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1.HH) Purpose
R R 5 R IT AU FE AR R (MD-QMS)AH A TE N o] Ry SR, B AIE XU,
SIS BN . A% R IRRE 7 BRSO IEVE B, 5 8 A XA . This document is

formulated to meet the requirements for certification of medical devices quality management

systems (MD-QMS), to avoid certification risks, to guide certification managers and auditors to
implement certification activities in accordance with procedural requirements.
2.35H Scope

2.1 AN FH T #0YE CCATS hf H 13 WA IE F1 3R AIE (¥ % 26 2H 214% I GB/T42061-2022/1SO
13485 (12257 A bl it B P4 28 FH VR0 ) 22 5R ) 7 v 8 57 B 7 4 At A LA R B VRN B
These rules are used to regulate the certification activities of CCATS for various organizations
applying for certification and getting certification to establish a medical device quality management
system in accordance with GB/T42061-2022/ISO 13485 "Requirements for Regulatory Application
of Medical Device Quality Management System".

2.2 AFN B AELE SN SVE AR B R AT AR, R ERST 2 =
BAR RV AR AT BARRUE , sm AN X AN UIEIE R )& #EAN T {F . The purpose of this
rule is to combine the certification and accreditation related laws and regulations, the national and
industrial technical standards, the implementation of the medical device quality management system
certification process to make specific provisions, strengthen CCATS management and
responsibility for the certification process.

2.3 AFM A B R B T7 88 st &8 FAR R IETR SIS A 0K, JT R BT Ui
B PR ZRANUETE B N 2438 SF A . These rules are the basic requirements for the medical
device quality management system certification activities of this institution, and shall be observed

when carrying out the medical device quality management system certification activities.

3. % CCATS HJFE A ZEKR Basic requirements for certification bodies
3.1 BRAFE ZON MR ZE e - BT M F ot 5 R AA R AR 1 B3 5 07 R T RE T bk o =
& Z I\ UE . Only with the approval of the CNCA and the qualification of quality management
system certification can the medical device quality management system certification be carried out.
3.2 AIERE A BT ELAN TAER RFF & GB/T 27021/ISO/IEC 17021-1 (&4 PFE & H A4
AHIZINENMESK)Y o The certification capability, internal management and work system shall
comply with GB/T 27021/ISO/IEC 17021-1 Conformity assessment-Requirements for bodies

providing audit and certification of management systems.
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