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NOTIFICATION
The following notification is being circulated in accordance with Article 10.6

	1.
	Notifying Member: RUSSIAN FEDERATION
If applicable, name of local government involved (Articles 3.2 and 7.2): 

	2.
	Agency responsible: 
Russian Scientific and Technical Center for Information on Standardization, Metrology and Conformity Assessment (Standartinform, National enquiry point for the TBT Agreement)
Tel: +7(495) 531-26-59
E-mail: info@gostinfo.ru
Website: www.gostinfo.ru 

	3.
	Notified under Article 2.9.2 [X], 2.10.1 [ ], 5.6.2 [ ], 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): 3003 , 3004 (Pharmaceuticals)

	5.
	Details of notified document(s) (title, number of pages and languages, means of access): Draft amendments to the Rules of Good Manufacturing Practice in the Eurasian Economic Union; (143 page(s), in Russian)
Link to notified document(s) and/or contact details for agency or authority which can provide copies upon request: 

	6.
	Description of content: Updating Appendix No. 1 to the Rules of Good Manufacturing Practice (Requirements for the Production of Sterile Medicines), taking into account updated approaches to the production of sterile products, the emergence of new technologies for their production (including new technologies for sterilization and aseptic production), revision of international acts in the field of sterile products (documents of the International Council for Harmonization (ICH)), as well as the law enforcement practices of the authorized bodies of the member States of the Eurasian Economic Union

	7.
	Objective and rationale, including the nature of urgent problems where applicable: - Protecting the life and health of a patient (as the end user of medicines);
- protecting the interests of the health care system;
- protection of the interests of manufacturers of sterile products;
- protection of the interests of pharmaceutical inspectorates of the Eurasian Economic Union Member States conducting pharmaceutical inspections;
- protection of the interests of authorized bodies (expert organizations) that perform the procedure for assessment of the registration dossier of a medicinal product from the position of proving its safety and compliance with a given quality standard .

	8.
	Relevant documents: 
Draft amendments to the Rules of Good Manufacturing Practice in the Eurasian Economic Union
https://regulation.eaeunion.org/orv/3093/
Decision of the Council of the Eurasian Economic Commission No.77 of November 3, 2016
https://docs.eaeunion.org/documents/306/2586/

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: To be determined

	10.
	Provision of comments
Final date for comments: 23 July 2025
[ ] 60 days from notification 
Contact details of agency or authority designated to handle comments regarding the notification: 
Russian Scientific and Technical Center for Information on Standardization, Metrology and Conformity Assessment (Standartinform, National enquiry point for the TBT Agreement)
Tel: +7(495) 531-26-59
E-mail: info@gostinfo.ru
Website: www.gostinfo.ru 
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