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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
Name and address (including telephone and fax numbers, email and website addresses, if available) of agency or authority designated to handle comments regarding the notification shall be indicated if different from above: 

	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 or CCCN where applicable, otherwise national tariff heading. ICS numbers may be provided in addition, where applicable): Medical devices

	5.
	Title, number of pages and language(s) of the notified document: Draft Resolution of the Cabinet of Ministers of Ukraine "On Approval of the Technical Regulation on Medical Devices"; (230 page(s), in Ukrainian)

	6.
	Description of content: The draft Technical Regulation sets out rules for placing on the market, making available on the market or putting into operation of medical devices intended for human use and accessories for such devices. It also applies to clinical investigations concerning such medical devices and their accessories conducted in Ukraine. 
The draft Technical Regulation aims to remove legal, administrative and technical barriers in the field of medical devices, while ensuring the safety and efficacy of medical devices on the Ukrainian market, implementing modern European approaches to monitoring the safety and efficacy of medical devices and preventing the entry of unsafe, ineffective and counterfeit medical devices into Ukraine.
This draft Technical Regulation has been developed based on Regulation (EU) No 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.
Once adopted, the Technical Regulation will take effect in five years after its publication. Until then, the current Technical Regulations on Medical Devices and on Active Implantable Medical Devices will remain fully applicable. To facilitate the transition to the new requirements, specific transitional periods will be introduced.
It is also noted that placing on the market of medical devices that comply with the requirements of the Technical Regulation on Medical Devices, approved by the Resolution of the Cabinet of Ministers of Ukraine No. 753 of 02 October 2013, and of active implantable medical devices that comply with the requirements of the Technical Regulation on Active Implantable Medical Devices, approved by the Resolution of the Cabinet of Ministers of Ukraine No. 755 of 02 October 2013, is permitted provided a valid certificate of conformity and/or declaration of conformity is available, but for no longer than five years from the date this Resolution takes effect.
The placing on the market and/or use of such medical devices shall not be prohibited or restricted on the grounds of non-compliance with the new Technical Regulation adopted by this draft Resolution.

	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
Referenced Notification(s):
· 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: This Resolution will enter into force on the date of publication and will be enacted in 5 years, except for clauses:
142-145, 149-156, 157-159, subparagraphs 4-5 of clause 186, 211, 217, 219, 272-311, 312-319, 327, 329-341, 346, 348, paragraph 3 of clause 349, 350, 364, 367, 368, 373, 375, 2nd sentence of clauses 379, 388, which will be enforced six months after the enactment of this Resolution;
392-393, which will be inforced twelve months twelve months after the enactment of this Resolution;
226, which shall be enforced twenty-four months after the functioning of the medical device database is ensured;
25, 130, which will be enforced:
for implantable medical devices and medical devices of class III - twelve months after the enactment of this Resolution;
for medical devices of classes IIa and IIb - thirty-six months after the enactment of this Resolution;
for medical devices of class I - sixty months after the enactment of this Resolution;
for re-processed medical devices - twenty-four months after the enactment of this Resolution after mandatory compliance with the requirements for such classes of medical devices.

	10.
	Final date for comments: 60 days from notification

	11.
	Texts available from: National enquiry point [X] or address, telephone or fax numbers and email and website addresses, if available, of other body: 
Ministry of Economy of Ukraine
Department for Trade Agreements and Export Development
12/2 Hrushevskoho Str.
Kyiv 01008
Tel: +(38 044) 596 6839
Fax: +(38 044) 596 6839
Email: ep@me.gov.ua
Website: https://www.me.gov.ua
https://moz.gov.ua/uk/informacijne-povidomlennya-pro-provedennya-publichnogo-gromadskogo-obgovorennya-proyektu-postanovi-kabinetu-ministriv-ukrayini-pro-zatverdzhennya-tehnichnogo-reglamentu-shodo-medichnih-virobiv-3
https://members.wto.org/crnattachments/2025/TBT/UKR/25_03199_00_x.pdf
https://members.wto.org/crnattachments/2025/TBT/UKR/25_03199_01_x.pdf
https://members.wto.org/crnattachments/2025/TBT/UKR/25_03199_02_x.pdf
https://members.wto.org/crnattachments/2025/TBT/UKR/25_03199_03_x.pdf
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