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AIDC Automatic Identification and Data Capture BBl &T—2UNE
AR Authorised Representative f5EXEAN / EUMAKEAN

CA Competent Authority #RHE LB / EEEHRES

CE European Conformity EXMEE / EXMES (&)

CEN Comité Européen de Normalisation FXMiZ#EILZEE R

CER Clinical Evaluation Report B& PR ST H R &

CND Classificazione Nazionale Dispositivi medici %) 7 E&#IS 594
CS Common Specification @Btk (EERIREHADERSEIR)
DoC Declaration of Conformity #&EEE

Economic operators #FFEXE (BEXE. FUNREBEA WMAEE. REXH)

EEC European Economic Community FRN #%5% £ R{A

EFSA European Food Safety Authority EXMNBRELH

EMA European Medicines Agency RN EZE & T

EMDN European Medical Device Nomenclature BX i B #1428 & 75

EN European Norm FR #8#&

FSCA Field Safety Corrective Action HiFZEZIEHEE

Eudamed European database on medical devices

RN EREERT —IN—RX (BFVATL)

EU technical documentation assessment certificate EU 3 fii X EZEE{HEFEAE

GCP Good Clinical Practice EGFREXERDERE%E
GDPR General Data Protection Regulation —#&7—4% %R 8
GLP Good Laboratory Practice
HEBRRE RERREZRD-O)FEEEFIE
GSPR General Safety and Performance Requirements —fBHIR £ M EMERED ER
GMDN Global Medical Device Nomenclature [Ef&E#EMz RS (EEERAT)
GMP Good Manufacturing Practice S EEHE/ GEEHEDELE
HRI Human Readable Interpretation aJ&: (3X5F)
IVDD In Vitro Diagnostic Directive {A4\ZErEE#EIFIET
IVDR In Vitro Diagnostic Regulation A%} 52 FA E & i a5 57 Al
MAF Medical device Application Format EE#IRBFEI+— vk
MDCG Medical Device Coordination Group EEHIRAEI IL—T
MDD Medical Device Directive EE#IES
MDR Medical Device Regulation E#EHE254R A
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NANDO New Approach Notified and Designated Organisations
MENB DT —H2R—2
NB Notified Bodies /—T477ARRT+« $5EHEI/ERAIHED
NOC Notified of Change ZENDfEH
PMS Post Market Surveillance R 5 R/MEREFE
PMCF Post Market Clinical Follow up TERZEER 74+0—7v 7
PMPF Post Market Performance Follow up & MRED7+O0—7 v
PSUR Periodic safety update report EHZEMERFMEE
SSCP Summary of Safety and Clinical Performance &£ EBEERERED EHY
SRN Single Registration Number BE—Z&ES GREILBELRITIHES)
D Technical Documentation #ffiXX&
uDI Unigue Device ldentification #25 [& 45 & A
UDI-DI Unigue Device Identification Device Identifier #2&451F
UDI-PI Unique Device Identification Production Identifier &35l F
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IVDR DFEILT

RoLeT R ERE Rl OIVDR) 13, F1E8E~F108E GE1HR~FE 1135 BLUHEE 1
~15 (Annex I~Annex XV) THK XT3,

F1E FELE~F41%)
MELIE

Chapter | Introductory provisions

Section 1 ERFSKUESE Scope and definitions

ES *% & EEEFE Subject matter and scope
%

E# Definitions

Section 2 2R DERS, hoo+')24 Regulatory status of products and counselling

2R DEMIE Regulatory status of products

BIRICEATAE®R. hoowUod . A0 T74r—LRa 2k
Genetic information, counselling and informed consent

F2F (BSE~F21%)
L EOMEREL. REELEOE. BEA(FELE) . CEvN—FL Y. BELTE

Chapter Il Making available on the market and putting into service of devices, obligations of
economic operators, reprocessing, CE marking, free movement

e s EHE LU ERATRE
ERES . L .
Placing on the market and putting into service
65 =fEABIEERSE Distance sales
7% YL—.s Claims
8% BEIEOMEA Use of harmonised standards
9% FHEEH Common specifications

REEED—HRET General obligations of manufacturers

[EEY
[N

Ex AN Authorized Representative
ExJCEBADZEE Change of authorised representative
MAEXEDO—MRMET General obligations of importers
BRFEEED—HRMET General obligations of distributors

P N
AW N

WoOoW WM WM W |§_H\¥ WOoW W W
o

H
AR

RAIXISEEE Person responsible for regulatory compliance

7
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HEFBDODEBVWAXE, REXE hOBITERASNSEGE
Cases in which obligations of manufacturers apply to importers, distributors or other
persons

"
o
»

[IEY
~

EUB&EE EU declaration of conformity

iy
0]

CEY—%*>% CE marking of conformity
117 HRIDEEE Devices for special purposes

N
o

&R &, HEAL& Parts and components

HOW W W W
N [
[ ©
AR R MR

BH4HE Free movement

EIE (E22&~FE30%)
BBROBAEN —HEY T4 WRERFEEEDE R, TEMLBRRITMOME. BN ERKHIT —aN
—R
Chapter Il Identification and traceability of devices, registration of devices and of economic

operators, summary of safety and clinical performance, European database on medical devices

E225& BISAF—ADHA Identification within the supply chain
$23% EEESAE/EEMIAM Medical devices nomenclature
245 UDI (#25E B #31) > AT L Unique Device Identification system
BE25% UDIT—%A~—X UDI database
$265 MR D ZER Registration of devices
sk ﬁiﬁ%%%‘@ﬁﬁ@% VAT L .

Electronic system for registration of economic operators
=08 BLEXE NREBEA BAEEDESR

Registration of manufacturers, authorised representatives and importers
ZEMEMEREDES Summary of safety and performance
B E R 3 T — 2 X —X (Eudamed)

European database on medical devices

"
©
»moOoR R

$
w
S

EAE (HB/ILE~F46%)
/—T477ARRT 1(NB)
Chapter IV Notified bodies

ERIES NBOEF#EE Authorities responsible for notified bodies

E3I25& NBIZE89 %E R Requirements relating to notified bodies

%335 5%, B5I5% Subsidiaries and subcontracting

B34 ?‘EE?\E%l'f%)f:&')iﬁé"l‘ﬁ%ﬂﬂﬁéla;ﬁ(:ctéﬁﬂ% o
Application by conformity assessment bodies for designation

%355 HEENDEZE Assessment of the application

8
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BHEAFEEEEETLEMRDOES

E365 o - - I
Nomination of experts for joint assessment of applications for notification

ERYE S SEEMEREIE Language requirements

$38% fEELBHDFIE Designation and notification procedure

$39% NB®DEAI TS L X Identification number and list of notified bodies

405 NBDEEFREHEHME Monitoring and re-assessment of notified bodies
Bl XX E LT ZE R ONBEE DO T

EYNES Review of notified body assessment of technical documentation and performance
evaluation documentation

FA25 fEELBHDZEE Changes to designations and notifications

w435 NBOBEIE (Y HEZEALILT

= Challenge to the competence of notified bodies

NBOEFEZRILBEBOFEMARRIE(ETLE1—) LA

EYVES Peer review and exchange of experience between authorities responsible for notified
bodies

A5 NB®DEA% Coordination of notified bodies

465 ZAEFIE RN List of standard fees

BoE (FA7E~FES5F)
DA EEBEE T
Chapter V Classification and conformity assessment

Section 1 ISR 4 Classification
FATE HERDYUSRANEE Classification of devices
Section 2 BWSMEEE Conformity assessment
A8 BEEMEHMEFIE Conformity assessment procedures
Aol BEEMIEFIEIZHTANBOEE
P495 o T .
Involvement of notified bodies in conformity assessment procedures
=50 V52D EROESHFBEOBEEDLEA

Mechanism for scrutiny of conformity assessments of class D devices
EEDEREE Certificates of conformity

J/—=TAITF7ARRTALBRAAZDEF AT L
Electronic system on notified bodies and on certificates of conformity

J—T4I7ARRTADBEMLEE

i
A
awooM W

"
R

O
L Voluntary change of notified body
. A ST R S DR
54K . .

Derogation from the conformity assessment procedures
2555 B EHIRFEAIBA Certificate of free sale
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HeE (FES6E~FT7EH)
BEPRSEHL. MERESTE & LU AL ER

Chapter VI Clinical evidence, performance evaluation and performance studies

$565 P EESTM SEREREEHL Performance evaluation and clinical evidence
m574 MRERRBRICR T 52— MREKREIE .
General requirements regarding performance studies
mEak ##Eﬁﬁbn_t%ﬁo)Lﬂﬂmg* . .
Additional requirements for certain performance studies
FH50% A2 74—LRarv+>k Informed consent
F605 EEETOMREHER Performance studies on incapacitated subjects
615 KERFEETHOMEERER Performance studies on minors
sEo% SR ET BRI P OLIETOMERERR _
Performance studies on pregnant or breastfeeding women
$635% EBMMEREE Additional national measures
Fo45 BRAEEROMREE Performance studies in emergency situations
655 EEH{E Damage compensation
F665 HREAERMEEE Application for performance studies
ELYES MEEICKSEE Assessment by Member States
685 T EEAERMERE Conduct of a performance study
%695 HREHERDBEF AT L Electronic system on performance studies
%

CER—UftE iR D EReER

Performance studies regarding devices bearing the CE marking

MREHBRDERMLGER

Substantial modifications to performance studies

MRERRERIC DLV T, MBEMN LS R IEXN KR EMBERE DO IF R
FT25% Corrective measures to be taken by Member States and information exchange
between Member States on performance studies

HRERBRR TR, —FRELLER. FERHARTROIR S —hoDER
EXEES Information from the sponsor at the end of a performance study or in the event of a
temporary halt or early termination

P RESER 0D SR 5T AH F 1B

i
\l
o

Bz Coordinated assessment procedure for performance studies

E755% FEFMFIENDEZE Review of the coordinated assessment procedure

J— HEERBR P RSB ERORRLRE | |
Recording and reporting of adverse events that occur during performance studies

FITE 4T Implementing acts
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BTE (BE78%~¥I5K)
mHREER. EDFUX, RS
Chapter VII Post-market surveillance, vigilance and market surveillance

Section 1 mHR#EZfR Post-market surveillance
E78% WEEEOHREERV AT L
= Post-market surveillance system of the manufacturer

ET79% miR%ERETE Post-market surveillance plan

E0ES hIR%ERIRE Post-market surveillance report

E RIS EHRLMEHIME Periodic safety update report

Section 2 EPS>X Vigilance

a5 EREMETISEREREREDRE

FE 825 . i . . . .
Reporting of serious incidents and field safety corrective actions

5835 LR (fEM) e Trend reporting

. BEAEHEMGRERERED DT

=845 . . S . . .
Analysis of serious incidents and field safety corrective actions

855 ESSVRT—2D 53T Analysis of vigilance data

£86% FB1T Implementing acts

=7 EDSURETREERDEF AT L

= Electronic system on vigilance and on post-market surveillance

Section 3 TiHEfR Market surveillance

885 MiSERES Market surveillance activities
ZBRTEQGVWRVFIFMDOTEE DEELH H HHE2R O ST

EXES Evaluation of devices suspected of presenting an unacceptable risk or other non-
compliance
BELLLICHLZRTELRWW RIS S D IIKFIE

FEI05E Procedure for dealing with devices presenting an unacceptable risk to health and
safety

a1 £ FRMESL NI TEO X REFFE T SHFIE

P15 : . .
Procedure for evaluating national measures at Union level

F925% fthDFEFT Other non-compliance

$93% FRHIBEEE{REXI% Preventive health protection measures

Fo45% &S Good administrative practice

955 TSN EFL AT L Electronic system on market surveillance

11
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$8E (PIE~F101%F)
MEBE. EEREHRRESIL—T  EURERE. #REREOHA
Chapter VIII Cooperation between member states, medical device cooperation group, EU reference

laboratories and device registers

965 }HH LB Competent authorities

ELTES E# Cooperation

985 EEE5HES )L—7 Medical Device Coordination Group
85995 MDCG®D{E# Tasks of the MDCG

1005 EUMRE#RES The European Union reference laboratories
F101% HEEZ R ET —4—/32%9 Device registers and databanks

EoE (HE102&~%106%)
WERE. T —2RE. MRS LUV
Chapter IX Confidentiality, data protection, funding and penalties

%1025 W R#F Confidentiality

%103% T—%41{%5# Data protection

F1045 HEDMUL Levying of fees

=105% NB@}EEBJ:QS??E(:F‘;W‘%%QJE% . o B .
Funding of activities related to designation and monitoring of notified bodies

1065 £i8| Penalties

F10E (F107&~F113%)
BRIEE

Chapter X Final provisions

F107% £ESFIE Committee procedure
$108% FEDITE Exercise of the delegation
®109%& iﬂé%‘fﬂ%@f:&b@%ﬁ%éj@ﬁ%ﬂ
Separate delegated acts for different delegated powers
#1105 #iBIEE Transitional provisions
F1115 FT{fi Evaluation
F1125 #|%h Repeal
F1135 FEuhEWAB Entry into force and date of application
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TRE

Annex

Annex |

— T EMEEEREDEREIE
General safety and performance requirements

Chapter 1: —fRRIZERZEIE General requirements

Chapter 2: T4 8t RatE M EICBET HEREIE
Requirements regarding performance, design and manufacture

Chapter 3: #28 IZTPE S S 1EHICEEIT S EKREIA

Requirements regarding information supplied with the device

Annex Il

Hi#i3xZ Technical documentation

Annex I

MRRERICE T OEMXE

Technical documentation on post-market surveillance

Annex IV

EUB&EE EU Declaration of conformity

Annex V

BAEMDCEY—F>2% CE marking of conformity

Annex VI

FE26XKQB)BRUFE2BFITHL MBLBEFEXEDOERBICTRESNDER, F25%.
E265EHB LUUDIV AT LGKELY, UDI-DIEHEIZUDIT —ER—R[Z##ESh 537 T —4T
LAVE

Information to be submitted upon the registration of devices and economic operators
in accordance with articles 26(3) and 28, core data elements to be provided to the UDI
database together with the UDI-DI in accordance with articles 25 and 26 and the UDI
system

Part A: 5 26 SR)BLUE 28 FIZHEL, HBRLBEFEEE OB HERITIRESINHER
Information to be submitted upon the registration of devices and economic operators
in accordance with articles 26(3) and 28

Part B: 5525%&H KU EE265IZHELY, UDI-DI E£ICUDITF—AR—X([Z#f#EESn 27T
—BILAVE

Core data elements to be provided to the UDI database together with the UDI DI in
accordance with article 25 and 26

Part C:UDI A7 /L. The UDI system

Annex VI

NBAViET=9 E{ Requirements to be met by notified bodies

Annex VIII

Y5 X5 4E)L—)JL Classification rules
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CEX—* sV —X
M2 K5 REERMEIRHALR (IVDR)

Annex IX

MEEE AT LR XEFTECRE IGES 1T
Conformity assessment based on a quality management system and assessment of
the technical documentation

Chapter 1: B EE S XT L Quality management system

Chapter 2: #ffTXZDFHE Assessment of the technical documentation

Chapter 3: E¥# I8 Administrative provisions

Annex X

B RERICEDSGEA M
Conformity assessment based on type examination

Annex XI

EEESHERIICEDGES T

Conformity assessment based on production quality assurance

Annex XII

NBAH T3 BEREE Certificates issued by a notified body

Annex XIlI

MEREETE . MREEBRS LU RE MDA D—T v
Performance evaluation, performance studies and post-market performance follow-up

Part A: MEREETATE & & UV BESBR
Performance evaluation and performance studies

Part B: TR &M RET+A—T7 VT
Post-market performance follow-up (PMPF)

Annex XIV

T ABRRMEREEER & S UMt D ¥ E 14 RESAER

Interventional clinical performance studies and certain other performance studies

Chapter 1: M ABRIRFHBREMARMRDIRIVEEC D HEREABROF AICEHT HXE
Documentation regarding the application for interventional clinical performance
studies and other performance studies involving risks for the subjects of the
studies

Chapter 2: RIRH—D D ETE
Other obligations of the sponsor

Annex XV

HEBRTE (MEEXR) Correlation table
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CEX—* sV —X
M2 K5 REERMEIRHALR (IVDR)

ERERS L UER

[(&mBCEHE] £ 15

o JICfE 3 2R ZW RSB L 02 O X5 s o Emz BIEG TS IcHi 2 &
B L CoRBAIZED 5,

® [IE G TN X 1L 2 A2 EZRK G B L 0@ Ic B 2 tEReaiic b @l T h 5, 72
72 L. eI S 3 a0 T ke,

[E&E)] £ 2%
o [EjEtkan L1k, #HAI (EU) 2017/745 (MDR) 0% 2 4 (1) CEFHR L 723 H 5,

o [RHNZWTHIEREHERR | L2, B E 2 3lAaAbE 2 Mb T, MikoME% 3 2 20 1Tkt
TS 2 2 L AELEF IC X > TER S N, R, v ) 7L —% flHE, *
v b, HEE, BB EEO G, V7NV IT IRV AT LATH BEREGRTH - T, AE
2 HELY U 2 - ik (k) % Rici8 2 — o U EoIERSE 2 HINCTHW 2 b 0 % &k
T 5,

o MBI 72 (BN PEANEME £ 72 (BRRBICBET 5

o SERMED FIRIE 72 1T 2 R E ICBE 5 2
o EEHIRRE E 72 (3SR O FRKICBI 3 2

o WIEM X L DR Z THIT 2

o RFSIGE 721X GE Tl 5

o BIRTREWRE 213 EHRT 2

® A7 4R (specimenreceptacle) (¥, fRIVSWT RS & A7 3, [HfAASR] 1k, BT
BHAHIDBIRDD DD, HEE MRS ERED BT, AME»LEY KL 28k % [—XE L
A L TRE] 2BEKT2b02EHT 5, (582503))

® (RIS IR G O fHE A3 2 AL B IRDMAILZ I st © I3 7 v 28, (RIR2 I R
WSR2 272010, 1 2 E L ZEBORE DIRIZHT I RS & Hchi 5 & & 2 RE3E
EPBRL 72D 2E KT 2, 2OBKILZAN, £713. Z0EMINZHNOBE R 5,
PRI 2 W T R 2R D BRAE & BARIY 2 D IEEA ICHiBI 35, (5 2 5:(4))

® FCMERAR (device for self-testing) & (%, BEFHMIRE L. —MRABERH T 5 720 Ofer
TH D NEREEENC XL VEANCIRE L2 — R %2 T AT 57201l #ELYED, G
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M2 K5 REERMEIRHALR (IVDR)

25:(5))

® T EMEHES (device for near-patient testing) & (X, HEOMEZHIN & LA WEEIERTH v,
— RN R IC X o CLOEEFEORL T IXEEMICH 22 ERT 2, (5B 2 5(6))

* BENH
[mear-patient testing | (%, /% [ bedside testing |, [ point of care testing (POC testing) (POCT) |
EIE TV B,

® v ¥=A vEZW (companion diagnostic) & x, MNIGT 5 EIEG % L0 DRI 3
57 DICAR RaEgmE Vi, RO X S Iffi),

o IHHEAT, RTINS T B MNP O IR DA EZ T B ATREIED H 2 BB EZRET 5,
o BT, JREETICHIE T 2 EREERIC X 2R ORIR e L THEZAERICO ) 27 29[
REMEZ H 2 BFZRET 5, (2 5:(7)

* ZE M
FrEDERFOFMESCREEEZE® 5 7201, NREF NI 2 FRIREOBZH 2175 C
&

o LR S N—T ) Y=Y v T Nf A7 V—T (generic device group) & 1%, [Fl—F 7=
RHEUOBEK I N-HWE 2 idfiiio @t A L, FFEOMREZ K L Zn v — it 72 /516 <
SEINTH 2 —HOMERTE®T 5, (G 250))

® Hin| S (single-usedevice) & (¥, 1[RIRY CHEMINIHEEREEK®RT 2, (B 25:09)

© (LSS /BB Es (falsified device) &%, ID. 2D G, CE~—F v 7 iFE, F7-1%
CE~—F% v /7 FIHICBES 2 CEE B> OURLEREZERT 2, GF 2 45(10))

o vy (ki) &id, —icaiLIh, FEDMIZHIIRE, 723 —H2EMT 2 72015
e aEMLEES Yy P REKRT 5, GF245(11)

o B ER[EH T (Unique Device Identifier UDI) &, EFRIICEED & - #arain & X
o — FER (FFEEK) ICX > TER S, T oRERKS B IR © & 2 —#H T
F BT R E%RT 5, (55 245:(15))

A7 4y (%)« VA7 DRE (Benefit-risk determination) &3, XL 7={#iH%Z 3 3
Hiic, 2 H 523474y eV R70FHNEDNT 2L THS, (5 25:07)

® i1 CHIFHRIBE (making available on the market) & (%, FGEGBEIOEFRICEH W T, MREAER
OHBLUMNTH Y, HEEEOREZMD . EU NG ToE. HEIZIIEHO -0, ¥
Mot ERT 5, (58 2 4:(20))

® i ~H 3 (placing on the market) &I, PEEEREBRO HRLAALCH b . EU fidG <, myIICH
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fcE 3 XoIcFr L 2ERT 5, (5 25:(21)

® {ifFAA (putting into service) & 1%, PEREERD HIILISLCH b | EU il <, Sl & 25,
BT 2 HW Yl CHEATE 2REBIC R > a2 BT 5., (5F 2 4(22))

o Eadid (fully refurbishing) & 1%, BEICTHIGICHGE S - e % e ICEME T2 2 &,
T AHHEAEE» O LR EEVBEAS S L 2ERT 5, (55 25:(24)

® (RFFFEH (economicoperator) & i, HLEHEE (Manufacturer), #iiAZE#H (Importer), R
5c%%# (Distributor), fEEfCEEA (Authorised Representative) DREFIEENH /P3G ENH %
84, (B8 25:(28))

* Economic Operators |&, BT AT LICERT 5,

® {(R{H#HEEY (health institution) & . BEDOT 7T 72 13T - 3 AREEOIEEL R HIY
ET LB AEE®T S, (55 245:(29)

® 23— (user) &It BB Z (T 2 ERUEHH £ 72130, A ZTIRT 2, (3 2 %(30)

® —fix A (lay person) &%, ERE 72 ZERSFORESIFICEWTIERAEBEL XTI Tk
WiEA (5 2 5(31))

® E AR (conformity assessment) & 13, BEERATEG A2 L T30 ) R RT 7oL
AEERT S, (5 24(32)

® [iiifk FDEFL (clinical evidence) &%, BXIL 2L BV IEHAL 7256, BB LZETH Y,
RIS o N2 2 DFHliT 2 720+ B L EOKT — &2 L Rl R 2 =Ek 3,
(%8 2 4:(36))

o [ At (clinical benefit) &, 227V —=v 7 =2V v 7, ZWE-IIEEDOZH
~OFE, TR EEER T -3 ORMEE~OHETEW REER L, BAEICEEET 57 N4 2D
BEWRPEELERT 5, (5525@37)

o MhaeiAlR (performance study) & 1. B8R D IWTIERE 72 (ZERRMERE 2 17 & 72 13EGR 3 5 72
WICEBE N2 FTAEEZERT 5, (B 24542))

® VERESASR RS (device for performance study) & 1%, BLUEEEBHRERARICHH T 2 720D
e EkT 2, (55 2 4(45))

® [ v ix—x_vya VEKRHE/ N AEEKSEE (interventional clinical performance study) & (%,
B S B D EBRHUE 1 e PSSR B U L IR iR IC i T % 2 R B
k95, (5 25:(46))

® ZWiki 1k (diagnostic specificity) & (3, FFE OPE T 72 1TIRRBICBIES 2 Y~ — 7 — DR
TE% BT 2 AR ORE N 2 EW% S 5, (55 25:(49))

® ZIWTIKIE (diagnostic sensitivity) & &, FERE T 72 ILREICBET 251~ — /1 — DfEfE%
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T oG ORI EKRT 5, (5 2 5:(50))

® [5G T HIfE (positive predictive) & 1x, FrGEM TG EMICD VT, BIGERRED b BB E
TR AT 2 HAR ORENI A BT 5, (5 2 5:(52))

® [T HIfiE (negative predictive) & (%, FrG-EH O G EMIC O W T, Bt R 2 o B2
R Z o EES 2 RO MREZ BRI 2, (5 2 £2(53))

® L (w5 L) H (likelihood ratio) & . FRRIRAE F 72 IZEFHEAIRAE T WK ICEB VT
A2 U B[R UAR O ATHENE & Hi L | ARV IRIRRE £ 72 (3 AEHARRE 2 A3 2 fERIc BV T4E
U atGROm e 2 BT 2, (55 25:(54))

® F v ) 7L —% (calibrator) &3, RO F ¥ ) 7L — a v (FKIE) I & 3 )€ HL i
WHEEE%RT 5, (55 24(55))

® {Hill{HWE (control material) & 3. HEZROMWRERFEZMEE T 2 -0 I NS, 2 0HLEH
DEXT2WHE, MEX 723U EEKRT 25, (8 245((56))

@ V7 y—LsFavey b (informedconsent) &, #SRHOSIMRIE OMM % L 7252, FF
EDFEMMEICSINT 2 BENAREEORB 2B 5, (5 25:(58))

o Tilli#2 8 (post market surveillance) & lx, #EHEEL T Iv AL —2LHIL,
MIGICIRE L 28820 515 O N2 TAEAER (HH) 2B ICINE LRG3 2 (8210 2 FE%
e - MEFRF L, REABEREE T 2 PHBEZIT BNWoGE 2 EH 3 %5, (58 2 5(063))

o G (market surveillance) & 13, B48R23BEHE 3~ 2 BWONEEEIEICE D O 7 BARICHERL L |
R, D, FoMmoN LT R IAER ZGRICX S X W L 2B ER T 258 %
BT 5, (B 2%(064))

o JLE LR (common specifications CS) & 1%, 754 X, 7Bt R, T21Fv AT LICHH X
N3 ENRGZEST 3 FEZIRMT 2 —@Eo M. BRI EG 2 EW T 5, (88 2 4(74))

O FRERIN, 73V —, BEEREE (specific product, category or group of products) & X, &H
203, EREGRHE v — 7 (MDCG) &fak L7z LT, FRERS., 773 —F 721385
Bz MR ER S 2k [Z2off@ER] L LCERT 220802 RET 2, (B35
1)
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M2 K5 REERMEIRHALR (IVDR)

MIZADE, ez DERMRI. BEFFREDET. BER (B
). CEv—F2J BHRA

® fdn i3, Annex TR N e L MERED ERFIH 2729 2 &

® RN L el X HEREEMF~ DA DEARIC X, 5B 56 i O K EREHiliA & £ h T
X7 5780,

® N E#R (the official journal of the European Union) IZH5#{ & 11T\ 2 BE D FE A RIS M
& OBIEIR N ICHE L T 8T, ZoBBOEFIGEAL T2 b0 LHEET 5,

(@8R (CS)] B9 %
o B | BT 2 MABUE AR+ & 7 3 RS EOREICTRY T84 )
R EDBE, BMERSIE MDCG & kL., JGELR (CS) %M 2.
o Ml fthRIZ, ROEM &7z T LT NIT R bR\,

o Annex I ICE® 3 —iL2MEE X OMERE
e Annex II, Annex III IZ5E® % i E
o Annex XIII ICREH & 172 MEREFHI 35 & OF PMPF % 72 I3 PERESASR

O CS ZHRMT 2 Fhe x 1%, & 107 FICHET 2 EBEEFHICH S
® CS ICHEMLL 7-Bkan i3, AR OEMICHERLL 22 L B2 3 B,

® BLERF 13, FEOReM LR R T 2R Z IELLTE R WIRY . CS IKiEbhTh
X7 570,

[(BEFRED—MRNET] 5% 10 5%

O Annex [ ICED LNV A7 EHD -0 ORI 2L L, XEL L, EEL., HEFL R nix
b7\,

@ 5 56 51 L 1N Annex XIII (PMPF % &) ICED b N7 BITHE - CTHERESTM 2 il L 72 1
NIER 5 7,

® B CE 2R L, mHTORE IR IR S T,

O HiitEIT Annex 1 BX U Annex [IL ICED R ERELZEDHBEZHD LT 5,
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M2 K5 REERMEIRHALR (IVDR)

O UDI > 274 (B5245%) KT 2/ X UERAS (5265, H285%) 2lEFLARTN
X7 570,

o WHEM Y 27 4 (QMS) ZHEL L, CEL L., Elids X OHERF L. BT O IR ICHER 2> Dk
BRI L 72 T Ud 72 b 7o b,

o WWEEM Y X7 LRI ISR B,

o SEAMEFHETIE, ~ 27 LW ET 5 HER O HE BTN % & o i B EST o Hiig

o — ket X OCHREEFOMRE. B X OB IG5 FHE

o RE D HLT

o T TAX L FHREITEFOENE EME S ETEHE

o ) XR/I/EH

e PMCF Z# &5 56 45 & Annex XIII i X 2 HEEETi

o KEt. BAFE. EPE. ¥ — v Rk L ol g

o REEMEIRICH LT, & 24 St UDI o F b M C2MEE. 4 26 it - TRt h 2
TEHDZ Y% ERT 5,

o 5 78 ZRicHE ) HEREE Y 2 7 L DF%E, Elids X OHERr

o HiI%M)5. NB., #AFFEN. BE. MERERELDaIa=r—vay

o HAHR, B EHEBEORE 711X

o BIEHE B X O TPHiEEOEME X 2 G IEDKGE

o 7Y M7y FOBEMHEHEE, T— 200, HAKED DD T B LR

® Annex [ @ 20 ICE#E E N2 1HH (HOMEKES, TEEMREREBOER) BAXNSETRY
IR X MR X e T U e & Ze v,

)

® HITDFLEK - Wi, BLUOLREWUORIERED DD Y AT Lzl m T ide bk,

® B 5 2 o DEGEHICIL U MEEDE D 2 ARDEFEE W CEHETEZ AL 3 5 3 & 24t
Loz,

® i AL FEAIT, B S A BRI - T, KD B 2 BEER IR 3 2 IBE X L CHifE % 55k
THLNTE S,

® ) 27 DL, HAR DM, MBI LLHI L <. 54 85/374/EEC Ic D CBEM 2 HEIC
DT R MEBHEZ RS 2 20 DIRELZHEL 5.

[FEENEA / BNAEAAR)] B 115

o IEEMILA L 12, EUMMICHRE S 1L, EU BSFOMES e BHIC X ) 0 L HE V).
(4 2 4(25))

o HEEMRIA R, BHLROEHIIE L. BEZYOGT L2 R L A TR b &V,

O HAEHS B XL UHMCEMEFR I N TWE T & 2R L, %4 T 285013, SLhEEF 3 EY 2
ARG FIE %2 L 72 2 & 2T 5,
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M2 K5 REERMEIRHALR (IVDR)

® 1 28 SRICHE® B AR 2 E T L, WIEEHEDH 26 SRICHED 5 HHEHE2ET LTS Z
L MRS %,

o BEHHETH, BED L Ua—F — b, BRICEET 2505 3 HERRICOWT0EfS
KOG E R 7, W H TS HAT 5.

o SLEREFH BABANCE S CRBICK L TITEIT 250, RIEZKTT 5,

[fEEREA / BONREADEE)] H12 %

o i EMBALEOARIL, WG, 912 LARBEAL (51223 IRIAL & UIEICE
VoONBRITNRRORV, ZOAREER, REKTH, ZEFRBH. EE, FTAEr 2R
RINIER D R,

[(EAFEED—MBIETFS] £ 13 %

o i AL L2, EU L2 SR 2 TGk AT 2 7201c, EU NI T2 — A £ 7213
HEANTH B,
(3 2 2.(26))

@l AEH X, CE~—72 DMt 7_0v0isft, BIGEHEZE ORA, EAESBER I T
52 EMERT D,

O W AEF T, EEMRBABEEINT VS L 2HERET 5,

O 265 T, B VAT LICEBRINT WA Z & 2R L., &5 28 5Lt v, FHllEEA
EML T iE e S,

o DT, NEAHKGOEIN, Y a— s X EINEZT V., SEREZAREICT 572010,
WERE, AL L UCRTEER ICER T iz et 3 5,

o i icii TN ER A AEATH 2 Bbn 2 GA, Eb ICHEES L REANCH L2 R0
UNCRANEN

0 F 10 (MR ENTWAHR, EUEAESH O av —%2 A L. 56 51 LIt > THITX
N7-BHEGIHEOE L #RE L 2T NiE R 6 &R\,

[ARFERE D—IRHIETH] 56 14 5%
® HITHH L1k, MR E WAL ELNCTH Y | 7545 = — Y HO—RAE 72 (kA
ThoT, WRENHICHATIEE I, (F25402D)

® e 13, WERE P RD RE, WARFICEAIE s HELZA D,
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M2 K5 REERMEIRHALR (IVDR)

O AR ICERLR ) X7 03B B LE A TG0, ANEA LR IR E Dl 2 B 5 @A LR U
X7 570,

o EHEIEHEE, B L 3HHE L O, HaRICBE S 25D H 5518 £ 72 13WE 2 % 7 Moe
¥ER, ZoFmeihEEs. HERBEA WMAFCED RIS 2,

©® JHI LR & DEEEICIG L T, BEERO RS v TR 5,

CRAIIGEEE] 15 5%

o HLEIEF 1T, RN ERESR O I IC s W TR BE AR E G T 2 kS TFOETE %
P ed T ANFAL T RTNIE R SR,

® L HHERIL, ROEHDO VTN X o TEEH I e T ide b 7w,

o Rf B Y T R RMoBE S RS ICEWC. BES 2 NHHEIC X o T
55 & D b NI REDHANDEKRE, Z OMOFEHE 2GS 2 H, HFIZHTHERK
B3 2 BIHIZERS £ 72 13 BB Y 2 7 20 BT 2 MR OBV e b 1EH L L

o AN R AR (C B3 2 BIAIEER £ - RaWVEE B > X 7 L ic B 1T 5 4 FH O FPIRIREER
BHBT L

@ BUINEEEH 2, V7 L b RO L AT 2 HIERES DD LT B,
o BEEHY AT LIHES T, HHAY Y RSB EICETICT = v 7 T 5,

o BEFCH LBAEEE SRS h, BH ORI RN TS L

o MIREEHROTBEDE 10 KT > TESFINTNWBE T &

o 58250 L 86 FKICW I WMERBEVEITIhTWws T L

o S ABRAABR % 72 (X HEBRE 0 ) 2 2 214 5 O ERERBR T T 5 £ & 2SR & 7z 0
Bk, Annex XIV @ 4.1 ICREHEE N7z b E A T3 2,

o i fRBEANIZ, A< &b 1 NORBAPNISHEER 2 K6, EINICRi 20750 v,

[BEEEE] £ 17 % Annex IV

o HLiEH I EUBMAT S 2MEMICER L2 TNIE R b2V, EUDHEHATESICIZ. Pl e d
Annex IV IZED b NT-ERB G TN TR ITNIE R SRV, T 72, IR FIFHTIEEIC 72 51
HENC X > CTER I N NHSFEICEIR S N T X R o v,

0 HAEHE VPR T 2 EAEROHINICHLERT N TOHFMAEZEN T ARTNITERD R,

[CEY—*27] 518 &, Annex V

® B2 ¥ 7 |3 T A

ICHEA TR, BiAG < HATE AL v, BERDMEE L. REICHiAT 2
AH[RER GG IR, B

AT L 2 0372 o 7, fEAIERIAE., a3k, MEic b RRd 5,
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M2 K5 REERMEIRHALR (IVDR)

@ N T YA, CEx—F v (CE~—7) Oofkic, #&30F, Fillh ) A7l %ZRT %
DD~ — 2 %R,

® XN G, A8 SRICED 5 NB Ol FH S 21T 5,

0 HE T I1X. T4 AD CE ~—F v 7 OHEGEEH- LT3 2 e 2T IRIBAERNCD R X
NRTFNIE RS R\,
[(BZRam. #8Ekm] 5 20 %

® TP PERE AR L. BEER (RfR. PEREL 7-888) ¥kl - BERS 2 283 2 5. BEsR D
LR ERICEREZ T R X5 LT nid e b v,

® I - MR 2 ST 5 Z L ic X Y AR O R B L HRES LD 3 A, £ O e L3k
BRI NG,
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CEX—* sV —X
M2 K5 REERMEIRHALR (IVDR)

WarDEBlE L —EUT 1 R ERESRFADER. T2
CERPRIEREDER, BUNERIKES T —I X=X

[(FTSAFT—URDHEI] %22 &

O T EH LIRMAER L. IO L —H Y T4 DY R L _AERERT S -0, BEEE
FRBEERBALH L ZTNIERD R0,

[EEEREE /| EREERA] 5% 23 K%

o IINEE & IF. 5 33 FRiC v ) EREER ORI T — X X — X (Eudamed) DOHEREZRIRET 5 72
oic, EERAICEIAM S hz R 2, WEEE L UOREL 325 A (GEAN) ik cfg
fIns koicd s,

* Eudamed O 1%, p.47 ® EMDN % %1

[UDI VX7 L UDI 7—9R—X] 5 24 %K. %E 25 % Annex VI

® Annex VI @ Part C IZHE L T3 UDI & A7 43, KRR (IR X LA 4 P, RS 2 kR
() DEABLU P L—H YT 4 ZARLIC LR IE7 57\,

o UDI-DI (H#Rafkilr) 13, Hhtided e B 2 BHfEIC 3 2,

® UDI-PT (8L&#H 1) (3, Hes 0BG HAL 25003 5,

@ UDI i1, % 82 5&icfit» C. BAENS L OB 0RO RIERE 2 & 2 72 1 fiff X
nasboLd s,

® RFHEL L. BHG L bR (REBAMRE L %% o UDI 2, TEhLIFETWTFET
RE LT Nid e bz,

® Annex VI @ Part C IZHE L T3 AR 7 UDI-DI 2, BAESHICRI ATNITRL A
W

O UDI iF., % 82Kt > T, BAHEMB LUOLRENOREEEYHRE T 2720 T 5,

® REZ 3. MDCG & L. Ml (EU) 2017/745 (MDR) D% 28 SICHIE & 7= 50 & i
7LD b Iche > T, UDIF— X _R—ZADEFL AT LA BET 2,

@ HLEEEF T Annex VI @ Part C IR T NT W 3 HARR 7 UDI-DI #5014 C, BRI
B L 7= Annex VI ® Part B TrRE Ao a7 F—48FE L Hic, UDI F— & xX— 2
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CEX—xJ RV —X
M2 K5 REERMEIRHALR (IVDR)

LTI R,

[(BEFE. BEREAN BAFEDEE] 628 %

° NB B5-3 554, Annex VI @ Part A IS8 I N5 1EHIZ. NBICH LIADHIICE > A7
IRt 2,

o Bl fmix, H—EEES (SRN) Z8UERHE, HERMEA, WMAZCENERTL 2T
72578\,

.ﬁwk_%%i 526 DS E BT - 0GR 2 NB ICHFE 3 2K, 35 X O Eudamed
ICT7 7% A3 LK SRN #{#H3 5%,

H2TRICER LBV AT LOT =X, —RICBEI N5,

(ZEMEEMEREDER] %629 %

0 /7 ACEBIUNIZ7AD oes (rERBoBIIIIR) 1IconTid, Btk EEDE
PUER L 2 e b 7a v, 2 D3RI Eudamed TR I N 5,

L ERROEMNICIE, ROEHBEENR TN RS R,
o JiA® UDI-DI, SRN, #¥zs & 8LE3EH 0|
o O EML ZHI, @G, s, HRHE
o ki, BHEfTIES. MAG b Tffi 5 s
o BAHIM. CS DM
o Annex XIII TF & & 1% PEREFTH © £4), PMPF Ba#E#R
o F5EHE D FHEE E
o L —HY—DvoTu T A NE L —= VT
o RV R, IFE L g, & THiKR

[Fr EEes T —9R—X (Eudamed)] £ 30 %

® Fudamed U TOE T AT LE2EL DL T 5,

0 P26 FTERINTVEIRBDOEFHRD 2O DET VAT L

e F2AELTEMINTVWEUDI T —XR—2R

¢ B2TRTERINTVERFARERETOTIHICHT 2E VAT 4

e NBEBIUVELRLTERINTWEIIAEICHTIE T AT L4

e FOIFTERINT VW BERERBRICET 2E T AT 4

e BT LTERINTV A E N L X ClilEREICET 28TV 2T 4
e BB ETEMIN TV HHEHRICEHT 2E T AT 4
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M2 K5 REERMEIRHALR (IVDR)

HaRT—4
IO/3IVIARL—EDT—4

NB. P E

uDla75—4
Annex VI Part B

TR B R
H—RAFYR
58

1 BRXINEEERT —FX—R Eudamed [CEEFINDT—4
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CEX—* sV —X
M2 K5 REERMEIRHALR (IVDR)

/=T 14 T7ARRT 1 (NB)

®/ —7 4774 KT 4 (NB) \F, EHRITICHE LMK, QMS 7 & &7z 2T hida o
R\,

O NB (I, TeHUHWNE. FathicREEF 2322856, ZO0HEMLEEZA D,
® TR XN 2 CHEIIMBE D 72 FFECTIER L 2 T il e b7 v,
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) BREFNFOHFEERET S0, RHUENFRETEK (BR. BE. FR) DT LLEDIEKRLIRY
hHb,

d) ZHEOHERREDTO. EEEEFIICHTIRBEKRELTRET S,

e) BEMEBREFLEREREEZRTET IO, RUENRRTCEELTDFROEREENT
YRODHD,

f) V=AU BIRELTES,

0) RERAT—V(RENE2LH-O. BECLTOFROLEGEENTRRAICELIEEEELDORESE
BGRYIEDURID® D,

h)y ORI —=25  BEIRIERT— (REDER) 325718,

) ADEEZEFREEZT S

) EER VEFETEYFEURSOLANLEERT L0, BEECTOFROEGEENTIKR
[CELBREEELORELZHGRHEDIRIDH S,

K) £HEBNTHREFLITREITBELTCWSEEDEEEXT D

) BFEIIBREOEREREERET S,

m) FERDEREEEDBREDL-OIC. EHEBNTKROCEEDEFICOLEMNDAEEENH S,
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=L 4

ROERTHEHTHEASNIHEFE. V55X C

a) BCREZERL-HEKZ (BOREKR) LI5XC
BL. RIZVSR B THA. FIRDORH . IFRRE. ALATA—ILANILDRE DS BFURF
DY a—R, FRluEk, Mk, MEKRETH5L0

b) BEDECTREYTSBEMDOKR CEEEREWMR) (L. TNLBERTISAZEIND,

V=I5

ROWFIT.ISXA

a) —MMAGEBRAL. EEVHEOLOVAER. BERK. 5K, BEE, HBFHEETHY.
BEEENERLIETEDOREBRICET AN ZEEISEYLLD

b) AN ZEE TSR (RIEEEMNIRTE) DR

c) BARER

V=V 6
LEUL—=IL 1 DSIL—IL ) DHEIL—ILOBERAXTRN DR E. V5B

W=Ib'7
EEMFEEMEMICEIY L TEUNEEES HHRE. YR B
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mEBEYRT AKX EHEICE D <ES M

RIEERRICE D <BEE M

Annex IX GEBEBIVATLAERMXEFTMICE D<EBESMFEM

Chapter I [REEBEIXTLQMS)]
O NB ~HIEd 2 I LB THEH

o HLEIER O YR & BERIFERT DR

o WWH~ AV AV - AT NTRTRES R

o HEBRICBT 2 2T DIFH

o fthodo NB ~HFELAVWEDES

o WET AT AV c VAT LXE

o HlREFAE L 27 4. PMPF Zti

o MERERTAMHENC B 9 2 ) (RAFTHAN/KAE % 35 58 U 72 PEREFEAM R 1)
o WWHEMY AT LTERIN Lo E

o REEHL X 7 445 A LB er, NB RAEE L RTT 5.

Chapter II [KRTXEDER]

® Chapter I L ila&rbe CHMIEOHEEL T2,

® Annex I, AnnexIl, Annex III ic 55 < Bl CENTER X1 5,
® NB [ZEFIRIVGEIL, B 2 PERERTN 2 AT %,

® Class D &&= ¥a, HMEERICERZKD 5,

® 752 B~D DHCHARE. ERHREREOSA, B NEHNIHEL 27— 4 0
B 45Kk b 1L B BAIE S5 5.

® v = VB DGA, BN L OBECRHE T 2 BMBUEDH B,

Chapter III [EEHEE])
o FE - HFOHEEICOVTDIHRTH 5,
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Annex X FERAERICE D EBE M

® Annex XI LA GbLE CGEAZINS,
o Bion (W) BEMCEICAH T2 Lo ICEEINTWE Z L 2 RT3,
@ KL DR B 72 v T AT O W THHESME 24T 5 .

o i L72%a. EU B EAEAZE(EU type-examination certificate) % F&fT

FEmMBRIECE D <ESEHMh

® Annex X ¢HAaGOECHHAINS,
O NB (3. a2t/ EE T2 WEEH Y R T L] 2HFET S,
o HLE /PR IC B A VE R, WEE R, RERER COFmMAFEEING,

® £ E WVE RAERERAE (EU production quality assurance certificate) % ¥&fT

B I (Annex IX. Annex X, Annex XI)

o
B

H5HEE

@ FHAMEEAMIZEE 48 TR X . Annex [IX~Annex XTI ICHIE XN TV B FIHICHE S .

® MERERER NI, 57 X~FE 7T RICED ONZELFICHES . (Annex XIII % 5HH)

o PEREGUR AR & 12, BLEE MREARRICEM I 2 -0 ofdR (F 2 5:(45) 2 S
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LNB DEESAL

D3R A(MERERER AR =R 13 FR<)

% 48 5 10
|
[ QMS #5E (% 10 ) J
|
[ Annex | ~DiE & HEFR ]
|

[ Annex 1 & Annex Il DERERDBHMTEDER(H 10%) |

|
[ Annex IV BE&EE AnnexV CEY—%24 C€ ]

ISR A RE (R ER MR (XBR<) FE 485 10
{EL.NB [Z. BE BT 5EADH IS

|
[ QMS (5 10 ) ]

|
[ Annex | ~DESFEE ]
|
[ Annex Il & Annex Il DEREZHHEMTEDER (F 10 £) ]

Annex IX IZHiE>CEFEE =15 or [ Annex XI [IZit>TELEZE=Z T3 ]

—

| [
Annex IV B&EE AnnexV CET—%>4 (3 ]

95 A B(IERERER AR LR
4859
|
[ QMS H#3E (5 10 %) ]
|
[ Annex | ~DE A TR ]
|

[ Annex Il & Annex Il DEREEHHEMXEDIER (5 10 &) ]
|
[ Annex IX (<5t >TEHEE 245 ]
|

Annex IV B&EE AnnexV CEY—%24 C€ ]
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D3R C(HEREEER A 2R (LFR<)

|

| QMS 5 (5 10 %) ]
|

[ Annex | ~DE & TR ]

|
[ Annex Il & Annex Il DEREZHHEMTEDER (F 10 £) ]

b A % 48 % 8
mABRT Annex X EIHEHER DT
Annex IX [ZHE->TEEmE=Z(+5 Annex X| 4 B 5 & 1R 5E ) ST

[ Annex IV BE&EE AnnexV CET—%>4 (3 ]

93A D % 50 & (MR ER AR LR
(95X D =D ES T MDOBEED LA I
BRASNSEE. EU REHEDOFTHER T,

|
[ QMS #H5E (5 10 %) ]

[
[ Annex | ~DESFEE ]
|
[ Annex II & Annex Ill DERE S8 2 i X ED R (2 10 £) ]

- o r %4854
%483 - Annex X Y EXER D 5T
Annex IX QMS & TD D& Annex X| 4 7 & B REE D ST

[ Annex IV #B&EE AnnexV CEvY—%>4 C€
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BoaE#:s. DEEREHES
EA8ET
[
[ QMS #1385 10 %) ]
I
[ Annex | ~DE SR ]

|
[ Annex il & Amnex Il DEREEDBHATLEOAR(E 105)

[ Annex IX Chapter Il @ 5.1 ]
|

Annex IV #BAEE AnnexV CEVY—%>2% g ]

AVNZF UM F 48K

( QMS (5 10 %) |
|
[ Annex | ~DEESFEER ]
|
[ Annex 1 & Annex Il DEREEDBHMXEDHMR(F10%) |

BABKT %4854

Annex IX HEATREGIEE
Chapter Il M 4.1~4.8,5.2 Annex X @ 3 (k)

Annex IV #BAEE AnnexV CEVY—%>2% 43 ]
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Annex XII

NB MFE179 SitEAE

o NikEIX. EU o HEED 1 oD TIEE N3,

O EU MEER Y X 7 LG E I X O EU A E IREEAERAZE 11T, B £ 2 13pkes v — 7
DA, VA7, BEMLZHNBSEEN S,

o SURLE ML, RE, T2 FHATINI GG, BT L WIliLE I, AlORGEE~DZH & |
KEOHN e ECRITHRE LN 5,

® SPALE ORCEMNA X, NB A - AT, oS, BEEE A - A, REE A, R
Fa. FTH. BMBIR, B, BEMKCET 2 HR. £ ofts

® /T X AJPWHEMEED EU SWEEMH Y 27 LiFHES X O EU 4 E WS RaEFHE I 1. NB
W X BEEE DS EIRAE DREMR & MR BRI 2 LS DI ICRE I N TWE & w ) HiE &
D5,

Annex XIII

ST, MEAERBRS S UTHEREIERE D O— 7y

PREREM TR S A TH O | FHEICIIRD DR EENE Z &

o fHHHM DR

e AnnexI @ Chapter IT ® Section 9 ¥ X U8 Annex I @ Chapter III ® Section20.4.1 @ (c) TaiiH
INT W BRSO kR

o BRERICK VIRE I NBMIKE 7213~ — 1 — DAk

o HAROEHHEM

o FGE X N ARHEYVE £ 72 (IR A E T E o0 Gk

o G, HIR, ZB2EMS . FFEONREE 7NV — 7 OHNE @A

o BT 2RI AN Z UL X T E L PEKERET — 2200 K-+ 20EL T 5,
Annex I @ Sectionl 2> 5 9 IZHIE I N T 3~k i etts X O HREEF DR E

o BYI MRy — LB EDL. T4 A0 E X CERIERE, 3L 0T 4 20RRE X
DTN, R X o THRAE S 1L 2 TEIROME I X 2 7Bk

o ORI, CS. WA XV REZEIRA T T 77 4 AXHOHA % E T, B
i

o BURICHK DX | EX L ZHW L 72 13BER 0 50t B L OCRRRIIMERE IS 2~ A7 4 v b+ )
A7 O, ZEERRE L 2T X — &
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o V7 YT DA, IREDHME LT — 2B X Mo T — %V — 2D

o v ANR b —voitil, BENLTFAEEOHHEZ &0, RHENZ LM, it X R
REDPE DIEF & FE % & Tl B O E

o Z ®D Annex XIII @ Part B T/ & #172 PMPF &)

Annex XIV

T AERPRABR S L UMD EERESER

KiRER (Interventional Clinical studies) ¥ 7z 13ZRERNRD U 2 7 Z£E 5 fh o MEREER Cff
m#& EDERINTH 2EDOY G, 5 56 FRIIEWERZIERT 2,

w gt o [ ABSE (0 ARRRERER) | &k, TR, B2Wr. G, B#E7 7. Vv T7—vav
%6\_‘/)1/“(\

(7)

BEOBEEMA BT AEMNEE LTCEET 2D D
(4) BHOZDELAZOEETETH> T, WEEOEMEZFEANE L2 U o —7
25y
zZ5

J. ENE IR BTG BTk, THITEZ OoMRICEER 5 25 L E
LAY JiN] e Bﬁﬁ‘%f’ﬁ?%i T2 FEELOEN T 21To T MREZHERT 2 DEE I,

HERERE(TRE)

R % 2
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oS

BAKUEIIXD URL 225 HISTX %,

https://ec.europa.eu/growth/tools-databases/mandates/index.cfm?fuseaction=search.detail&id=599#

URL ZFdwvC, “Attachment”% 27V v 735 &, M/575 EN.pdf 23847 vm—FInd,

M/575
COMMISSION IMPLEMENTING DECISION
of 14.4.2021
on a standardisation request to the European Committee for Standardization and the European
Committee for Electrotechnical Standardization as regards medical devices in support of Regulation
(EU) 2017/745 of the European Parliament and of the Council and in vitro diagnostic medical devices

in support of Regulation (EU) 2017/746 of the European Parliament and of the Council

COMMISSION IMPLEMENTING DECISION (EU) 2021/1195 of 19 July 2021on the harmonised
standards for in vitro diagnostic medical devices drafted in support of Regulation (EU) 2017/746 of the
European Parliament and of the Council

https://eur-lex.europa.eu/eli/dec_impl/2021/1195/0j

62



https://ec.europa.eu/growth/tools-databases/mandates/index.cfm?fuseaction=search.detail&id=599
https://eur-lex.europa.eu/eli/dec_impl/2021/1195/oj

CEX—* sV —X
M2 K5 REERMEIRHALR (IVDR)

EFiEas i EMDN

@ EMDN ® T2 %N ¥ — ME, XD URL 22 G TE 2,
https://webgate.ec.europa.eu/dyna2/emdn/

Download EMDN (download fulllist) # 2V v 7% %,

RN EF& R a2 A (EMDN) & (ST ?

FE bk ge 1 B9 2 BRI (EU)2017/745 D% 26 43 X OMRAL 2 7 ek 5 i B 3 2 LA
(EU)2017/746 D 23 F=ICHE o T, W EFRH SR fr 45 (EMDN) (3, BEFRHER (B3 2 B 7 —
£ _X—Z(EUDAMED) D#fit# X+ 2 2 L #HMELTWE T, 20T AHEOF T,
Z N EUDAMED CoEEEROERFO -0 IcBEEFH I L >l L, 22 TENIETR—
BOT A ZFEHNT - 754 25857 (UDL-DD I BEfH T S 5,

EMDN (%, Fic MDR ¥ X (" IVDR Eff % R — +§ 23 720 0BG HIY %2 372372 ©, MDR,
IVDR 734 20 XELF X CHHTSCE, NB i X » CEEE L3 EificE0+ v 7)) v 7, ik
BOER, Bos X OHREO T — 2 0Aaickn T BEEAKE 2 R4, ik, MDR,
IVDR O FCOEBICET 2T _XRTCOT 72 —%FR— b3 2BXLTEY, T TAT
A[fE T EUDAMED ICEHFEN TV Ao TRTOTF A4 AL T, BEICHEELRT N4 2D
Tz iRt 2,

EFREREEs=I GMDN

XD URL 26 AFTEZ 3,
https://www.gmdnagency.org/

CoHML, ID Z &KL TAFTE 3,
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UDI BhE[E%k

® R AR1Z GS1-128 N—a—FE 723 GS1-7 =X <+ ) v 7 22 THERT 5, UDI #R i,
GS1-128 N—a—F, GS1-7—4~ PV v 7 REFLZ ETH S,
® GS1 : jiili = — F OB I X Oy IC B3 2 [EFEHEY
HAIZ, GS1 Japan
® GS1 HEH = — | : REOZFRFST LG
HATIE, 456 £7213 49 TIE 2807 (OfT 23 74D
® JAN 22— F (GTIN) : GS1 HF#Ha—F + @ma—F
JAN (Japanese Article Number)
GTIN (Global Trade Item Number)

et —MMEEAN  Jil s 27 LR v 2 —
https://www.gs1jp.org/
https://www.gs1jp.org/gshealth/disclosure/pdf/202002_UDI_guide_2.1.pdf
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MDCG

® XD URL %5 MDCG ¥{TO & IHFHRZ AFTE 5,

https://ec.europa.eu/health/md_sector/new_regulations/guidance_en

® MDCG (it /v —7) PR L - EB LU Z oo i 4 X v 2

Guidance - MDCG endorsed documents and other guidance

ZDOHA Xy 2Tk, MDR (EU)2017/745 5 X O IVDR (EU)2017/746 1<B83 2 {5z et L <
F Y. MDR D% 105 5 X ' IVDR D% 99 Ficfit - T, EEERHRAE L — 7 (MDCG)IC X
STHERINTVD, ZOR—VDFFa Ay MIENHFRIEH Y A2, MDR & IVDR
DIERORIREIHOHM D & FEEE HIE L TERICE DX S IGEMA I NS REDICONTD
MO Z IR L T3,

fthDSHEIFR

® Market surveillance and vigilance ®{F# (X, XD URL 2»b AFTZ 5,

https://ec.europa.eu/health/md_sector/market-surveillance-and-vigilance_en

O NB IcBId 2{EHIZ. XD URL b AFTX 3,

https://www.nbog.eu/nbog-documents/

® MEDDEV 2.7/1 Rev.4 Guidelines on Medical Devices Clinical Evaluation ®{&#i(Z, “X® URL
»HATFTE %,
https://health.ec.europa.eu/system/files/2022-01/md_guidance_meddevs_0.pdf
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&/~ INIVDIEHR

o iR o LGS E 2SR AE T 2 1FEICEI L TiX. EN1041 #Z014

o HINICEE S 2 o, BUGHIAE R S5 2 o v AL ofREFNIIRD X 5127k > T 5%, ENISO
15223-1 #ZR

Symbol Symbol Title

Manufacturer BlE%HE

E

Authorized representative in the European Community

BRI AR ZEA

EC | REP

Date of manufacture #iEFHAH

i

Use-by date {#F#AR A

)

LOT Batch code AYF&ES

REF Catalogue number 7404 &5

SN Serial number #HEES

Sterilized using ethylene oxide
IFLUA XY ANRE (EOG)

STERILE |EO

STERILE| R Sterilized using irradiation FETHRIRE

@ Do not resterilize HREZ1E

@ Do not use if package is damaged
REEDIEE . ERAZLE

Fragile, handle with care EhOF L, BiKEE

Keep dry KighiEE
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Temperature limit ;2 EE#II[E

Humidity limitation ;T & %R

Atmospheric pressure limitation & E il fR

Do not reuse E{fEfAZIE

Consult instructions for use IEZ&Zx

o@o)e=

IVD in vitro diagnostic medical devices &4\ 21T RS

BhEIRR

® HLEVI BT IR T 2 -0 1B D ) A 7 1B U720 (PRIEIMASE) 23 8Tdh 5,
® WAL EFEHESIZ, RoHS 35 X ' REACH I T 2 LEAH 5,

S5 1R

REGULATION (EU) 2017/746 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 5 April 2017 on in vitro diagnostic medical devices and repealing Directive 98/79/EC and
Commission Decision 2010/227/EU
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*5 2 A EREIHAI(IVDR)

2023 4 3 AWET WK

F AT HITMNATEOR AR AR AL R IE R v & —
i B N S e v & —
T135-0064 HAHNLHIXFH ##2-4-10
TEL. 03-5530-2126
URL. https://www.iri-tokyo.jp/site/mtep/

- EITEREE L -

(e FIH)

¥ KT F 2 PDERICHE ST o TAIC X VAU 20 d e ZH5FICBI LT b I # R Al
Fffikik 2 v 2 — 5 X OHOF SR ATBOE N B L FE R 7 2 v & —, b ICHES 3-—Vo &
FEAEVPRETDOTI THRLE T 0,

X b, ATFF R FOHNREIZ, 2022 £ 8 AR S COHHRTIER L TH Y £ 0T, SebriEH i3 B R
FATOFR I X Y W 72X\,


https://www.iri-tokyo.jp/site/mtep/

	序文
	目次

