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B 2017 EQE(EEEEMAR) (Regulation (EU) 2017/745 - &% MDR)®!.
#5 2021 £ 5 B 26 HEEEM - MBEKN (BEREMIE2(MDD)) & (EEEA
NEEREMIES(AIMDD)) - £ MDRE 1 & 19 1§ - RIEBE S EAMNEERE - /F
RIBEHBEEEEES  AINEREM - SN MDRME VI 55 3 EFE/RNE 6.3 1% - 1§
SR EE T EERS  WRATEHRRE 1) BEER MIEHEMEZE S
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PR ORI - BB BE R M 1B /) 4 (Medical Device Coordination Group,
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RESHIE R HE) 155 (MDCG 2019-11)M% . BB EREE R E— S IR AR B R A e
(Medical Device Software, MDSW) 7 #5#7 Bl (classification criteria) - tEFRRI7NOI 4 A3
TEIRE EhAEMFE ZERER (apps) - MARBER DR MDSW - ‘Bi@BEH S
AR FEAO S & MRT 872 7 (Conformity Assessment Procedure) !t . g% 5ol &
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5 MDSW ZBBER - BB FEMR1E 1SO 1348512 % IEC 6230413 - #nfe
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BB - &kiE MDR £ 120 1§38 E 1 (Transitional Provision) R8s 3 FX - FHEM
HEEABNREBEEE (Significant Change) - AIEHBEW AR O #E 2B EHAREIE
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2020 £ 3 B &2 (MDR 25 120 RBEIRFFrE 25 MDD & AIMDD MEUSREEE
MEBERMZBEEE) 55/ (MDCG 2020-3) (EMA, Guidance on significant
changes regarding the transitional provision under Article 120 of the MDR with
regard to devices covered by certificates according to MDD or AIMDD, 2020) 2
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TEZSERS M@)’E SZBBER - MERRIRER - ETESRENIR - TEE

RS BRTOREEE ; R - ELMBBINERIIRER - RIKIBEEEERR
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7I‘a‘/f?ﬁbyﬁﬂ(GIobaIHarmonlzatlonTaskForce GHTR)&:% - B BERM 7 7,%41131
Z WHBHABER M DB DR HE(Japanese Medical Device Nomenclature,
JMDN) - BE&# 7 2%31@%@*5%'] —REEREM(E | S EFEBERM(E I E4R)

2 BV RIBEEETIAERET RS - AHEBMA - BEARRINEE - REEANDBELE -
B a2l RtEENaE - R LR -

RegMed 2021 Vol. 128 18



B e BICERABAT e 128 6

AR B

— <5 A R

ﬂ'xrzmgg lﬁi:ﬂﬁﬁm BRE28HE

BSEERIBRSEMEE Il FREE IV FAR)

MHLW 1% 2014 1 (Z4Y) kB E=RMA(PMD act) ) BUCIR (Z25A(PAL)) # -
H—JFHBCE’)Ie:eﬁ B - BREF 2 B SR AE M A BR AR RE M S IR E0RE Y - kiB JMDN - EEREE
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