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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): Order of the Ministry of Health of Ukraine No. 740 "On Approval of the Procedure for Pharmacovigilance" of 3 June 2026; (71 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_04732_00_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_04732_01_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_04732_02_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_04732_03_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_04732_04_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_04732_05_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_04732_06_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_04732_07_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_04732_08_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_04732_09_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_04732_10_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_04732_11_x.pdf
https://members.wto.org/crnattachments/2026/TBT/UKR/26_04732_12_x.pdf
https://zakon.rada.gov.ua/laws/show/z1061-26#Text
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 Order of the Ministry of Health of Ukraine No. 740 of 3 June 2026 approves a new Procedure for Pharmacovigilance, developed pursuant to the Law of Ukraine No. 2469-IX of 28 July 2022 "On Medicinal Products" and taking into account recommendations for international harmonisation in the field of pharmacovigilance.
The Procedure establishes:
unified approaches to the establishment and maintenance of pharmacovigilance systems at the state level and by marketing authorisation holders;
requirements for the Pharmacovigilance System Master File (PSMF), which is maintained by the marketing authorisation holder;
minimum requirements for the pharmacovigilance quality system for the state control authority and applicants;
the use of harmonised international terminology, formats and standards in accordance with European practice;
updated requirements for the collection, analysis and monitoring of data on adverse reactions, including through the national pharmacovigilance database;
procedures for the electronic submission of reports on adverse reactions, Periodic Safety Update Reports (PSURs) and Risk Management Plans (RMPs);
requirements for post-authorisation safety studies, including the form and content of study protocols and final reports.
The Order also declares invalid the Order of the Ministry of Health of Ukraine No. 898 of 27 December 2006 "On Approval of the Procedure for Pharmacovigilance".

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

	8.
	Relevant documents: 
Laws of Ukraine No. 2469-IX of 28 July 2022 "On Medicines", "On Protection of the Population from Infectious Diseases", "On the Public Health System"
Order of the Ministry of Health of Ukraine No. 299 of 21 May 2015 "On Approval of the Standard 'Guideline. Medicinal Products. Good Pharmacovigilance Practices'".
Relevant notifications:
· G/TBT/N/UKR/319
· G/TBT/N/UKR/319/Rev.1

	9.
	Proposed date of adoption: 3 June 2026; The Order was registered in the Ministry of Justice of Ukraine on 23 July 2026 and published on 11 August 2026.
Proposed date of entry into force: 1 January 2027; The Order shall enter into force simultaneously with the taking effect of the Law of Ukraine No. 2469-IX of 28 July 2022 "On Medicinal Products", i.e. on 1 January 2027.

	10.
	Provision of comments
Final date for comments: 14 October 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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