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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

	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 Resolution of the Cabinet of Ministers of Ukraine "On Approval of the Procedure for State Registration (Reregistration) of Medicines"; (17 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_00607_00_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_00607_01_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_00607_02_x.pdf
https://moz.gov.ua/uk/povidomlennya-pro-oprilyudnennya-proyektu-postanovi-kabinetu-ministriv-ukrayini-pro-zatverdzhennya-poryadku-derzhavnoyi-reyestraciyi-perereyestraciyi-likarskih-zasobiv-2

Secretariat of the Cabinet of Ministers of Ukraine
Department of International Trade Policy
12/2 Hrushevskoho Str.
Kyiv 01008
Tel: +(38 044) 256 65 07
Email: ep@kmu.gov.ua
Website: https://www.kmu.gov.ua/

	6.
	Description of content: This draft Resolution of the Cabinet of Ministers of Ukraine revises the previously notified version of the Procedure for the State Registration (Re-registration) of Medicines.
The revised draft has been developed by the Ministry of Health of Ukraine in accordance with the Law of Ukraine No. 2469-IX "On Medicines" and aims to further specify and update the unified procedural framework for the state registration (reregistration) of medicines, including finished medicines and immunobiological medicines, in alignment with 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.
The revision introduces mandatory electronic submission of applications and registration dossiers in accordance with the electronic Common Technical Document (eCTD) standard, clarifies procedural steps and timelines for evaluation and decision-making, the procedure for amendments to registration dossier materials, as well as grounds for refusal, suspension, cancellation or termination of state registration.
The revised measure also provides for the repeal of certain previous regulatory acts governing the state registration of medicines, in order to ensure consistency with the updated legal framework.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: Prevention of deceptive practices and consumer protection; Protection of human health or safety; Harmonization 

	8.
	Relevant documents: 
Laws of Ukraine "On Medicines" No. 2469-ІХ of 28 July 2024; "On the Protection of the Population from Infectious Diseases"; "On the safety and quality of donor blood and blood components";
Resolution of the Cabinet of Ministers of Ukraine of 26 May 2005 No. 376 "On Approval of the Procedure for State Registration (Reregistration) of Medicines and Fees for Their State Registration (Reregistration)";
Resolution of the Cabinet of Ministers of Ukraine of 29 December 2021 No. 1446 "Some issues of state registration of medicines, vaccines or other medical immunobiological products for the treatment and/or specific prevention of acute respiratory disease COVID-19 caused by the SARS-CoV-2 coronavirus, subject to for emergency medical use";
Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to medicines for human use.
Relevant notifications:
· G/TBT/N/UKR/300
· G/TBT/N/UKR/301

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: This Resolution shall enter into force simultaneously with the enactment of the Law of Ukraine of 28 July 2022 No. 2469-IX "On Medicines", which shall be enacted 30 months after the termination of martial law, except for certain provisions as notified in document G/TBT/N/UKR/301.

	10.
	Provision of comments
Final date for comments: 3 April 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 Hrushevskoho Str.
Kyiv 01008
Tel: +(38 044) 256 65 07
Email: ep@kmu.gov.ua
Website: https://www.kmu.gov.ua/
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