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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 Resolution of the Cabinet of Ministers of Ukraine "Certain Issues of State Supervision (Control) in the Field of Medicinal Products"; (119 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_03697_00_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_01_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_02_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_03_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_04_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_05_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_06_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_07_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_08_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_09_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_10_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_11_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_12_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_13_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_14_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_15_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_16_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_17_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_18_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_19_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03697_20_x.pdf
https://moz.gov.ua/uk/povidomlennya-pro-oprilyudnennya-proyektu-postanovi-kabinetu-ministriv-ukrayini-deyaki-pitannya-zdijsnennya-zahodiv-derzhavnogo-naglyadu-kontrolyu-u-sferi-likarskih-zasobiv

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: The draft Resolution has been developed to establish a unified mechanism for state supervision (control) in the field of medicinal products, aligned with the legislation of the European Union.
The draft Resolution proposes to approve:
• the Procedure for Conducting Pre-Licensing Inspections, which establishes the procedure for verifying the material and technical facilities, personnel qualifications and quality assurance arrangements prior to granting licences for the manufacture, wholesale and retail distribution, and import of medicinal products (excluding active pharmaceutical ingredients);
• the Procedure for Conducting Scheduled and Unscheduled Inspections of Compliance by Licensees with Licensing Conditions and Good Practices, as well as Inspections for Verifying Compliance with Good Practice Requirements and Inspections of Foreign Manufacturers of Medicinal Products, which establishes procedures for inspections of licensees, other relevant economic operators (including brokers) and foreign manufacturers;
• the Procedure for Sampling Medicinal Products for Laboratory Quality Control, which establishes procedures for sampling medicinal products, including investigational medicinal products and active pharmaceutical ingredients, for laboratory quality control at relevant stages of the supply chain.
• the Procedure for Conducting Test Purchases of Medicinal Products during Their Sale (Dispensing) to the Public.
The draft Resolution also provides transitional provisions allowing certain manufacturers, importers and wholesale distributors to continue operating without GMP and/or GDP certificates during martial law and for six months after its termination or cancellation, and provides that inspections of importers of investigational medicinal products and manufacturers, importers and distributors of active pharmaceutical ingredients will apply from 1 January 2028.

	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 No. 2469-IX of 28 July 2022 "On Medicines", "On Licensing of Types of Economic Activities", "On the Basic Principles of State Supervision (Control) in the Sphere of Economic Activity".
Relevant notifications:
· G/TBT/N/UKR/301
· G/TBT/N/UKR/309/Rev.1
· G/TBT/N/UKR/294/Add.1
· G/TBT/N/UKR/318/Rev.1
· G/TBT/N/UKR/330
· G/TBT/N/UKR/335/Add.1
· G/TBT/N/UKR/337/Rev.1/Add.1
· G/TBT/N/UKR/382

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: 1 January 2027; Resolution shall enter into force on 1 January 2027, except for the following provisions, which shall enter into force on 1 January 2028:
- the fourth paragraph of subparagraph 1, the fourth paragraph of subparagraph 2 of paragraph 4, paragraph 32, subparagraph 2 of paragraph 34, and the second paragraph of paragraph 38 of the Procedure for Conducting Scheduled and Unscheduled Inspections of Compliance by Licensees with Licensing Conditions and Good Practices, as well as Inspections for Verifying Compliance with the Good Practice Requirements Established in Ukraine, including of Brokers (Intermediaries) in the Circulation of Medicinal Products, and Inspections of Foreign Manufacturers of Medicinal Products at the Stage of State Registration of Medicinal Products, approved by this Resolution;
- paragraphs 4 and 14–16 of the Procedure for Conducting Pre-Licensing Inspections, approved by this Resolution, insofar as they concern inspections of licence applicants to verify the compliance of their material and technical facilities and personnel qualifications with the requirements of Good Pharmacy Practice (GPP).

	10.
	Provision of comments
Final date for comments: 29 August 2026 (45 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 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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