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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 (Article 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): Medicines

	5.
	Title, number of pages and language(s) of the notified document: Draft Resolution of the Cabinet of Ministers of Ukraine "On Amendments to Clause 6 of the Procedure for State Quality Control of Medicines Imported into Ukraine"; (2 page(s), in Ukrainian), (2 page(s), in English)

	6.
	Description of content: The draft Resolution of the Cabinet of Ministers of Ukraine "On Amendments to Clause 6 of the Procedure for State Quality Control of Medicines Imported into Ukraine" has been developed to deregulate the process of state control of radioactive and radiopharmaceutical medicines imported into Ukraine, as well as and to facilitate open electronic interaction between executive authorities and business entities.
Radioactive and radiopharmaceutical medicines are specific sources of ionizing radiation, the active ingredient of which is a radioactive isotope (radionuclide). They are widely used worldwide and in Ukraine for the diagnosis and treatment of oncological diseases. Manufacturers of radioactive and radiopharmaceutical medicines release new batches on a weekly basis, which is related to the unique physical characteristic of these drugs - the half-life of the radionuclide (the time it takes for half of the atoms of a given radionuclide to decay). For example, the half-life of Iodine-131 (I-131) is 8 days. Additionally, radioactive and radiopharmaceutical medicines have a short shelf life, ranging from 21 to 28 days from the date of production.
The draft Resolution aims to resolve discrepancies between the requirements of the Procedure for State Quality Control of Medicines Imported into Ukraine, approved by the Resolution of the Cabinet of Ministers of Ukraine on 14 September 2005 No. 902, and the physical properties of radioactive and radiopharmaceuticals in order to prevent delays or rescheduling of diagnostics and treatment for cancer patients, thereby reducing significant risks to their health and life.
The proposed amendments comply with the requirements of 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 in terms of the wholesale trade in medicines (distribution) and imports, including radiopharmaceuticals.
In addition, to ensure efficient, transparent and open electronic interaction between executive authorities and business entities in accordance with the Law of Ukraine "On Electronic Documents and Electronic Document Management", it is proposed to add Clause 6 with a new rule regarding the submission of information on imports and accompanying documents through the e-government web portal for quality control of medicines of the State Service of Ukraine on Medicines and Drugs Control.

	7.
	Objective and rationale, including the nature of urgent problems where applicable: Quality requirements; Reducing trade barriers and facilitating trade

	8.
	Relevant documents: 
Resolution of the Cabinet of Ministers of Ukraine No 902 "On Approval of the Procedure for State Quality Control of Medicinal Products Imported to Ukraine" of September 14, 2005 (as amended)

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: from the date of its publication

	10.
	Final date for comments: 60 days from notification

	11.
	Texts available from: National enquiry point [X] or address, telephone and 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/povidomlennya-pro-oprilyudnennya-postanovi-kabinetu-ministriv-ukrayini-pro-vnesennya-zmini-do-punktu-6-poryadku-zdijsnennya-derzhavnogo-kontrolyu-yakosti-likarskih-zasobiv-sho-vvozyatsya-v-ukrayinu
https://members.wto.org/crnattachments/2024/TBT/UKR/24_07162_00_e.pdf
https://members.wto.org/crnattachments/2024/TBT/UKR/24_07162_00_x.pdf
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