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DECISION
	August 19, 2022
	No. 133
	Bishkek
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On amending the Requirements for implementing, maintaining 
and assessing the quality management system of medical devices 
depending on the potential risk of their use 
In accordance with Paragraph 2, Article 31 of the Treaty on the Eurasian Economic Union dated May 29, 2014, Paragraph 1, Article 6 of the Agreement on Unified Principles and Rules for the Circulation of Medical Devices (Medical Accessories and Medical Equipment) within the Eurasian Economic Union dated December 23, 2014, Paragraph 107 of Annex 1 to the Rules of Procedure of the Eurasian Economic Commission approved by Decision No. 98 of the Supreme Eurasian Economic Council dated December 23, 2014, the Eurasian Economic Commission's Council decided:
1. The third indent of paragraph 2 of the Requirements for implementing, maintaining and assessing the quality management system of medical devices depending on the potential risk of their use approved by Decision No. 106 of the Eurasian Economic Commission's Council dated November 10, 2017 shall be read as follows:
"inspecting organization" means an authorized authority or an organization that is under the jurisdiction (subordination) of the authorized authority and empowered to conduct the medical device manufacturing inspections;
2. This Decision shall come into effect after 30 calendar days have elapsed from the date of its official publication.
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