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Act, BCIRE S 25 At SO i N CFR 55 21 %543 55 9 5%, QSR820( Quality System
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(1) (FREFEST 2445354 ) (Medical Devices Directive, fii#rA“MDD”)

(2) (EREREEST #8053 (Medical Devices Regulation, fii#% “MDR”).
2017 £ 5 H 25 H, MDR IERAERL, BT FET&miE4 (MDD), J#T 2021
£ 5 H 26 HIERPAT.

! https://www.fda.gov/medical-devices/overview-device-regulation/code-federal-regulations-cfr
2 https://www.fda.gov/regulatory-information/laws-enforced-fda/federal-food-drug-and-cosmetic-act-fdc-act
3 https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=820
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B DR RAT NER A NI 20 (7 b B B B R
(3) BAT NIm T e e it s o v (R s R A 7= it A 22 1 T S (R I i

D1

RAT NFIH B SRS AT = S « o e 3 A Lo pif i e i 4, 5
W 2 K BT A A NI T S F o RAT ARG BEST&% . Fadan . 27 il &
i s A5 BT FEM T i T AN FE AL, T373E BN TRy o RAT N IR M L pe SR
BT AT R, PR ST

gi b, RAT NFR MM AT dhfk . REE . e Tt
KEETTH A E LS, L RN AR g 7O RE ARG, A RO s
BLysgr . fNESH PR =T 2 KR, BIRAT AR NAR R
SR SRR ST IS = L2V G

2. AN T & ZE A BHREFIE L

A IAN, AAT NN T % 32 2 i B A AR AR S R L N R s

20214216 A 2020 45 2019 4 2018 4E
=R

FBRER | ZF | BHER | B | BRAXR | EF) | BRX
R 14.26% | -059% | 14.85% | 0.48% | 14.37% | 1.42% |  12.95%

e e I 2 12.18% | -1.14% | 13.32% | -0.86% | 14.18% | 0.80% 13.38%

% H 7 1584% | -5.09% | 20.93% | -1.96% | 22.89% 4.12% 18.77%

oAt 11.60% | -3.91% | 1551% | -0.76% | 16.27% 0.17% 16.10%

At 13.37% | -2.93% | 16.30% | -0.90% | 17.20% | 1.98% 15.22%

VL MR R, B GRE b 5 B AR BT
VE 2. NIRENCRTT L, 2020 4EA1 2021 4 16 A BRI SRR T B NI E
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WEHIN, KAT NFST 8B RIZR 758 12.95%. 14.37%. 14.85%F1 14.26%,
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;ﬁ?ﬁ (fLa 39.22% 31.16% 31.36%
fﬁ@?( o7 29.74% 25.46% 21.20%
ig;g@)( g 46.24% 54.53% 48.94%
;g%% CHErt 45.54% 38.47% 32.11%
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