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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 (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 Law of Ukraine "On Amendments to Certain Laws of Ukraine Concerning the Regulation of the Circulation of Medicines"; (27 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_04970_00_x.pdf
https://moz.gov.ua/uk/povidomlennya-pro-oprilyudnennya-proyektu-zakonu-ukrayini-pro-vnesennya-zmin-do-deyakih-zakoniv-ukrayini-shodo-regulyuvannya-obigu-likarskih-zasobiv
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 Law proposes to amend the legislation of Ukraine in the field of medicines, including the Laws of Ukraine "On Medicines" and "On Administrative Services", in order to establish a new regulatory model while ensuring continuity of relevant state functions and preventing interruptions or undue delays in procedures in the field of medicinal products.
The amendments to the Law of Ukraine "On Medicines", in particular, concern:
shortening the overall timeframe for a decision on the state registration (re-registration) of a medicinal product or refusal of such registration (re-registration) from 210 to 180 calendar days;
improving the provisions concerning the demonstration of bioequivalence of generic medicinal products;
improving the legal framework for clinical trials of medicinal products, including through scientific consultations for applicants on clinical trial-related matters and establishing statutory limits on the cost of the relevant services;
expanding the Bolar exemption by allowing the necessary studies, trials, assessments and other activities required for the state registration of a medicinal product, health technology assessment, state price regulation, reimbursement and preparation for participation in public procurement procedures before the expiry of the relevant patent or supplementary protection certificate (SPC), without allowing the placing on the market or commercial use of the respective medicinal product before the expiry of the relevant intellectual property right;
improving the pharmacovigilance system by regulating the submission and assessment of Periodic Safety Update Reports (PSURs) for medicinal products registered in Ukraine, implementing the European Union Single Assessment (PSUSA) procedure, and introducing the assessment of post-authorisation safety study (PASS) protocols and substantial amendments thereto;
improving the legal regulation of pharmacy and hospital pharmacy activities and state regulation of prices for medicinal products, including by ensuring the functioning of the National Price Catalogue and improving the mechanisms for the declaration and review of prices for medicinal products;
improving mechanisms for responding to risks of shortages of medicinal products and ensuring continuity of their supply through special measures in circumstances that may affect the availability of medicinal products;
improving transitional provisions concerning medicinal products registered before the entry into force of the new legislation and clinical trials authorised before the entry into force of the Law, including by maintaining the possibility of placing on the market medicinal products registered under the legislation previously in force for the period specified by the transitional provisions, and allowing the completion of clinical trials authorised before the entry into force of the Law.
The draft Law also proposes to amend the Law of Ukraine "On Administrative Services" in order to exclude relations in the field of state regulation of the circulation of medicinal products from its scope.

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

	8.
	Relevant documents: 
Law of Ukraine No. 2469-IX of 28 July 2022 "On Medicines"
Relevant notifications:
· G/TBT/N/UKR/301

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: To be determined; This Law shall enter into force on the day following the day of its official publication.

	10.
	Provision of comments
Final date for comments: 23 November 2026
[X] 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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