


2020F58 £ C1E% 1]

m 0% L7-h". ERiEE
%’ #8145 SHHMDRA
<l DIEFH S IER D48 AT

WX 9,

Z{EIFIRE. HZARAUDIEREHNEA
THED. FILLWERFIBEADETFICEH
T ES ZFMI BN TIFET,
LHOLAEDS, It RBEHBETET
WEx3d, £0Z< I, BHMRBAETSH
3202085826 EDWVWTWVWABICH
BHh 53 . WERICEIZHERE RS D
ER->TWVWET, BEENN., ZFRODIL
XM E Mt & L L - Bt DEH K
MEPIBBTETSLS5IC. KPMGL
RAPSIIAEE. 230 AU LEDERY —
A—ZRNRICBHBABEZBHEERML
L7z,

*  AFIF. 2019F98ICKPMGT > 2 —F> 3 FILDEITLIEDHDE
BRLIHDTY,

© 2021 KPMG AZSA LLC, & lim
tant: and a mber fi ithe




AIMEEICIF. TRTOH
BERELUORDODRTY S
ANDEHZEHLTVWET
H. ABEHLSEHSHIICHE -
e« UTOELSLBEEEIR
NEENTVETD,

— 2020%FE5H £ TICMDR
DELIEFZFEL TV
320DIE. FTEF10ERIL
UEDBREICE T ZES
EDS5528%DHTL
Too
EZEED57%I%. EE
ICERABITHE (EU
MDRZ120%%) % EHT
TBELEDICTBIEDH.
MDDEREEZ EFH T,

EU MDREBR X7 2 a—JL

2019838

HEAD, @HEFTICL2LTVWEDITTIEHD £H
Ao WHEBZREICEBLITOICKREREXE LR
&, EANCNETICERBL TEFBMEA%Z EB>TL
£9. 2019FEICEHE L 7-KPMG X RAPSD E#FAZE (C
HFWVWT, OEZIZ. MDRIEFERIRTBIcH->T2D
DRELEERH D BRTWVWE LT

0 FNEE S & ZFIEHTEE TR 1 L) —B3gst Dl
© w50y —20xm

CH52ODEREIEEEHS Y. MDRIZEEMED X
hrIHEMOHE 5T, X—H—OEREAICH L THX
BT THBEEZRIFITEWET D CITHYTY, $Fic.

EZ&Z D36%M. EUMDRZEIESFT37-5HI5H5 K
I EDOZTHEBNNEICHRD ERBBFDH > TWVWET,

EZEZHED50%LL LD, a—nv/iEsTERNS
ERETEFETHBLEITVET,

EZEED66%NH. HwEFHI - NETSEORES
LTERICHEHST . EU MDROEHIM A ERA DRE
ICWIS T 3O DOFFEEREICEFLTVEE A,

2024554 _
RITEFEHHL S5FE. £7-IEMDRE

ISO 13485:2016 " \DFIT5% 1 BB (2020E58278) H54EZB

(WFNHEWIES) L TRTD
ECEREEZE (X L TEFHATIT

2017 2018 @ 2021 2022 2023 @

2020558
MDR:&EHH

202558
MDD TERR] I N 7-#28 D BT
= S bl = 93 10 - Koy |

EU MDRDJBSF#Hi % 1345 < 1



SRR

PAN 7— ~

E \ d\ KPMG ¥ RAPSIC & 3B DEIEEDAEH. MDRA
DIEFICENT BB AEEDTETH DD, 20204F5

NS BETICBTIRBEZEL TICERICIETFTER L L

-|:|: N ~ TEEIHDITHN27%TL, THIC. AZFHBEOFHIUEH. MDR

j: /|k ADIEFICHEITZIRDATHEEL LT, BESSLUXEICET

DA BV ZFIIHRIBIFTCVWEY, LA >T, I—

Aw /N T2020F5 AU ICEHBDORTEZETE L TWEIARTOE

B> T, 202058 £ TORINT- BB TRMNAEG%
HWEMICLE2A—TB3HEEERDET,

SIARICL

HARNE>TW3 7%, MDROBHICHTZFvv S
FHMExERET 2RREIEBRSNTUVWET, MDRDFFRD
REICAEITTO—LLZABBITETR0I1IC. BEE
SH52020F5 B X TORICUTOF v I URMIHBIERIC
MIETBIHELHD X9,

1. MDDE&S35E

R EEEDE9%H . 202058 FTOIEFERIRT 578
IC. BITHERIFORK=EEEEL. BITHEEEFES N TES
MDDE SR Z EFP THZ YT BIHBR) CBEATVLET,

-178) : E1H. MDDEEFI =BRS¢ 2HRICES LTV
B2z L. 77 RAOEBIEBITHEDONRTRWVWI L
#ER Y Do

2. 77 1ILELUVEK - ERELORLICEATIXE
T8 XETOLXEZBEITEZS5X2T. STERNA G54
b‘ﬁﬁiéﬁziﬁﬂﬁ(ba‘%%k*@ﬁ“ﬁt LT. @I&ED83I%
BT 7L E L OBRKREMERSEE (CER) OBES K
U) v I T — NEBEEIFTVWED,

- A IO I FTF—L%EER L. UTERIET %,

o FMIXEN. MDRD123DEX L 13D[LBEICEHML TV
3h%

e IARTORMEIC. MEDDEV 2.7.1 (HKETE4E) ICHEMML 1=
BRI E EN R INTULS DY

e INRTOHEMIC. MIREBER7+O0—F7 v SLAR—+DF
OtXeTF>7TL—rhMBRAENTWVWS DS,

o FMESEZERN S DRRNARIBHIHVHT, THNEZSM
B (Periodic Safety Update Report) &L U, Z2Mr

B R A & @ #f Z ( Summary of Safety and Clinical
Performance) D 7Ot R TF>TFL— hHMERRINTULS DY

© 2021 KPMG AZSA LLC, a limited liability a orpcrm\on mnomoramd ndel 1\ = Ja e Certified Public
Accountants Law and a member firm of the KPM( globalo niza of i d epel nt r‘ml r firms affiliate dvvm
KPMG International Limited, a ate English c omp ny li m\( H\/J nte AH |H vcd.

2  EU MDROJBSF#HiS I35 <




3. EREr#%R8 (Notified Body: NB) (CXf 9 3 #iB&

WKW BEEED3IB%U LD, SREAEEEEZFATETSH

ESHHMDRIESFOK I REEEICR>TWVWBREERT
WET, k. 2019F98KRFR T, 4D DML
MEEINTEST. 2019FRETICEEINZ DN
HIMOEDS5121ETH B eh B FIIHIFBIE
THHDEWVWRET,

-178 : FEREAMEZBRRL TVLAEWVEE. ZOHER
ZREBRFEHC TS, DAKEZEERLTVLSZ5E
UTFZREY 5o

o RKBHDIEEDIEFD. TOHBRE RTa— )L %
2L T. BHHOMDREHEZ EEES S %,

e 7O XDWHERBE T, LE2Z—CEBEDRYT
Ta—I)l. HEEERT B,

e MDRIESFICEIFTEEHEID RS 2 — )L CEiB&ICD
WTERBP N ES =BT 378, Bh 3R
DEBBERAZIa=7—>3> > L TWEA =
Y %,

4. BBDYSANE

-k MDRIF. ZLDHEBRZLODEVWI XTLAJL
ICBREIAZZERLTVET,

-178 : BHOERBAR— T VAITRT v — L SR
F—LH, CORGNEEEZITZ2ONFHEL TV
CCEERL. TORMNXEBOHEZICOWVWT, 178
BEZEMT S

5. MEBEYXTLA

KRR AERRDE8%D . MEBEESATLDEED
BAZEDHTVERHDD, TIRTOETEZEA L TL
ROweEZELTWET,

—178) : 2020F58 £ TIZ. BHOMEEHIFAH. &4
BIZRLT. FHROFFHCPHLVLFROERBE . B
REINFEIRTDTFITAETA EEBHZZTLTWL
B EERT Do ol SR EDFTEZIRES B8]
IS FILLWEFICHTIRPEEF v I X DE
REAREEDRMBEEZ ARITOIHRELD 3,

D b

BWRABMNRIKICE>TWRTSH. EEER A —

h—id. SEEHABICZ OBEEEEXT
ICDMFBTL & S0

©2021 KPMG PO/ N }

Agecountants Law g
KPMG Internatio

gese Certified Public,

Bcompany limited'd

EU MDRRBJICH L TREMABR 7 TO—F 23 LIC
&2 T. MDREEADEHZHIFLANS. BEDI
LX%EEMTBEHTEET,

-~



4

@Q'}‘N B
feanT —X
— A

(European
Database on
Medical

Devices:
EUDAMED)

EU MDRDJBSF#E S 1d4% <

e

ABERIEE DHI48%H . EUDAMEDICH § 28R % &
FEELTWEHEA. EUDAMEDIZ. EU MDRTRE
INZBHLAZIHBEEDIDOTHZH. +RHREHD
B, BAICAEITEHEBOREICEEEIIERBLTVWET, 5
EEEELTWVWARLEDS B, 25% N5 EHMIT_a7ILTD
T—RZDINE Y EUDAMEDADIRHZFEL TWBIED. 17%H
BEDITAI Y I75%FALTINRAZ—T—2BHE=EE L. 7%H
FLWTA V7S BRIZMBELNRHZCEAELTVETD,

SINREICL
FIRHEERELTLVAVWSEIZ. E4%IEHFEL. B
FICAFTEO—RI Y TOERICEFIZCHEE
Td, BMINEESDEUDAMEDIEHITF — L.
EUDAMEDE> a2 — LD BHZHR TSI F 5T FROXEZ
JU—ZLZELTo COXEIF. UTICX T ZEUDAMEDBE S E
DIFEHIBD £9,

1. CAMDIC& B HA A VR L T 57 383E | EUDAMEDIE. 2020
FIBISEARIBINIRAATY, FREICIF. T—EFR—X
ICHEERZ BERT B7OIC18h BOBEFHENS A SN TUVWET,
202038 (EUDAMEDAFIETZE 31548) F£7:1320205F58

(EUDAMEDAHETE RWESR) OLWThNMIZXEZ—FLEF T,
ERREEHN2020FEN SR M IND oD, —RINIC. Z<D
A%#ﬁ%ﬁﬁ@ﬁ%%&ﬁb@ufb;oomﬁmm7j—
LZRETIDIC. BBROT—F BRI IVENHBD X7,

2. REDOEUDAMEDDEHDBIE : EUDAMEDD T —HN— X (36
DDETa—ILHSEHRIN. TDSB4DIIEENTILT B4
BAH D, %B2DICDVWTIE. RIS K UFEEFICE 2
TEBINET, CEHNEEBITINEDHZ _D4DDET 21—
JLIZ. UDID (#2330 EEERICEER) « ACT (RBEEEZEDE
#}) . CIPS (BRRIAES X TL) BLUVGL BERS LUHERE
RAEICETZURATL) TY, inilEE KUFEETHER
T220DFEY a—)LId. RELE EREERE B LU THIBDER T,

3. EUDAMED®DZEf&IC M} 7=1TEh5FHE | EUDAMEDDEEIRE S
SUEAICWEEEFLTLAWESIX. §T<HBTIHNE
HD F9, FEIE. LA —#235 LUOMDRES IO
FICH L TEREG RIS T, STEEREICEFTEE
9o Ff-. BHOMEIEEFFEL. Basic UDI-DIICH 3T IL—T5
BrEDETEIRENHD T, EBRBEUDAMEDT U4 —IC
WIZERITOCAZEREL. IN5DT7I7F—=2BEBT ST
HOE—F{RES (SAN) HLVKE - EFZEE T
FETY, ZFFEEF/ . EUNBETSEESNIHAZEICET S
EBMNAREEGHDIEFL. KDEEBRAIVITYRELVY
L—LICEAT2REBGH BRI ZIVNEBELHD FT,

2021 KPMG AZSA LI
Accountants Law and
KPM( Internatic na\L\

lity audit corporat
fthe KPMG global
nglish company li




BULEDD

% B e -

@4A@) EUDAMEDDZ < DERBRENMMEBRICL > THEINTLE—H T,
BEXEE (manufacturer) (. ZOESHHIBERBEIICRITTVWS ZCICVWETE
ICRmER L TWET, BEEEITF . BREBRATFLY 21— 0%

BATRODOEMHBERESRICA VEZ—T A A5 — b1 DOEHEZF>TL

¥9, EUDAMEDEHDTZERIH o7& L TH. EUDAMEDH R INTHESRET

SO EEML H ZBEPHED IR TE TR TZCITR#ETYT, REPAEHITFEY

TAICDWT, T—E2HMENICERSLUHIEINSLSIC. BEAZEEEO¢

ADEEICBEATNTVWARZEDBOTEETY, EIFXx. RITOEH%IETL.

FHRMNAZBICHEIGT ATDIC. BEDITELVVY —XOBEZEHEL. XRLLIN

FEDXRTOReHFEEINEY ) a— a0 %BATINERHD £,

A

LA

JJJJJ

«;&'-;?;}'-«'.-;-J‘:J\':x-”ff;
n \ \ *; /i

-~
n) l \ W -Wf/% \
S ’%‘“‘*\Q\x




6

SIE 1% B8
DIEF

EU MDRDJBSF# S 1345 <

e
FEEDKPMG L RAPSOEHAEDL 5. IFLAXDEZE
Eicr > T TRIAKBEONIEREN) NEELRBRRSIE
TH3ehahb £LT. IHE. MDDICHE L TERE
HEHNBSHERINTUVEITH. RERHNBEHEFTHhTHIE 1A
EWSHEET. MDRO T TREEZZITTVLSDIEEHRFTE B>
TVWET, THIC. BINEERIZ. 2019F KX TICREHE S
20 BEIBEZEICLTVELED., EHREIEHOXRIIC
£oT. THTREDERZMHMIFTZI_LICOVWT. BEDREE
MESTFHROTVET,

SIRICL

AELEZEEDSS%N . RAMEZAES LUERLT
WBDIZBBTH D —FH. REDRIAKEANSED
X ERBIB_ECEEETAEOHDTa—FTY
JIVRAERELEDNESHERBEDEETY, I5IC. AEME
ZBEED15%I%. RIEAINVWELICRE->TH 5. MDREMG%
5%7‘—;?@7’3:(:\2:{/\5&*@') Zﬁ"'&?ﬁ!xfb\i?o wu\um*%gg%ﬁgf%
TEITVWAWEED, REOTIAEEIS I SHRIERHD=—I%
WIEITHESIHZFML TWBEED, ZEFET—EXZEATS
BICRDEEZEZERTIMNENHD T,

1. SEEE DR © SREMHEID TR TH. TARTDESICOVWTEEE
ZIFTTVBDITTIEH D FE A, HE. MDD. AIMDDE KUV
IVDDD3DDIERITARTIIDOVWTREZZITTVWEDIE. 81D A
TY, FhHEL. BHDIBETFTI2HREDH BI85 IC DV TEREAE
AN REEZITTVWE 2R T INENHD £9, SR
BLURRETRIRIEDICOVWTIE. CBES5THERLTLIEIL,

2. FRER  SREIMARI Y Z DEEEAN. DENRET SR OERICT
TEIRBEFRBELTCVWBIEHEETY, MDRIFEREHEIE (%
DOVBICE>THRLLWHDTH B0, MENCHITEL L AT
NEBRSBRVEELHZTLL S, ITHIC. BEACLEIZ. B
HICH L TERZRACHBRZ T 20/8eED B D £ITH. £nd
EFNBREIBOBE VS XICDVWT—BTEIRELRHD £,

3. IBHEE™IS | SRR D —BIL. EUIBAOTHBHMEL TV E
T, PENEROTHETEREZERL TLWRIBE. TN50THIE
ATHEBERILTHENTE %@ﬂﬁk?7{1%%xéw
SRR BR THD W R i?o

4. MDRIB<FEE : FREIMEMNIRERESN TLAWVEE. BED
BAZEN 28BN H 3D ESHESELET, MDRGJ’;’EE?)U Hix
202058 IO TDEKREH/IT 12D IC+0 A EREHERANER
EINBICICDVWT, ¥RBLUVEERIFIBRNTY, BME
SRIFIRE. TOMOBRHLBICE ZFHAEDRMEE FD. FREHE
EHAMDRIBEZZT3-ODREBERETMHEL TVET,

ertified Public

2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Ja
mer r firms affiliated with

Accountants Lav ] of the KPM( H bal organization of independent r
KPM( Internatio \L nited, a ate English company limited by guarantee. All rights



https://ec.europa.eu/growth/tools-databases/nando/index.cfm?fuseaction=directive.main

5. FF¥ : SREEMERENY. RUMNEEESRSRA S (The European Association for
Medical Devices of Notified Bodies) ®WNBF—L (Team NB) DX /N\—HE S5 H
ZHIHBTL £9, Team NBIdF. (R, ERIHRSLUVBEEICOVWT. B ERAMZH
WU DMEBTT. XON—2vTZFRELTVWBR VWS ZEE. TReh
DEFHNAKBITEBENFTALYP I TE1HOEMDOBENANE R ZHEN
LTWBEWS T TY, BRI, MDR Annex VIIDOZEH %77 L TWL 2 HHIER
ERCY N ﬁ%%%t&ofﬁh rﬂﬁ*n\ﬂﬁwmﬁu RICAETINET,
Db\DIE*%Fng\%LﬁE,J‘LD%D:F{ﬁgﬁ L—Cb\éb\tjfj\%ﬁbiio

6. ﬁéﬁ : ﬂé%‘i t@u/unm*%%b‘g*i‘ut. ’J—CHEL—Cﬁﬁb\%*UHﬁ-a_éruw *‘I‘%
EfM. VY —XBLUVRT D a—- )zl T 2HENHD F T, FLALDEFET
At X CEFRIC. 24 E DR ZFHE T 5DONEE LWV TL & S0

7. 88 I FiTo IR RE LB S EHN IO EE R RD 3158, BEX
FLUVERAEHEREIE. UFT ORISR L OB T, HFMAERETEHR T I2RENHD £7
(BRIERERICEEHDDDEZEH. RN EMICHI BN XEORBRE. &K ULUHE]
u:quE*FEF%@lD%"?%JJ:%bW@FH_Cqéﬂi%&afat) o

T TICFRAMEZREL TVWBREICE 2T, ZLORENMKAL L THFEELE T,
MDRICEEE S NI DED DB Wcd. RRDSDREDFEZ+HICHR—FTE
EtA. LD ST BEEE ROZEZERITBHBENHD FT,

BHAMEAT IRMEREEBARIC IS 2"y —>arvEr 3, ——X. .
%ﬂié CICDVWTHEMIC OIS 224 —> 3% 832 8T, BEPER
HER/NBRICTRZEHTES,

o FMAECEEDXT P a— I8 HBalICiEA. SREIMEAE DX ICERT 35/
®#52%,

o TODI UMYX VY—%RBLTERALSAVEEEL. Rf. FEHLUH
ﬂﬂ%}b@ﬁh%?lfzjéo

ELWEDD

5%, PESSUREHKREIE. 1%L TEU MDREHZFRET A HENHD
9, IEEFICLZEEIISEFTOEELDBHMIBR>TVE O, &
PEIF. SOBERBAEICHBRAINITH S CRMEBEIFHRELTVWET, Fic. HE
DERFO. mBY AT L. BfIXE. BRIET Y XDRME. HREOZ2MICET
DBEBRECHNERB LU INTVWE T, £ HHHBIE. BRLUFELER
FEFLTVETD,

RSB L UREIE. WHADED X ZBREICKEREX 2ERZRBTIHNELHD
£9, MDRIFKAR L LT, BEREEEHAEEDIDL CEY—7 =& M. 7/\)%5;0/\/
T=JICRBETA I ERDODTVWET, CNSDOBEROFIBAARESIE. BEDRFIE
¥ WESLIUVY IS F—VEBICEEEZRIFLE T,

FMNEESR. ERPLIUVERBMKIZ. FREAIEEE  BFH2020F58 £ TICEU MDR%E
FL. BHEWICHZDIETFZHMIFTTE-ODDEBEEERTITZLSIC. ZLOBHREE
SHTWVWET,

EU MDRDJBSF#Hi % 1345 <

7



8 EU MDR®DJESFHRFEIEHE<

ERER

ABEEZEDH66%H. MDREBZBOYXTFFEY
TAICHTRIEBEEREL TVWELEA, YRFTFEY
TFAICIE. BEBEREALS T Y. SHlBBT—29H -
LE2— BB DB EICRD 9, LA >T. CEX—7
#EEL. MDROIESF2#EES L%, BOEIZ. RENARINC
WIBIRDEBERFZEDWVWS DONMNIDWTERTAINELHD £,

S5ITNRICL

1. BREE@L R — b DERR
2FFABEEZTED S B540%U EH. MEDDEV 2.7.1 XKET£E4
5 TERRFMLAR— b1 OERD. BFICE > THRDAI H[EEE
DIDTHoTLEBRTWET, EU MDROFIDHIZREZD1DH,
EEEBRETESEUTREORBRRELZLEMRI B TH DD,
CHOICIFBREBEEE>TVWET, LIeA>T. 3—OvNT
BRFEINDIVWH R I EEMED. CEXN—I 2B T 57012, &
M7 71ILD—RYE LTEBHIDOCERZHERBVEHL DD £,
CERIZ. RIERUTZHI-ITHELHD XT,

e MEDDEV 2.7.1 METE4SDEMHICEML TL 3,

o BRICBETRIIARTOERICDOVWTEEL TWLWS,

o HBRDODEES IUCFERBMICOWVWTEEEL TWLW3,

o MEBODITYVRI—Y—IIHL. VR EAOBERIRMELT
W3,

TSI DRANG. FEMNBREBRERT -2 EheAFODHDZ L
DERLTVET, FILWERE T —2AIERFTERICFIBTES
7o, BIEEEIICEREEHMICERL T, EEROETERDIFHIC.
HEBORER) XV, FAROBMEBEEZFTMEIT e ROSNET,
2020FICMDRAIEIN T B 7= RFIS/NT U R IKERICDOWVWT. |
EHOFROBMEMCHEIDHLIAD FT, SEEHE SR
B3, H 23RN ESRKIR CFE CBEKRND DR RFHZERED
7213 TR, BENLEZAERRICET ST —RICT7IEXTE
BEFELTVWET, Ccnid. BIARDOESRS LUV T Z ANDHE
BICOVWT, AEFETHIEERINTVWSERICRET SERK -«
MXEZAFITZOOEEZERTIHNENHDZCZEKL
F7,

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with
KPMG International Limited, a private English company limited by guarantee. All rights reserved.



CER

2 (HEAR)

24F
PMCF
: 15
PSUR 54E 2 e 14
PMSP
24F
| CER F Granz

Bi7 71

BE

CERZOEXZARMILRZRYZIZET . BEHIICHESRICERN
IEBDIC. FELEIFCERFODDOZIERT 27Ot
AT THL, BENAET—20BEBETMOMELZ R
THEZBATINENDHDEFT, CNEZRETZLD
IC. MEBIEUATZRIET 2HELHD £7,

e BIFDCERICAAT 3 X vv IO ZEZETIH. IRT
DT—ZDFX vy TZEET Do

e PMS., URY - RxXTqaw b, AEBLVERZET.
CERDFEEANBRZEET Do

o CERDEMMICH T RT-ODBENLE R FEEX
¥MMERONDELDIC. SHENBREEEFIEEZE
Y %,

e JRUF—R%FLEa—L. BINXEOE#HEZETE L.
FMEPIL—LELE2—F3HIC. BYIERBRT
ERI—FT0 VI RMET 3,

TOvXEBREITZHCICE 2T, X—H—IF. REEH
BICKZEMMALE1a—ICRIGT 37 DBELDCERY
Ot X%t L. BRNICKEENABEEDOREL LTI
TFOCAERIAETDECHDTETET,

=C n of the KPMG glo!
KPMG Internatione te English compar

2. PMSEHDIET

AEICEZ . EU MDRIESFICH T 2D K RfEEE
D12H. FFICBBE BB TR TOPMSLR— MIXE
TRRUHNELLIFEEORNTHZLH AN >T
WE T, FICEIZEEDL3%H . BHDOPMSFIEDEH
FRELAR—FDTFYTL—FDOERICEREEFLT
H59. 13%HPMSICEAT 2EEDEHET 517> TL
BLWEEIZLTVWET, IRTOFHESLFLKR—
ZEHF L. 5HEOREHBREZTFNZDIFEIZED
M%DIHTHO. 33%HIRE. PMSEHEIE T L —
FDRIILICENDIHATVWBRE AT,

MDDIZLEART. PMSEHIFEU MDRICEWT&ELDEL
{Trofzt-8d. BLEIIPMSFHZEFH L. EU MDR
TRHSNTLWBPSUR. PMSR. SCCPR Y DFHL L
XEXERTIVDERHDEFT, LR—MERICET
ZEHMP ML TVWE D, T TL— MERDEIC
EEEENREAT7 TO—FEZEDKITEZICHEE
TY, BMNEREZEEESNIRTDOLAR—KIDODWVWTT
TL—=brEVU=FTNIE. BEEFENSEZFRT
BLENTEBZTLLS, REEFERL. LR—FDE
BMICBLTEL I ZICDOWVWT., BHORI#E Y O
SaZh =3 ERDBIRNITYT, BEIC. VX T
LDOLEa2—T7yvFIL—RIZDWVWTIE. RIC15H
FOHREHELZR L. FILKRESNEREZB LT
ENHZEEMENHD £,

EU MDRDJBSF#Hi % 1345 <

9



(Fr )

10 EU MDRDJBSF#RZ 13#5: <

3. RFIRTEIEEECRET S

RENETEYEDRENCDOVWTIX. FEERML7EU MDRICEEY
ZEHABTOREEEIL. SELREEFETT, 2018FEEICKRMEL /-
KPMG X RAPSOEEAE TIX. EIEEZEDA0%H . HEETFIEY
BEEROTEST . 30%IEHZIBUELERDODTVEHDD., ZD
BENCOWTXENLTEST . %D BEHICOVWTERRLTLE
BAT L. SEDRETIE. EZFED26%H . REBETEYE
HROTEST . 40%IEHZBUEZROTVR DD, ZDIE&
BNCDOVWTXENLLTEST . 4%DBEHICODVWTERHELTLEYE
Ao ZEEIE. EU MDRICEEH INTLWBSEMH R L THARIC
BICEHEZHIC. RENETFEYELITTAL. TOBKICO
WTHERICRDZMNENHD £9, BEAEKO—IRE LT, W
B LUNEFREEANDTIERCOVWTHISICERT B0
BRHDET,

iy RLVED D

\~7

@@ PEIZX, ZLEB->7-EU MDROIEFHICERNL LS L
TWEIH, REMNABYIXTFEY 70 ORHEAICE
TRHECEEICBEEFET B UCNEETY, ERICIEFIDZELL
BT TVWBZeh 5. RENBEEEHIFT IEGEA L. MG
B7OCATHIVELHD £7, BEHI. RAEREBRD2ENS
SEDBDFEREICSEFINE. YXTFEU T ICRBER
ZEBMNAEBFICS F<HETEIENTIBZTLL S,

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with
KPMG International Limited, a private English company limited by guarantee. All rights reserved.



© 2021 KPMG AZSA LLCJ8 limited liabil ity inder the Japanese Certified Pulf
Accountants Law and a miémber firm of S ndependent member firms affilig

KPMG International Limiéd, a private ERGISE ftee. All rights reserved. EU MDR a)“lE?%ﬁ%t
<.




12

EU MDR®D|BESFit S 134t <

BRER

AEFERNS. EEE230AH9I1TAHNEU MDRICBET S
RUMABEICHL T 2 -0ICEEESTELTVWE I
oD EFLI COT77O-FIE. HZEEEICTHLT
Z3LTRLGHABFEDLSICEZ SN LAZFEAN. BMOX
FEREBEr 3570, HEBELEICHEERIFLET, DElF. ik
BEH. BE. BSVICERIET VY ROBEE LUVEHLEDFE
RBICXHL LB S, FIREMIFTIHEZRIBENHDFT, F
foo BIEE230AR105AD. EEDEMEBREDOBERZRAD
SHREY LTHEIFTWE Y, EU MDR ICXIST 3 -0 DEUEA DY,
REEDBS. FE0E. VY —-XADFINICEZ ZEEICRHNT S
RENHZCIFASHTY, 2F L LTIE. MDROYXTFFE
DT ICAFT#EYR )Y — AEEOBRICEVWTENRZIT SN
¥9, OERED2%HEEEBREATHIDICT LT, ZOHD
75%IFEBEDEREICEF L TORULDENMN AL ELZERBLTULE
Ao

SIREIZL

230 AF105 ADEIEEN. HES LUVEEEE IOV
SLIMRERY ) 21— 0 THREEZTED. T
RTOHEDOEETHEAKTY, EUMDRZOY S L%ER
EBEADEETHNISHEE-2HEZR>TLWEILBHLNEEA
B BBRDY —REBRLITEDICIE. V—F—2v TEBBX
BRI EEFRA. EDOH. BERZRES SUVEEZHEICH
EL. REHLHBZREP REBEERFE. MERE. AEMAR.
BN, LT TSAFT—) ICEIDIRZSBEBLRDD FT,
CDESHBTOTTLIG. TEEOEMEEZERIE. BINOEE
B, REEDIR. BLVHEBROF L LERETFOBTEICRIL
59, A&, BT, X, SLUVEERGOBEAZHES
37D, FEMBELERTIMBENHDFT, T5IC. BEIEF
BEDEBMEREFEYLT B-DICARYFI— U EBEOTEICE
HEIBENHD FT, REIC. HRBIIHEET +—F L¥RAPS
Convergence REDAV 7 7 L Y XARHHEICS | IHIBMYT 34
BENHDFT, BFE. REEKE. A>T FHR—EIZELT
(R2BFTEE I 3P THREBCLPEMRCRDITAITRTOAL
REEIFIEBICMELHD F£T, £/l VY —XOHABES I ER
ICIFMEED AT 27— a3 e BROEENRAARTY,

© 2021 KPMG AZSA LLC, a
Accountants Law and a me
KPMG International Limite

ited liability audit corpora ed undel rtified Public
er firm of the KPMG globa rms affiliated with
private English company li




EWEDD

KEHREIC I3 REIFEEIC—BNIC) Y —XBHEBATEONbLAE
Hh. LN L. ZEALOLELEIIMDRZ BHRICHT- > TIHFGEMICIEST T 57
DHDFTRBEEELTEMODYY —XREZHERI BB ONET, LI >T.
EU MDRICESEL T. MmN SDOEXZFICKHZABZTHOY ) a—> 3> 2EAET
L£T. BEEIEFHNTRITNIERD FtHA. BEIZ. BHLBTBICHLT Z-HDEHE
MARZEEE IO S LPHMEICHIGTIZRAZE X 3 #AREL I 2B HHME
7OV LZRETIVENHDET., +RLBFECFEEEZITOLRITAIE. EU
MDRZ FHHICIEST 37O DEHMEAICED. VY —XFRE. REBDEN. A+9%
e, SHBROEBHREDALL VWoE X L BRVWHENEZRMENHZ ZCICH
BI2HERBICEETY,

LLC, a limited liability audit corporation incorpora
@ member firm of the KPMG globa 'ms affiliated with
ited, a private English co

v

EU MDRODJESFii S IdHE< 13



FWLRICIC, BEDLS F<CEDEDIK.
CNETICHARIEZEEITARTGERT S
BREELEHD X,

BRADBERINIILDEE —RICERICHNT Z7HICUY—R
CFEEBRIBZDCELTIN. U—HA—> v F2HELTEU
MDRICX L TERDME C ez, BLAIHRF LOEHBUALDHD L
LTHBMITRZCid. EICE>TERTHILEDNET,
L LA, EIFEU MDRICEET 2B S5 D1TEIFEZ. Ao 70O
T, BR. DT L, KHE—FICEETI2H2 L THEEE
TEIRETY, NiF. BEFROEETHD. IBFDZEREK. RS
IChlc> TLEEICHEEEZDH/-5TTL L S,

KPMGI. (RFEIBSEHFE. 7—2 D0

R&DE L UFEEEERL. U XA HILTa VU,
MBAICEHE LTc. EEH LV

SA T A IO RO HREFREHET 5.
BfEnO7xvafIIlb—ERT7—LTY,

VAT VRIS =IO XY MIXNTBEDT T 7—L7T
TO—FICED, BN SHREFTZLHMICIER B ENTE
E9. WIS, WEBDFATHAIVR - TENAHF Y — - F—
L. REA =T FIDIETFZERY 2RESUE L VERK
|A—N—ICEATTEBRIEORHISEALTED, AV T34
TYR-TODTY FORBRICKET BT ETELREDO TR
R, ABEZELEI,

© 2021 KPMG AZSA LLC,
Accountants Law and a m

14 EU MDR@"IE%T’%}%%‘;%( KPMG International Limit;




RAPSIC DUV

EEEHMBIHS (RAPS) (&, EEKISR. EXEA.
EYRF., REAZARED. EES IUVEEE SR
DRHNCEDBIANLDHRADT O—/NILEBTT,
RAPSIZ. RHEIDERS L VEIRBEDEL & B
RAEL. RFOBHRZERAL TREIEMARDOIRE
DZ—XBLUVFHFLVW-—XEFH-TVY—ILE)
V—XZHELET,

RAPSIZ. AP DORFIAERZ BN EFRH
FiR. BR. $LUOEMAHHZSEVICHEETE
B53L5ICLEFET, AT VELOEEDOMEA IS
LT, HADFOHMIFICH=E B AL T
FELCHIERDALED., T4 XAy ar, v
FO—OBE. BLUVBRIKDODDIEDHDIFE
FOESTIRELED,

Fe. ZICAEMRIC. BEITIHEHICOVTD
FLLWBERS LU EREL. EBERNE YD
NDERERDZIUNELRHIALIC. BERELV
BEEENEZRELE T,

B BRBEFAROBEENMERPTEHE DT
2%, RAPSIFIRFICRET 2BFBAMDER
ZEELET, £/, HZEMBTH—DFERK
THRDODEEENER TH DRegulatory Affairs
Certification (RAC) ZEIF&KL. 5IETHIHEL
TWEY,

RAPSIE. BE B LUVEEBREICH L TEER
mOEZEM BN ZRIET 5 L THREEZEMARD
REdEERKREZ. REWNICAN TS -8Bk
BoTWETY, £/, RHEEMARHIIEENRI%Z
Bl ZehFdEgkdDE5NTWVB AL, FHEl
EMRMEBANOEELRFLEVTHRE T 5H#
SERHELTVET,

Eﬂ i & AF

o/e Zzz [1H
KPMG#® &K U'RAPSIC & 2EU MDRICEI Y 32FAEI&. RAPSOX YV N—ZXRICEHES
NEL, EEEBRZTIRORS IEFITEFLEBED230ADEIZZFISNATL F LT
EIEEIF. FTLEEDMERILEKENE0%. 1E~10E RILEKEH23%. 10E~100E KL
KiGHM15%. 100E RILIAEDM2%E SEIETY, BMEEICK > TRERI NS
& 77UH POTC BN BEIET7 XU AKE. FER. A7 T7IChiD. BNE
DIN%BIFEUB S TVILAD S T Lo BIBFEDKRF L. REIEEER X LISRERILED
TALIA—BLOIRT v —TLT, FAEIE. 2019F6H21BICKTLE L

EU MDROJESFii S Id%E< 15



16

KPMG& & URAPSIC KX 2EU MDRICES T A ABRKR S UVEELREREIR

AESME

1008 FILLE

1012 RJLLLE1001E R JLKE

1MERJLLLE106E RILKTE

1ME RILKTE

X EILIEKFIL

QA

R&D

RHIBE RS

HISAFI—Y

ZDfth

BElitE @ 3R @
TALYE— @ 73 lr @
NI v— @ 275 Xlla %
TYIIA b @ 22 Xllb @
Z 0 272 %
7IUA

7IT

H11) TitiE, K

BN

= 1. ZEMOERIEEOH#IZ. EEEDORIZTRRICEIDRBZTEMELHBD XY,

2EZEEEZENENH B Y 2HEBOM—DRRETHZLEI TV . TEEE] LU MEH VWS RRZXH)
LAVWTHEALTWAHEENHD 7, ELDIHFE. FEEN 512 HEBRICEMLTVLET,

EU MDR®DIBSFt S 1445 <

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with
KPMG International Limited, a private English company limited by guarantee. All rights reserved.



KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

HERT-DOHEBTIX. IRTE. EU MDRIZXIST BT DIEEIZIE DRBEEATLWE TN ?
EUMDR ICHIET DO DEEICEFLTHED., BITHEBEZEALT o
IESFEARICEIcAbE 3 L #EIELTVWET (2024%58) 46%

EU MDR ICHS T B3O DEEICEFLTEHD. 27%
202055 D)BFHARICRICEDE R e ZBIELTVWET

EU MDR ICH S 27O DIEEICEF L THEH T TREIE. EUMDR®D 15%
BITHREBEZ/ERT37-OICMDDTHIBIZEISE T3 C CICBDHATVWET

EU MDR ICRIST B3O DIEZICEFLTVEHEA 9%

EU MDROHABICEICEDHOE S C LA TET,
EUN S RBEHRT 20 &N ZHHET S TFETT
N=—Er7—21F MEREALTERICLIMETY,

F—43 DM RR
100 KL R LEE | m 1 AR
45% 65% 46% 40%
34% 23% 33% 24%
10% 6% 11% 20%
7% 6% 8% 12%
4% 0% 2% 4%

- IRTOREBEDOLEICEVWT. BIEBEDOARFIIRITHREREHR L TMDRIE
FEERTDITFTETT

- ABESIVNMEOHEAICEWVWT. EU MDRARER THIEH SR EEH
BIZFEOEZTENDHWET

- [EZED24%IE. EU MDRICHIGT B T=DDEZICEFLTULWEEA

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with

KPMG International Limited, a private English company limited by guarantee. All rights reserved. EU MDR@“IE?%%%‘;%’E'< 17
2\, o



KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

EU MDREHTIE. 75 Xlla. ZFXllb. LUV T ZRNDERIF. BITIEEFE120%E31E
ICEDWT2024F58 £ CTHRFERIRET 9, HART-OMEBTIIBITIEEODEHICHLTED L
SICEDHATWVWETH?

MDRIESFICEIT =t ibz D BH S, MDDEARI % EHHTY YA

2HEOMDDESRIZEHRLE LI 19%

MDDE &R DEHFIFIToTHE ST

0,
2020458 OREFTH £ Cl-MDREIEFT 2 7 ey I

MDDEAR % $EHL TV EEA 12%

N—trTF—R MEAEALTERICLIETTY,

F— 2 ORELEAR

1008 1 LI E 11000%? }LLL;EJ% 11(%'? }"é%% 18 R LSRR
. 79% 74% 58% 46%
D 3% 9% 19% 26%
- 1% 6% 13% 14%
D 7% 1% 10% 14%

O cnm=

- EIZEED19%H. 2EZOMDDESRIIZEF LI BARTUVET

- EIFEEOKRHF L. MDRIEFICEIT IR EEEDHEH S, MDDESRIEZEHTTY

- REXIF. WEEEZ D LD SMDDESREDEFHZEDHTVE T, ED—FH T,
IMEZIE. SIGHEEICSERIT TMDDE SR Z EFAATY

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with

oz 3 KPMG International Limited, a private English company limited by guarantee. All rights reserved.
18 EU MDROIESF#EFEHi<



KPMG& & URAPSIC KX 2EU MDRICES T A ABRKR S UVEELREREIR

H7T-DREMIZ. EU MDR#RRIZ =17 T, IRFEEUTERGEL TWA B mzEEPRIE FIE

BRLEIH?

T— 2 DOFMBAR

N—t 7=l MEREALTBEICLIETY,

1008 KL E 1068 KLU M8 R LB s
‘ 10018 K LK% ‘ 108 K L35 ‘ 1R FIVRE
D 55% ‘ 63% ‘ 48% ‘ 32%
- 45% ‘ 37% ‘ 52% ‘ 68%

A 1.EUMDR ZZ 7T, NEELDHARPEDAHIURZOHRF IR ERIEZFELTVET,

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with
KPMG International Limited, a private English company limited by guarantee. All rights reserved.

EU MDRODJIE

[=tod

SR

Frldi <

19



20

KPMG& & URAPSIC KX 2EU MDRICES T A ABRKR S UVEELREREIR

NaLvg OBE. HmofAlNN—t> TN ?

0-10 % T~ 2 ORISR
10018 KL 1068 RJLULE |1 RILIET0 s
10-20% i ity -y IR EONE S
63% 77% 44% 36%
- 0, o
20-30% . 25% 9% 32% 25%
. 12% 0% 12% 14%
30-40% [ 3% i > >
. 0% 5% 4% 3%
0% 0, 0, 0,
40-50% O 9% 4% 6%
- 0% 0% 0% 0%
50-60% — - 0% 0% 0% 0%
- 0% 0% 0% 0%
60-70% — i 0% 0% 0% 3%
b 0% 0% 4% 13%
70-80% —
80-90% . 1%
90-100%
K=t >F—Ild, MEAEALTERIC LIETT,

©) P

- EU MDRIREIZZITT. F9822% DEGEDELEFIE F /I3 BB BB RIAHT
9 GAERZEICEDK)

- HRmOEEPLEFRIEIBRZFEL TVRIEEDOAFIE. ZORNRIIEMD20%
UTFTHBEBRTVWET

- —MREIC. REFXLDBNEROAFHEZ K ORBZHRI/IEEERILETS
CEFTELTVEY

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with
KPMG International Limited, a private English company limited by guarantee. All rights reserved.

EU MDR®DIBSFt S 1445 <



KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

H73 T DREIIE. EU MDROHARRICEICEDLE S N TELWVWDHIC. EUMEBEICEITS
HmOEBERRN EHEIT S TETITH?

N—t 7=l MEREALTBEICLIETY,

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with

KPMG International Limited, a private English company limited by guarantee. All rights reserved. EU MDRG)“E?%}E%‘;@ < 21
D T



KPMG& & URAPSIC KX 2EU MDRICES T A ABRKR S UVEELREREIR

EUMDRICED. EDELVWEENED SNT-HER. HART-DHEBIZEGEZE NN TR
ICERFET A ZETBLTVWETH?

N—t 7=l MEEALTBBICLAETY,

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with

[ frd 3 KPMG International Limited, a private English company limited by guarantee. All rights reserved.
22 EU MDROJEF#HSE#HT<



KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

H T DFBRFIF. EU MDRADTBICE DK SVWD DX MHDDBERBEH>TVWEITH?

50075 KL 64%

500J5-250075 K JL

250075 K)LiE IR
HELE Nt T —Sid. THEEA LTSI LI ET T

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with

KPMG International Limited, a private English company limited by guarantee. All rights reserved. EU MDR 0)“'5?%?&%‘;%?‘ < 23
D T



KPMG& & URAPSIC KX 2EU MDRICES T A ABRKR S UVEELREREIR

HERT-DEBICE o T. EUMDRZIEST T 37-0DRADEEIZRTTH ?

XEHEVEH (SSCP. PSURLY) BT 127
B8t £ iz BRI

70z bOUYV—2R 107
seRErEonmTey D
s+ ruzrva-Licticabt s e L)
WSEES L UVTRXTFEU T I n
BEET 5% b
ErnEoErs somsocn D
ehstd 49 )
Trovy rore [IIIIGED
zoft [D

B 57> T EEIE—H L )

#FFid. @EEOHETLTVET,

- BLOEBED XESSUVEH (SSCP. PSURKY) ICBY Bigd £ I3BE%
ORgy « 7AYo b)Y =21 . HEERHBEOFMARRESE . B&
U T2 BT a—ILICRICEHES ) %, EU MDRIBESFICH > TD
BRADEETHZLERLTVEY

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with

[ frd 3 KPMG International Limited, a private English company limited by guarantee. All rights reserved.
24  EU MDROJEF#HSE3#HT<



KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

EU MDRODBEA X THED 1 FETIH. SPEIEEICBET 2 H G- DEBOHEIZEDEL S %
RRTTN?

SREEH R DTl £ URELR. MDREEE DIBEE, 329
BENICTLID Y MERROEEZTVWE LT 0

SRR DFTHE S K URER. RS IS o
MDREEEDEE TV E L 1= 31%

EBAEMAEE & BRI &£ UREMR L & LTl 22%
MDREBEZHREL TV EEA

= — X% 9 ERE R Il L & LTch
RS TIRERLTVWEEA

15%

N—trTF—IR MBAEAL TERICLIETY,

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with
KPMG International Limited, a private English company limited by guarantee. All rights reserved.

EU MDROJESFiHi S I3HE< 25



26

KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

202058 £ TICMDR%ZIJESF§ 2 7-0IC. MEBEEEIXTL (QMS) DOEFFHITE DIRE

HEATWEITH?

HRROREZRZ. RE. INTOXELEETZERTI S
EEZTo>TVEY

HEAEREL. 2ENAS v FEEEREL £ L7I2HN
RITEEICIFBEFLTLEEA

FimpIETHiE 217V & Licht
Y ZREITILBENHDEY

QMSOEFICET ZEEICEFLTLEEA

WEBLBEBEEINTERITLELE

38%

23%

23%

12%

4%

N—t 7=l MEREALTBBICLIETY,

T — A3 DR AR

100/ FLAE 11000%11“)}:};&% 11@'?}&% 1 LR
- 62% 60% 40% 24%
- 7% 26% 31% 23%
[ ) 14% 8% 21% 31%
) 10% 6% 4% 18%
D 7% 0% 4% 4%

el

§ TREE

- EZFEBEODLTNE%D. IR TORELREEZETLILCHBRRTVET

- EZEED12%H. QMSOBEFHICE T ZEEICEFL TVAVCHERTVE T

- ABETHZIFCHMEQMSHBEDEENEATVET

- INVREIFQMSEEEDEE TRIBICENZ L > TED. 18%IFELEEFLTULEEA
- 2019F6ARRICE VT,

FEIEHD FEA

EU MDR®DIBSFt S 1445 <

(TARNTOREDLET) QMSOEFH =5 T L1-#EHIX

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with
KPMG International Limited, a private English company limited by guarantee. All rights reserved.



KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

WES L UHREEROBENMRBICENL TEBIND L SIS, BBRORBIETELE
(PRRC) % RDZMNEHNHD X9, PRRCOGEHEL L THEHBRNOBAZZRSILELED?

PRRCY L THEET 2EAZROTNEILLELL 40%

PRRCAMEBTH B ZRBHELTVETH, FLROTVELEA 26%

PRRCAVETHZ L Z2RHML THEST. FRROTLEEA PLA

PRRCZ R & LI, € OREIS SVEAEXBLLTLELA

N—t 7= MEEALTERICLIETY,

T— X DEMEAR

1007 FILELE 110001%%%[/;;;&% 110%';‘)}1,32% 1R FLRE
- 27% 49% 42% 39%
- 1% 31% 23% 29%
- 24% 20% 31% 26%
. 8% 0% 4% 6%

©) P

- EIZEEZD30%H. PRRCEZROI-LABRARTWVWET
- EIZEZBDOAZHEIZ. PRRCERD ZF L1-HNPRRCOBZENE EEEZNZILLTLWEEA
- IMPELIDKPEDAHD. PRRCOREICEAL TEATUVWET

- KOE, PR¥E BLVNREICHWLWT. PRRCOMKEBUZIHTITTLALLOEZSE
H—EBWE T

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with

KPMG International Limited, a private English company limited by guarantee. All rights reserved. EU MDR 0)“';?%?&%‘;%?‘ < 27
2\, o



KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

HERT-DOEBIT. BEEXECFOERICET35HEEZILTELEN?
ERICENSZmETRFETY 0
EREREOBHIAT SERIEFL TS LA

TRTOEHEFEVEHLTEEL & LA
TRICE T 2HMIRISEEL TV EEA o

TOEEE. BALE, HEURNEBAOTRTOBHEORNE L. -
ERFEEAOGE. o UEAEEEOTRICHT S
HEOEEETVE L

N—t 7= MEEALTERICLIETY,

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with

oz 3 KPMG International Limited, a private English company limited by guarantee. All rights reserved.
28  EU MDROJEF#H S #H:<



KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

?@g??ﬂﬁ%&ﬂi\ ITARTOOEMZEZRBICANTH SAFr— 8z REL. NELGEE%R
nx h?

OEMIZ#H b £EA 32%

ITRTDOOEMZEHFE L & L1

BITHIRIIEE L TVWEEA 26%
TARTOOEMEIETE L. M X —h— £ 1o d IR B
BITTB-HDOHBEBELTLNETH. 16%
BHICEFLTULWEEA

iEWe IRTOOEMZHFE L. HmOBEEREX—N—FI3RFTERE
ICBITHTY, &lo mMBEZNZEHFLTVBRPTY 13%

TARTOOEMEREL TVWBIRHTY 13%

N=E>T=IF EERAEALTERICLIETT,

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with

KPMG International Limited, a private English company limited by guarantee. All rights reserved. EU MDR 0)“';?%?&%‘;%?‘ < 29
2\, o



30

KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

ym@g?%%&?%t&tor\&@t@ﬁﬁﬁ@ﬁ?%ﬁﬁygﬁﬁmﬁkw
ATIHh?

;!!.EI

(7
BRFREPMENREE (CERIDIEE (FRTOMREDCERE

MedDevil(E] B4S BRI 65 - L £ HD) 42%

s~ver A

DRUEERT 7))L (1S014971 (2012FE%E) @
BRBEHS LVIETEST)

2ot

N—=E>T—UR MEREAL TEHICLIMETT,

- XEBEOMDRIEFICEWT, URIBEIT 7MILELIUVINILKRTIIROHEZEIE

LWERETY
- BFRFHMERSE (CER) OEESSURITT 71 LOTy 77— ME. REIEET S
BADRETY

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public

Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with
[ frd 3 KPMG International Limited, a private English company limited by guarantee. All rights reserved.
EU MDROIIESFHiSH3 i <



KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

EU MDRTERINBZEMNDT—H2~R—X (EUDAMED) NDIRHBICEEIT B H A T-DEED
HERIIEDELSBABRTIH?

EUDAMEDICEEY 2Hil8 2 ZCHREL TV EEA 48%

FEFIOELRICLZT—HUNES K VEUDAMEDAD o
REZ#HGELEY 25%

REDIT/ YXZAE—T—2EBA VI S%FRALTT—4

BUAEEL T 17%

FLWTA Y ISEBELTIINREZ—T—2EHEEEBLET 7%

o
S~

zoft E

N=—tErT—=i MEREALTEBRICLIETT,

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with

KPMG International Limited, a private English company limited by guarantee. All rights reserved. EU MDR@“IE?%%%‘;%’E'< 31
2\, o



32

KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

EU MDRICEDWT., B RDIRNILERREZZEETINEDLHD XTI, *CODELSICEETBFE

TEN?

* FRHRE | INILKRTDAR—ADFNHK) . BEREH. BLVISODFH L WE—2 Y RILY—JICBET 2 EH

EUMDR ICE B IRNILKRROEBICHIGT B, FHrLL
RFLABLVTOCROBRNELIVEAETVET 0

EU MDR #'ZER T 3 SNILKRROEEE z
HR—bTBDICEELFT

Z 0t

N=E>T=IF EEAEALTERICLIETT,

T—2DOFMBAR

1008 R LI E 11000%';’)";;% 1101';‘%';’ }[’Ll;fé% 18 R LK
D 52% 37% 46% 55%
D 24% 17% 29% 20%
) 24% 43% 17% 14%
D 0% 3% 8% 1%

O cnm=

- BEEO¥HIZ. REDEHFTOCXZEEITZ e B<. HREBEHOEEICHE
TEFETHBEBNTWVET

- MEREIDDBRERDAN, BELTINILKRRICEATBERZERMT SMERIC

HOHEY

EU MDR®DIBSFt S 1445 <

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with
KPMG International Limited, a private English company limited by guarantee. All rights reserved.



KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

HRT-DERIE. 2020F5ADIEFICEICEDE S 1cIc. TREAR (PMS) OFIEZE
#L. PMSEHEH & U MDRICEDWTEREINE INTOREEREEZER LK LIcH ?

*REE | EHNREURFMESE (Periodic Safety Update Report) & & UmifR#&HAZE

HEERIIBFIRZ IRNTHELELID. 250 43%
FIROBFHFEIZT Y TL— FOERICEFLTVEEA o

EET3FIEE TRTEH L. PMS SHES LUV Z DD 33%
ITRTODT VT L— hZ2BERELTVWRBRKETY o

PMS #EEZHBEL TVWEHA 13%

BEE YT BZPMS FgZ IRNTEHFL. AETZIITID o
FTARTOMEICDOVWTPMSHESD L UREE % ER L. 11%
15ARDMEB U EET 2 -OORBEEEL L1

N=—EoT—=R MEREAL TERICLIETT,

7— 2 DEMEAR

1008 KL E 11000% IL })LLL;(EJ% 1101% IL )}LLL,;EJ% By
- 48% 23% 44% 47%
[ ) 31% 57% 40% 23%
- 7% 9% 6% 19%
- 14% 1% 10% 1%

©) P

- [EIEED13%IE. PMSHIESZBEL TLVAEVWEIRRTWET
- REDEOKEIZ. DD, BHOVIATLOFX vy TiHEizEmLE LT

- BIRTICIC, IRTORBOLET, OZFEDO—ERIF2019FE6BIREICH L
TPMSHERZHEEL TLWEHA

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with

KPMG International Limited, a private English company limited by guarantee. All rights reserved. EU MDR 0)“'5?%%%‘;% < 33
2\, o



KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

HRT-DEBIZ. BARES LIV MBEEICEATNS3HLVRSEEFICEI>TIL—LA
BIMT35LEZTVWEIN?

N—EoT—Ii MEREALTEHICLIMETY,

7 — 2 DRMLA

E_Ilnll

1002 RJLI E 10ERILUE MERILLE
10018 R JLKH 1068 RILKRTH

59% ‘ 43% ‘ 33% ‘ 34%

- 1% ‘ 57% ‘ 67% ‘ 66%

‘ B RILKTS

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with

o e 4 KPMG International Limited, a private English company limited by guarantee. All rights reserved.
34  EU MDROJE=FHiFE#5 < e ’



KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

HRT-DHERIF. MDRORNGEEZIEE L. 2020F5B UL SHSIET I 57HD

HBRZRELELICH?

MDRZ 5l IEF ¢ 2 e O DEBRICRE 9 BEREICELEFL T
WEHAD. 2020F5BLUEICEFTBIFTETY

RERCTIHFEFLTVEEA. NBEBICOAERLTETELE

Wi Z SR I E. IRETIEIMDRZIFHEMICIESE T 3701,
COHBEOERTICAEITTERDHATWEY

EREENOEMNLGZEZEELTVEREA

36%

30%

25%

9%

N—t 7= MEEALTERICLIETY,

7 — 2 R IIR
10018 KL E 10f8 1 JLLLE 18 R ILLLE -
1008 R LK 1018 RILEKT
- 38% 40% 38% 33%
D 10% 20% 25% 41%
D 52% 34% 27% 14%
D 0% 6% 10% 12%

EIZEEZED30%IE. MDROEBEMATEL DD, MEBISTHL TVWBRERRTVWET

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with
KPMG International Limited, a private English company limited by guarantee. All rights reserved.

EU MDRODJIE

[=tod

SR

Si3HE< 36



KPMG& & URAPSIC K 2EU MDRICES T A ABRKR S UVEELRREREIR

MDRIESFICRIT /=B DB LhE L T, RE. MDRZRHEBICH - > THHEMICIESF I 5 L
TOHRIEOEBORKOBREIIMILECEZTVWETH?

TIREERS K OREOERE
EUDAMEDT—ZN— X DEIR
PMSFIRDH#EREE L UOME
BEBEEOERE
DROEBIT7AIILOEE

PRRCO&E| DHERF

Hrid. BEEOHETLTVWED,

RS

- TRARIETVXDEBRSSLUVEH LU IMTEBEERSLTREDOEE H
MDRZ RHEAICH e > THRIVICIET I 5 L TORADRBLE B> TWVWETY

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with

[ frd 3 KPMG International Limited, a private English company limited by guarantee. All rights reserved.
36  EU MDROJESFHFI3#HE<



KPMG& & URAPSIC KX 2EU MDRICES T A ABRKR S UVEELREREIR

MDRZ RHAICHOTc > THIINICIBSF TE B LD IS, EDES5BY N a—>a =@l & Lieh?

BEDEM, REDBER
MES LFVEBEERTOI I 4

BE

1VITSOEH (EFxalTr.
F—=ER—ZADEH. ERP K ¥)

Nox
RIE
227 LOBEEL 47
Z0fth
HFIE. BZEEOHERLTVLWED,
7 — 8 DEMHAR
10018 KL E 10fE RJLILE 1MERILE s
100/ KILERE | 10@ELEE | (EELRE
- 20% 16% 18% 22%
. 23% 18% 17% 21%
. 20% 20% 19% 14%
- 14% 17% 1% 9%
- 7% 14% 10% 12%
D 5% 3% 12% 13%
D 11% 11% 12% 6%
l.| 0% 1% 1% 3%

i S 1k 22

- THHMES LUEEEER IO/ 5 L1 LU TEFE0EM REOBESZI N, MDR%
EHICOT> TEHGEMICIBESF T3 ELETOY U a—>a> e LTEAICERD LT

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the Japanese Certified Public
Accountants Law and a member firm of the KPMG global organization of independent member firms affiliated with

KPMG International Limited, a private English company limited by guarantee. All rights reserved. EU MDR 0)“'5?%?&%‘;%?‘ < 37
D T



Contact Us

B #i—
KPMGZ v /XY SATHA LY RO —HEN—hF—
KPMGO>HYILFTo>d N—rF—

=R
KPMGP v XY SATHA IV REIZ—
KPMGaO>HYITao >y Ta4LIF—

KPMGY v /N>
OS2 —REE
Sector-Japan@jp.kpmg.com

SATHAITIVREIZ—
home.kpmg/jp/life-sciences

KPMG contacts

Rajesh Misra Christopher Mauch
Principal, Life Science Manager, Life Science
Advisory 617-988-1184 Advisory 312-877-3986
rkmisra@kpmg.com cmauch@kpmg.com

To learn more about KPMG’s Healthcare and Life
Sciences practice, visit us at: www.kpmg.com/us/
healthcarelifesciences

AMFTHBNT 2T —ERF. RRBERFTE. MRS S VOFIREREDOER
RO5. RETEIZIEECRETI ZIXEBOBEZFII—EDFIRIHHZHBEN
HBOET, FLIBRER BT SETEAZTHBHVADE T,

AFId. KPMGKEH20195108ICF1T L7 TThe Race to EU MDR Compliance
Continues] %. KPMGKEDHT 2B THRL-HDTY, MR REBEREICHEENH 315
B3, HERBEXHEBRTZDOLLET,

CICRBINTVBEREIH ETRILDOTHD . HEDEAPEBIEINTVSRK
MICHGTRODTIEHD ERA. FhTcHId. WRBERESZ 1L —ICRMITZLSBHTE
DETH. BEREZIMOSNBRE LV ZNURICE VW TOERT IJMRIEDRD TrH O £
Ao AISHDTHZMESNZIHEIE. CCICHIEROAERIUEET. TOT v 3FILH
BEORRZMBICHELILTRET 2 ELT FNA XZHLICTHRI T L,

© 2019 KPMG LLP, a Delaware limited liability partnership and a member firm of the KPMG
global organization of independent member firms affiliated with KPMG International Limited,
a private English company limited by guarantee. All rights reserved.

© 2021 KPMG AZSA LLC, a limited liability audit corporation incorporated under the
Japanese Certified Public Accountants Law and a member firm of the KPMG global
organization of independent member firms affiliated with KPMG International Limited, a
private English company limited by guarantee. All rights reserved. 21-1053

The KPMG name and logo are trademarks used under license by the independent
member firms of the KPMG global organization.

RAPS contact

Paul Brooks
RAPS Executive Director
301-770-2920

pbrooks @raps.org

home.kpmg/jp/socialmedia

v O o


mailto:rkmisra@kpmg.com
mailto:cmauch@kpmg.com
mailto:pbrooks@raps.org
http://www.kpmg.com/us/healthcarelifesciences
http://www.kpmg.com/us/healthcarelifesciences

	欧州医療機器�規則（EU MDR）�の順守競争は�続く�
	全体的な進捗状況
	論点1 欧州医療機器データベース
	論点2 認証機関の獲得
	論点3 MDRに対する準備とサステナビリティ
	論点4 リソースの管理
	結論
	KPMGおよびRAPSによるEU MDRに関する調査結果および重要な発見事項



