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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 Order of the Ministry of Health of Ukraine "Certain Issues Concerning the Assessment of Registration Dossier Materials"; (636 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_03133_03_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_04_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_05_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_06_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_07_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_08_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_09_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_10_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_11_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_12_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_13_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_14_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_15_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_16_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_17_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_18_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_19_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_20_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_21_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_22_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_00_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_01_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_02_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_23_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_24_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_25_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_26_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_27_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_28_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_29_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_30_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_31_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_32_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_33_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_03133_34_x.pdf
https://moz.gov.ua/uk/gromadske-obgovorennya-proyektu-nakazu-ministerstva-ohoroni-zdorov-ya-ukrayini-deyaki-pitannya-provedennya-ekspertizi-materialiv-reyestracijnogo-dosye
Secretariat of the Cabinet of Ministers of Ukraine
Department of International Trade Policy
12/2 M. Hrushevskogo 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 Order has been developed in accordance with the requirements of the Law of Ukraine "On Medicines" No. 2469-IX of 28 July 2022, taking into account the relevant European Union legislation.
The main objective of the draft Order is to align the procedures for medicine registration with the Law of Ukraine "On Medicines" and to establish a unified and modern framework for the submission and assessment of registration dossier materials.
The draft Order establishes new procedures for the assessment of medicine registration dossier materials in relation to:
• state registration and re-registration of medicines;
• indefinite extension of state registration;
• submission and assessment of variations (changes) to the registration dossier during the validity of the registration.
The draft Order approves:
• the procedure for the assessment of registration dossier materials;
• application forms for registration, re-registration and variations;
• requirements for the content and scope of the registration dossier;
• requirements for the submission of variations to the dossier;
• requirements for the Summary of Product Characteristics, package leaflet and labeling;
• templates for clinical and non-clinical study reports;
• the procedure for providing scientific advice to applicants;
• the procedure for determining the significance of the clinical benefit of new therapeutic indications for reference medicines registered in Ukraine;
• the list of herbal substances, herbal preparations and herbal combinations used in traditional herbal medicines.
It is also proposed, under the draft Order, to declare as repealed the Order of the Ministry of Health of Ukraine of 26 August 2005 No. 426 "On Approval of the Procedure for the Examination of Registration Materials for Medicines Submitted for State Registration (Re-registration), as well as the Examination of Materials on Amendments to Registration Materials During the Validity Period of the Registration Certificate".

	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: 
Law of Ukraine No. 2469-IX "On Medicines" of 28 July 2022;
Resolution of the Cabinet of Ministers of Ukraine No. 376 of 26 May 2005 "Procedure of State Registration (Reregistration) of Medicines" (as amended);
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;
Regulation (EU) 2019/5 of the European Parliament and of the Council of 11 December 2018 amending Regulation (EC) No 726/2004 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency, Regulation (EC) No 1901/2006 on medicinal products for paediatric use and Directive 2001/83/EC on the Community code relating to medicinal products for human use;
Regulation (EC) No 1901/2006 of the European Parliament and of the Council of 12 December 2006 on medicinal products for paediatric use and amending Regulation (EEC) No 1768/92, Directive 2001/20/EC, Directive 2001/83/EC and Regulation (EC) No 726/2004;
Commission Regulation (EC) No 507/2006 of 29 March 2006 on the conditional marketing authorisation for medicinal products for human use falling within the scope of Regulation (EC) No 726/2004 of the European Parliament and of the Council;
Regulation (EC) No 1394/2007 of the European Parliament and of the Council of 13 November 2007 on advanced therapy medicinal products and amending Directive 2001/83/EC and Regulation (EC) No 726/2004;
Commission Regulation (EC) No 1234/2008 of 24 November 2008 concerning the examination of variations to the terms of marketing authorisations for medicinal products for human use and veterinary medicinal products;
Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 laying down Community procedures for the authorisation and supervision of medicinal products for human and veterinary use and establishing a European Medicines Agency
Relevant notifications:
· G/TBT/N/UKR/301
· G/TBT/N/UKR/300
· G/TBT/N/UKR/316/Add.1
· G/TBT/N/UKR/318/Rev.1
· G/TBT/N/UKR/337/Rev.1/Add.1
· G/TBT/N/UKR/328/Add.1

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: 1 January 2027; This Order shall enter into force simultaneously with the enactment of the Law of Ukraine of 28 July 2022 No. 2469-IX "On Medicines", i.e. 1 January 2027.

	10.
	Provision of comments
Final date for comments: 17 July 2026 (30 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 M. Hrushevskogo Str.
Kyiv 01008
Tel: +(38 044) 256 65 07
Email: ep@kmu.gov.ua
Website: https://www.kmu.gov.ua/
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