/TBT/N/UKR/310
· G/TBT/N/UKR/258
· G/TBT/N/UKR/313
· G/TBT/N/UKR/315
· G/TBT/N/UKR/301

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: From the date of its publication

	10.
	Final date for comments: 60 days from notification

	11.
	Texts available from: National enquiry point [X] or address, telephone or fax numbers and email and website addresses, if available, of other body: 
Ministry of Economy of Ukraine
Department for Trade Agreements and Export Development
12/2 Hrushevskoho Str.
Kyiv 01008
Tel: +(38 044) 596 6839
Fax: +(38 044) 596 6839
Email: ep@me.gov.ua
Website: https://www.me.gov.ua
https://moz.gov.ua/uk/povidomlennya-pro-oprilyudnennya-proyektu-nakazu-ministerstva-ohoroni-zdorov-ya-ukrayini-deyaki-pitannya-realizaciyi-zakonu-ukrayini-vid-16-lipnya-2024-roku-3860-ix-pro-vnesennya-zmin-do-deyakih-zakoniv-ukrayini-shodo-paralelnogo
https://members.wto.org/crnattachments/2025/TBT/UKR/25_00486_02_x.pdf
https://members.wto.org/crnattachments/2025/TBT/UKR/25_00486_03_x.pdf
https://members.wto.org/crnattachments/2025/TBT/UKR/25_00486_04_x.pdf
https://members.wto.org/crnattachments/2025/TBT/UKR/25_00486_05_x.pdf
https://members.wto.org/crnattachments/2025/TBT/UKR/25_00486_00_x.pdf
https://members.wto.org/crnattachments/2025/TBT/UKR/25_00486_01_x.pdf
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