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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): Medical devices

	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 Technical Regulation on Medical Devices"; (232 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/2025/TBT/UKR/25_06721_00_x.pdf
https://members.wto.org/crnattachments/2025/TBT/UKR/25_06721_01_x.pdf
https://moz.gov.ua/uk/informacijne-povidomlennya-pro-provedennya-publichnogo-gromadskogo-obgovorennya-proyektu-postanovi-kabinetu-ministriv-ukrayini-pro-zatverdzhennya-tehnichnogo-reglamentu-shodo-medichnih-virobiv-96392-3

Ministry of Economy, Environment and Agriculture of Ukraine
Department for Trade Agreements
12/2 Hrushevskoho Str.
Kyiv 01008
Tel: +(38 044) 596 6839
Email: ep@me.gov.ua
Website: https://www.me.gov.ua

	6.
	Description of content: the draft Resolution provides for the update of the provisions of the Technical Regulation on Medical Devices, developed on the basis of Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC. 
The draft Technical Regulation on Medical Devices sets requirements for medical devices and clarifies the responsibilities of manufacturers, authorised representatives, importers and distributors. It establishes requirements for conformity assessment bodies, strengthens governmental supervision over their activities, modifies the classification rules for certain medical devices and expands the scope of application.
A new provision also regulates the distance selling of medical devices through information and communication systems (including via the Internet) and introduces reinforced requirements for clinical evaluation and clinical investigations, post-market surveillance and post-market clinical follow-up, as well as safety monitoring by manufacturers and the competent authorities.
A Unique Device Identification (UDI) System is being introduced to ensure traceability of medical devices, enhance monitoring efficiency and reduce the risks of medical errors and counterfeiting. Each medical device will have a unique UDI code identifying the manufacturer, device type, device number or batch number. The UDI system will be linked to a medical device database that will integrate electronic systems for device registration, registration of economic operators, the UDI database, designated bodies and certificates, clinical investigations, post-market surveillance and market surveillance.
Before placing high-risk medical devices on the market, manufacturers will be required to provide a brief summary of the main aspects of device safety, performance and evaluation results, which will be publicly available on the manufacturer's website and in Eudamed. They will also be required to implement a comprehensive post-market performance monitoring system as part of their quality management system.
New responsibilities are also established for manufacturers, importers, distributors and authorised representatives to provide the competent authority with information on the full supply chain of medical devices. If such information cannot be provided, they shall assume full legal responsibility for the medical device.
For export purposes and at the request of the manufacturer or authorised representative, a free sale certificate shall be issued certifying that the manufacturer or authorised representative, as applicable, has a registered place of business in Ukraine, and that the product in question is marked with a conformity mark in accordance with this Technical Regulation and may be placed on the market.
Once adopted, the Technical Regulation shall enter into force on the date of its publication and will become applicable five years thereafter. Until that time, the current Technical Regulation shall remain in force. To facilitate adaptation to the new requirements, the draft Resolution provides for transitional periods.

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

	8.
	Relevant documents: 
Laws of Ukraine "On Technical Regulations and Conformity Assessment", "On the State Market Supervision and Control of Non-Food Products"; Technical Regulation on Medical Devices, approved by the Cabinet of Ministers of Ukraine No. 753 of 02 October 2013, Technical Regulation on Active Implantable Medical Devices, approved by the Resolution of the Cabinet of Ministers of Ukraine No. 755 of 02 October 2013
Relevant notifications:
· G/TBT/2/Add.100/Rev.4
· G/TBT/2/Add.100/Rev.5

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: To be determined; This Resolution will enter into force six months after its publication and shall apply from 31 December 2030, except for clauses:
142-145, 149-156, 157-159, subparagraphs 4-5 of clause 186, 211, 217, 219, 226, 272-311, 312-319, 327, 329-341, 346, 348, paragraph 3 of clause 349, 350, 364, 367, 368, 373, 375, the second sentence of clause 379, 388, in terms of the provisions relating to the relevant electronic systems of the National Database of Medical Devices, which will be applied twelve months after its official publication, following notification of the functionality of one or more systems included in the National Database of Medical Devices.

	10.
	Provision of comments
Final date for comments: 6 December 2025
[X] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
Ministry of Economy, Environment and Agriculture of Ukraine
Department for Trade Agreements
12/2 Hrushevskoho Str.
Kyiv 01008
Tel: +(38 044) 596 6839
Email: ep@me.gov.ua
Website: https://www.me.gov.ua
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