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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 for in vitro diagnostics intended for human use and accessories to such 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 Technical Regulation on Medical Devices for In Vitro Diagnostics"; (200 page(s), in Ukrainian)

	6.
	Description of content: The draft Technical Regulation on Medical Devices for In Vitro Diagnostics sets out rules for the placing on the market, making available, or putting into operation of medical devices for in vitro diagnostics intended for human use, as well as accessories for such devices. It also applies to efficacy studies conducted in Ukraine related to medical devices for in vitro diagnostic and their accessories.
This draft Technical Regulation has been developed based on Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro diagnostic medical devices and repealing Directive 98/79/EC and Commission Decision 2010/227/EU.
The draft Technical Regulation aims to remove legal, administrative and technical barriers in the field of medical devices, in particular medical devices for in vitro diagnostics, ensuring the safety and efficiency 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.
The draft Resolution also provides that the placing on the market of medical devices for in vitro diagnostics that comply with the requirements of the Technical Regulation on Medical Products for Diagnostics In Vitro, approved by the Resolution of the Cabinet of Ministers of Ukraine No. 754 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: Protection of human health or safety; Quality requirements; Harmonization 

	8.
	Relevant documents: 
The Laws of Ukraine "On Technical Regulations and Conformity Assessment", "On State Market Supervision and Control of Non - Food Products"; Resolution of the Cabinet of Ministers of Ukraine of 2 October 2013 No.754 "On approval of the Technical Regulation on Medical Products for Diagnostics In Vitro"
Referenced Notification(s):
· G/TBT/N/UKR/227
· G/TBT/N/UKR/227/Add.1
· G/TBT/2/Add.100/Rev.4

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: This Resolution will enter into force on the day of its publication and will be implemented in 5 years, except for:
- paragraphs 119-121, 125-135, subparagraphs 4-5 of paragraph 152, 176, 180, 187, 232-277, 285, 287-299, 304-305, third item of paragraph 306, 307, 321, 324-325, 330, 332, second sentence of paragraph 336, 345, which shall be implemented six months after the enactment of this Resolution;
- subparagraphs 2-3 and 5-9 of paragraph 27, which shall be implemented twenty-four months after the enactment of this Resolution;
- subparagraph 4 of paragraph 27, which shall be implemented ninety-six months after the enactment of this Resolution;
- paragraph 110, which shall be implemented:
for medical devices for in vitro diagnostics of class D - twelve months after the enactment of this Resolution;
for medical devices for in vitro diagnostics of class B and C - thirty-six months after the enactment of this Resolution;
for medical devices for in vitro diagnostics of class A - sixty months after the enactment of this Resolution.

	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-dlya-diagnostiki-in-vitro-2
https://members.wto.org/crnattachments/2025/TBT/UKR/25_03331_00_x.pdf
https://members.wto.org/crnattachments/2025/TBT/UKR/25_03331_01_x.pdf
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