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Bl R R R bR S 22 A 5 T T PT RERE S o

BEy7 as ) i e B R — MR R B
RO — AW, BFEAELE P RE A AR IR
PEN—MDNENEREMRE R, A REVISORbritE. VAR
HESR 555 iR B AR ROy — 44, 15 ETi)E
B HIEAAEEN .
SR
[1] FDA 21 CFR Part 820 Quality System Regulation
[2] FDA 21 CFR Part 803 Medical Device Reporting
[3] FDA 21 CFR Part 806 medical devices; reports of
corrections and removals
[4] Guidance on corrective action and preventive
action and related QMS processes
GHTF/SG3/N18:2010
[5] (BEy7asmdr i a4 BAE)
[6] Meddev 2.12-1 rev.8 Guidelines on a medical
devices vigilance system
[7]1SO13485: 2003 Medical devices — Quality
management systems — Requirements for regulatory
purposes

[8] 1SO9000: 2005 Quality management system
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