	[bookmark: bmkRestricted]
	

	[image: ]
	

	
	[bookmark: bmkSymbols]G/TBT/N/UKR/391

	
	[bookmark: spsDateDistribution][bookmark: bmkDate]30 June 2026

	[bookmark: bmkSerial](26-4707)
	[bookmark: bmkTotPages]Page: 1/2

	[bookmark: bmkCommittee]Committee on Technical Barriers to Trade
	[bookmark: bmkLanguage][bookmark: spsOriginalLanguage]Original: English



tbtSymbol

- 1 -

[bookmark: spsSymbolHeader]G/TBT/N/UKR/391

- 2 -

NOTIFICATION
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

	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 codes or national tariff lines. ICS numbers may be provided in addition, where applicable): Medicines

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Draft Order of the Ministry of Health of Ukraine "On Approval of Amendments to the Procedure for Issuing Permits for Parallel Import of Medicines, Amending Permits for Parallel Import of Medicines, Suspending, Cancelling and Terminating Permits for Parallel Import of Medicines"; (14 page(s), in Ukrainian)
Link to notified document(s) and/or contact details for agency or authority which can provide copies upon request: 
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03375_00_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03375_01_x.pdf
https://moz.gov.ua/uk/gromadske-obgovorennya-proyektu-nakazu-ministerstva-ohoroni-zdorov-ya-ukrayini-pro-zatverdzhennya-zmin-do-poryadku-nadannya-dozvolu-na-paralelnij-import-likarskogo-zasobu-vnesennya-zmin-do-dozvolu-na-paralelnij
Secretariat of the Cabinet of Ministers of Ukraine
Department of International Trade Policy
12/2 M. Hrushevskogo Str.
Kyiv 01008
Tel: +(38 044) 256 65 07
Email: ep@kmu.gov.ua
Website: https://www.kmu.gov.ua/

	6.
	Description of content: The draft Order has been developed in accordance with the Law of Ukraine No. 2469-IX of 28 July 2022 "On Medicines", which provides for the establishment and operation of a single regulatory authority responsible for state control in the field of the circulation of medicines. 
The draft Order aims to clarify the procedure governing the parallel import of medicines following the establishment of a central executive authority with special status responsible for implementing state policy in the areas of the development, market authorization, quality control, safety, and efficacy of medicines.
The regulatory authority established for this purpose is the Ukrainian Pharmaceutical Agency (Ukrpharmagency).
The parallel import of medicines may be carried out by a business entity holding a licence to import medicines (a parallel importer), in accordance with the licensing conditions established by the Cabinet of Ministers of Ukraine, only after the Ukrainian Pharmaceutical Agency has granted the business entity a parallel import permit.
Accordingly, the draft Order transfers the functions relating to the issuance, amendment, suspension, сancelling and termination of parallel import permits from the State Service of Ukraine on Medicines and Drugs Control and the State Enterprise "State Expert Center of the Ministry of Health of Ukraine" to the Ukrainian Pharmaceutical Agency.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: Quality requirements; Harmonization

	8.
	Relevant documents: 
Law of Ukraine No. 2469-IX "On Medicines" of 28 July 2022;
Order of the Ministry of Health of Ukraine No. 277 "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" of 17 February 2025;
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
Relevant notifications:
· G/TBT/N/UKR/319/Rev.1/Add.1

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: 1 January 2027; This Order shall enter into force simultaneously with the enactment of the Law of Ukraine of 28 July 2022 No. 2469-IX "On Medicines", i.e. 1 January 2027.

	10.
	Provision of comments
Final date for comments: 30 July 2026 (30 days from notification)
[ ] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
Secretariat of the Cabinet of Ministers of Ukraine
Department of International Trade Policy
12/2 M. Hrushevskogo Str.
Kyiv 01008
Tel: +(38 044) 256 65 07
Email: ep@kmu.gov.ua
Website: https://www.kmu.gov.ua/
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