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MDD /5 MDR #17ICEAULT

2017 5 A, EIMEAEH (Official Journal of the European Union) 1, #7172 7a MR
il % FK L7z, BERDORINEREMEETE S (MDD 93/42/EEC) ¥ X OSRMHLATY REEN 5 F B anta
4y (AIMDD 90/385/EEC) 1%, MkJMHEEZ#ERAI (Regulation (EU)2017/745 Medical Devices
Regulation : MDR) IZ#ié&r &4, 2021 4E 5 H 26 HICBATL 72,

BRI R B 4
MDD (93/42/EEC)
WA R REE) 5 B 2R &
AIMDD (90/385/EEC)

ONIER) 3 Syl
Medical Device Regulation (MDR)

JRix. XD URL 56 AFTE 3,
https://eur-lex.europa.eu/eli/reg/2017/745/2020-04-24

® 202145 H26HXVRETICERE N MDD oA EEEL X OHIFE I, —F0LHTIC
BT, 20244526 H (k202545 H26H) s THMER>TW3,

® MDR ~DOMITOFSBIEEREIC O WTIE, & 120 &£~ 123 %% 51

* MDCG (Medical Device Coordination Group [EHEBEERFFE N — 7)) BRITL T 5 EH
(Guidance - MDCG endorsed documents and other guidance) P.63 % &g
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® MDR ~D#TiIc X b, MBREOSKENEE L RN 23T 2,

o EFIFAMEAR T ., FHRHNAER L 2 WERICbEA SN 5, (35 15, Annex XVI)

o EEHNTII AL, HlfbsE (CS) Wit e, (EIF)

o (KRALZWTHER AR A E SR L A G D I N TV 2 5A1E, CoBAZEH T 2, EERFHI
DER (5 61 5)

® /5 XD —VZHE (Annex VII)

@ AV Zx—Ay F R EAMLEZBERELNRELS, (FH65)

o HUABSER/MAMERR = &) X 7 omuik . FMR AL BB 106 5%) 0FEEDLRZIT 5,

o HiflYmic X aEifomt, NB b EHOMILE%ZT 5,

e UDI (B#rEHFN) oEA (5 27 5)

o TiREEM (PMS) oift (4 83 &~ 86 %)

o KK 7 +u—7 v 7 (PMCF) O%fii (Annex XIV, % 61 5%)

o BLENEF B X UHMMAIA (AR) (X, BHDHEEEFHE 2B, B 155)

o WINER KR 7 — % <X — X (Eudamed) i€ & Y {FlRIEAH 2 EfE3 2. Eudamed D HEIE, 2%
L ERIERE DGR~ T 7 2 X[ L, IHEM O ML, RFEEIE HOFRD G
&P, 2N RERAtEDrE ETH 5, %7, Eudamed DIEREZ (RS 2 72012, EFERY 7%
Bttt dr HEE ot 2 5 2,

e 7 7 Z1Ila, IIb, 1T %, EM LM EE (PSUR) ZfEM L NB ~ 2t 2. (55 86 5°)
o 771 & X CHIAERIT, KoL BRBEO TR ZERT 2. (5325

o jLiflik (CS) DEA (59 %)

o HiffiscEonafl, mREEFICET 2 il cE% &Y, (AnnexIl, AnnexIIl)

® NBIC X3 P&k LEMBEEOAKNZEA (Annex IX)
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AIDC Automatic Identification and Data Capture B &R &T —2UNE
AR Authorised Representative  $5EREEAN / FRINKIEA

CA Competent Authority (R4 E / EEHES

CE European Conformity  BX#M:ES / BUMEE (&)

CEN Comité Européen de Normalisation BXMiZ#£LZEE R

CER Clinical Evaluation Report  BaFRZTf R &

CND Classificazione Nazionale Dispositivi medici A %') 7 EE#E 548
CS Common Specification  H Bk (BEREREGFADEREIE)
DoC Declaration of Conformity BEAEESE

Economic operators ~ #FEFEBXE (WEXE. FNKEBEA MAZESE . RFTEESE)

EEC European Economic Community B #& % £ ElA

EFSA European Food Safety Authority BEXMBRERELE

EMA European Medicines Agency BRI EZE ST

EMDN European Medical Device Nomenclature — BX )i E #1435 2 75
EN European Norm  ERJW R #%&

FSCA Field Safety Corrective Action TiGRZELZIEHEE

Eudamed European database on medical devices

FRNEREERT —2N—X(BFVATL)

EU technical documentation assessment certificate EU T X E5FHERNE

GCP Good Clinical Practice  ERFREABRDEEEAE
GDPR General Data Protection Regulation —f#% 7 —4%{7# R 8|
GLP Good Laboratory Practice  FHERIRE FEEBRER DO IZEEEFIE
GSPR General Safety and Performance Requirements
— RS EERED E KR
GMDN Global Medical Device Nomenclature —[EFRE 428 R (ERLB AT
GMP Good Manufacturing Practice #&EEE/GEEEOEE
HRI Human Readable Interpretation A5t (XF)
IVDD In Vitro Diagnostic Directive  {A4\ 2T EBEERIES
IVDR In Vitro Diagnostic Regulation — {&4} 32 i FAE SR #2558 H
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MAF Medical device Application Format EE#ERRFEI+—< vk
MDCG Medical Device Coordination Group ~ Ef#2RFEES )IL—T
MDD Medical Device Directive —EE#EIFIES
MDR Medical Device Regulation B2 1R Fl
NANDO New Approzigh No'Eified and Designated Organisations
NEE NB DT —H2R—X
NB Notified Bodies /—T477ARRT1 15EHED/FRAEA%EE
NOC Notified of Change ZEED/EH
PMS Post Market Surveillance TR #% B 1R/ AR & HE
PMCF Post Market Clinical Follow up mER#&ERRIAO0—7 v
PMPF Post Market Performance Follow up TER#&taE7+0—7v7
PSUR Periodic safety update report ~ EHEZEMERHHRESE
QMS Quality Management System  SEEEI AT LA
SSCP Summary of Safety and Clinical Performance &2 EERERMEREDER
SRN Single Registration Number BE—&HHES RELBENKTITLIES)
TD Technical Documentation i ffi3¢E
uDI Unique Device Identification 425 & 4 i 51l
UDI-DI Unigue Device Identification Device Identifier #8253 3+
UDI-PI Unique Device Identification Production Identifier &% 3% Al +
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o WHOFHMZ TV BAMKOERFHEZMIL L T»5 2 L 2T 5, BUSLIMCERS 1
bR (MM, REME. Ktz 26l5) 2 L. SUBRMEHZFKT 5,

o HERFER A Y oBEREZ T Lo T, Annex I. Annex II. Annex I IS & L =F i CEZIERK T
5,

o HAVHETE-L, HAESEERIEKT 5,

® HILESEZAVHIWT L 728838 7 T 213, NB AR EICHEE L TH 5 H L B\, HlEESE L NB 0f|
Wi B 7r 235603, HElRL /IR WG bE 5,

o HEBRICHE T 2B IC oW T, —RIYIC ISO17025 FEEREHEETIC X 23BR L K — F 238k X
NBGENH 5, FHHIC ICTEZRT 5 2 & eSS 5,
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MDR DFEILT

Wl Ryt eniilll (MDR) (%, 5 1 3~ 10 3 (5B 1 5~%6 123 5% B X UHEE 1~17
(Annex I~XVII) THEEK X LT3,

B1E (B1E~F4%)
EREL LU ER

Chapter | Scope and definitions

FT1E HNKEMBLEE  Subject matter and scope
$2% TE#H Definitions

¥£3% TEEHENEIE Amendment of certain definitions
F4%  HIOMEURR  Regulatory status of products

B2E (FES5F~FE24%)

IS TH AT, HBDERARG. BFEXREOES. BERA(BLE)  CEX—F 7,

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

bl
o

LB IUERBAE  Placing on the market and putting into service

H
o

"
\l
oM MWW

=fmAE{EIR5E  Distance sales

JL—.L.  Claims

%8 BEHEOMER  Use of harmonised standards

%9 HELEH,  Common specifications

F10& HEEEO—MRMET General obligations of manufacturers

FT1E EBEREA / FRMEAN  Authorized Representative

F12% EBEREA /| BMAREADZEE Change of authorised representative

F13E WMAEBO—MRMET General obligations of importers

F145% REEBO—MRMET  General obligations of distributors

F 155 REEEEE Person responsible for regulatory compliance

s n e HEXEBOEBIEMAXE. RTEE MOEFBISERAINLSEGE

% 16 5 . ) - . -
Cases in which obligations of manufacturers apply to importers, distributors or other persons

F 175 HOEAMBREHENE Single-use devices and their reprocessing

=184 AVTIUMA—FEIVAU TS MERELICBEICIRBEINDER

Implant card and information to be supplied to the patient with an implanted device
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¥ 19% EU@BAEE EU declaration of conformity

¥F205%& CE~Y—*>% CE marking of conformity

F21& B BRO#EE Devices for special purposes

F 225 VATLRENYY (E/FHEF V)  Systems and procedure packs
¥ 23% IB&M.HEEUSE  Parts and components

$24% BHLHRE Free movement

BIE (FEBE~FHNF)
HWEROBREIN —HE) T/ BB LVBEEFEXEDOER. REMLHBRKRFTMOME.
RRONEREISRT —2N—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

F25% HISAFz—UADEA  Identification within the supply chain
FE265% EEMIAGZ/EERESRLT  Medical devices nomenclature
¥ 27% UDI(BEAHA) L ATL Unique Device Identification system
% 28% UDIT—AA~—X UDI database
F29% HIBEBOEBEE  Registration of devices
ooy BEBEEODEROEBEFATL
% 30 5 ) ; . .
Electronic system for registration of economic operators
w2 HEXE BERBA BMAFEOZR
% 31 5 . ; . . .
Registration of manufacturers, authorised representatives and importers
F325F RTEMEERITMOBME Summary of safety and clinical performance
E 33 BNERESBT—2X—X(Eudamed) European database on medical devices
% 34 % Eudamed D##EME  Functionality of Eudamed

EA4E (FE3BEF~FES50F)
/—T4T7ARHRT 4 (NB)
Chapter IV Notified bodies

¥ 355 NBODEEHBE Authorities responsible for notified bodies
¥ 365 NBIZBEIISER Requirements relating to notified bodies
$37E&  RIIME.EEIL  Subsidiaries and subcontracting

%38 & BEEZITA-OBEA ML S8EE

Application by conformity assessment bodies for designation
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$39% HFEZDEZE Assessment of the application

w0 BHRFEEEEEETOIEMROESR

s 40 5 o . L. L
Nomination of experts for joint assessment of applications for notification

FA41E EFEONOERZEIE Language requirements

F42% IBELEBHOFIE Designation and notification procedure

¥ 435 NBOHABESEJRL Identification number and list of notified bodies

F44% NBDEWHEFIEME Monitoring and re-assessment of notified bodies
Bl X E LR EED NB EE DT

% 45%  Review of notified body assessment of technical documentation and clinical evaluation
documentation

¥ 465% IEELBHOZEE Changes to designations and notifications

F 475 NBODBEEITHTHEZHALIT Challenge to the competence of notified bodies

w48 & NB DEZZES>LBEDEMRRIL(ETLE 1—) EANEZ M

*  Peer review and exchange of experience between authorities responsible for notified bodies
E49% NBDIFAE Coordination of notified bodies
FH505%& HEEHLUXE  List of standard fees

FToE (FL1E~F60F)
HS RN EBETES T

Chapter V Classification and conformity assessment

51

wWoow
R
woOMR

® W
2 g
A

HERDYUSANFE  Classification of devices
BEEMEHMEFIE Conformity assessment procedures

BEEMFHEFIRIZE 45 NB D5

Involvement of notified bodies in conformity assessment procedures

SR, ISR b OEGEREFEFIE

Clinical evaluation consultation procedure for certain class Ill and class IIb devices
DN, V53X 1Ib DBEEMEFTBDIEEDLHEH

Mechanism for scrutiny of conformity assessments of certain class Ill and class IIb devices
BWEDFEEE  Certificates of conformity

J—TATFARRTALEERIAEDEF VAT L
Electronic system on notified bodies and on certificates of conformity
J—T477ARRT«DBEEMLZEE  Voluntary change of notified body

BE MBS AL D&
Derogation from the conformity assessment procedures
BHIR5EAIBA  Certificate of free sale
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FEoE (Bo1&~%FE82%)
e R SHE S & U BE R RER

Chapter VI Clinical evaluation and clinical investigations

¥£61% EEERELE Clinical evaluation
HEROE S E R T AERARICET S —REREE

% 625  General requirements regarding clinical investigations conducted to demonstrate conformity
of devices
% 63 A2 74+—LkRKart>k  Informed consent

i
o
a

EEETOEKEER Clinical investigations on incapacitated subjects

"
&

REREBETOREKRAE Clinical investigations on minors
SRR FE LRI P O X ETOERRKRER

Clinical investigations on pregnant or breastfeeding women

"
&

"
o

EMMMERERE  Additional national measures

"
&

BRAEREROKEER Clinical investigations in emergency situations

{BEHE Damage compensation

"
=

BRERERERDEEE  Application for clinical investigations

i
\l
H

MBEIZKDEZE Assessment by Member States

"
N

EGERERERM=HME  Conduct of a clinical investigation

"
@

FRIRSAERDEF XT L Electronic system on clinical investigations

CE ¥—7{tEH R DERRFHER
Clinical investigations regarding devices bearing the CE marking

ERERSRERDEARMALEE  Substantial modifications to clinical investigations
MBEMNESZIERKEMBEMDFERK R

i "
N 3
AOUM MM M MR R R B MR R R

"
a1

% 76 %  Corrective measures to be taken by Member States and information exchange between
Member States
FRERELERIE T B, —BHE LR, FERER TRORARH—roDEHR

% 77 % Information from the sponsor at the end of a clinical investigation or in the event of a
temporary halt or early termination

s7gs BRAROBRIEFIE

Coordinated assessment procedure for clinical investigations
RETMFIENEZE Review of coordinated assessment procedure

FRREBR P ICEE-FEFRDEHEERE
Recording and reporting of adverse events that occur during clinical investigations

"
@

$
[}
fuky

FEfT Implementing acts

fth DEGPRELERICRE 9 S &K

Requirements regarding other clinical investigations

"
8
oA M M W

W
R
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FT7TE (F83F~FE 100%)
HEREER. EUSU R, MiISER

Chapter VII Post-market surveillance, vigilance and market surveillance

Section 1 ATER#E548 Post-market surveillance

HEXEOTRERER AT LA

-y %
H8IX Post-market surveillance system of the manufacturer
F84% THIREEREE Post-market surveillance plan
F85% THIRKERME Post-market surveillance report
F£86% THREMRHIMEE Periodic safety update report
Section 2 EYS2R  Vigilance
=87 & EXREHENBREZEHREORE

Reporting of serious incidents and field safety corrective actions
¥£88% FLUR(RLUR)#RE  Trend reporting
%89 & EAEFHEMGERERERED DM

Analysis of serious incidents and field safety corrective actions
FEO0EK ETPIURT—HEDAH  Analysis of vigilance data
% 91%& [EfT Implementing acts

\‘:\‘— -~ E P2 E’—- 'EE' : —

mopx C UIVRAEMRBEERDEF AT LA

Electronic system on vigilance and on post-market surveillance

Section 3 HiiEEEtR  Market surveillance

WOW W WM W W W

#

©
w

w

©
=
wR

©
a1
W

©
(o2}

©
~

©
o

©
©

=
8
w

Ok WM

THISEStR;EE)  Market surveillance activities

RETELGVWRVFEL MDD FEE DEVOHH DR O FTH

Evaluation of devices suspected of presenting an unacceptable risk or other non-compliance
BELLLICHLZBETEGWNIRINH L HFDIIRFIE

Procedure for dealing with devices presenting an unacceptable risk to health and safety
FRMESL NIV TEOX KREZTHIT S5FIE

Procedure for evaluating national measures at Union level

DOAREIT Other non-compliance
FHHRBER{REISE  Preventive health protection measures

EIEfHE  Good administrative practice

TIHEHRNDEFIXTL  Electronic system on market surveillance

11
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ESE (%101 %&~% 108 %)

MEBE., EREHFRESIL—T EFEREE. EPR/ ARV S LUREEEREOEE
Chapter VIII Cooperation between member states, medical device cooperation group, expert
laboratories, expert panels and device registers

¥ 101%& MEILE  Competent authorities

%1025 E#E  Cooperation

%1035 EEMHRFAESIIL—T  Medical Device Coordination Group
%£104% ZEE=2I(&DHHR—b  Support by the Commission

¥ 105% MDCG D{FF Tasks of the MDCG

HMZ BB SVEBRRKRER -BEDRMH
Provision of scientific, technical and clinical opinions and advice

F£107% FEDEZE Conflict of interests

%1085 HIJ|BERET—H/\2Y  Device registers and databanks

FEOE (% 109 K~%E 113 %)
WHEES FT—4RE. EALUEHE

Chapter IX Confidentiality, data protection, funding and penalties

$109% #ERIF Confidentiality

% 110%& T—%{%#& Data protection

F11E  HEOMUL  Levying of fees

NB DIFERLVERICEHIIEFBES

112 &
Funding of activities related to designation and monitoring of notified bodies
% 1135 il Penalties

FI0E (5114 &~F 123 %)
BIEE

Chapter X Final provisions

F114% FBELFIE Committee procedure

F115% FEEDITE Exercise of the delegation

s BRIEARIEDC-OORITEDSE
Separate delegated acts for different delegated powers

%1175 $54$ 2001/83/EC MEIE  Amendment to Directive 2001/83/EC

12
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% 1185  #RHFI(EC) No 178/2002 MIEIE  Amendment to Regulation (EC) No 178/2002
% 1195  #RFI(EC) No 1223/2009 MEIE  Amendment to Regulation (EC) No 1223/2009
F120% #BHEE  Transitional provisions
¥ 121% FH#E Evaluation
¥ 1225 ¥ Repeal
$123% HHEERAHBE  Entry into force and date of application
fRE
Annex
—ROTEMEEEREDEREE
General safety and performance requirements
Chapter 1: —fi¥HIZEKEIE General requirements
Annex | Chapter 2: 585t HEICBI T S ERFE
Requirements regarding design and manufacture
Chapter 3: #28 IZTHET 5 1EHICEET S EKREIR
Requirements regarding the information supplied with the device
Annex Il Effi3XZ Technical documentation
mIRRERICEYT HEMIXE
Annex Il : ; .
Technical documentation on post-market surveillance
Annex IV EU#EA&EE EU Declaration of conformity
Annex V HEE M CEY—*>% CE marking of conformity
F29 AP EIUE 3L FITRL . BLBEFEEEOEERIC, RHESIH1EIR,; 5 28 &.
88 29 & UDI L RTFAIZHELY UDI-DI (2 UDI T—AR—RIC#EIN D7 T—2IL
Ik
Information to be submitted upon the registration of devices and economic operators in
accordance with Articles 29(4) and 31; core data elements to be provided to the UDI
database together with the UDI-DI in accordance with Articles 28 and 29 and the UDI
system
Annex Vi PartA:E 29 RA)BLVE 31 FITHL, BBLEFELEDBHROBIC, RESh31ER
Information to be submitted upon the registration of devices and economic operators in
accordance with articles 29(4) and 31
Part B: 55 28 £H KUE 29 KIZHELY, UDI-DI &2 UDI T—AR—XRIZfH#FESN2a7 T
—ABI AR
Core data elements to be provided to the UDI database together with the UDI DI in
accordance with article 28 and 29
Part C:UDI A7 /4. The UDI system
Annex VIl NB ME=9E#4 Requirements to be met by notified bodies
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D1 EHEEIFHRE(MDR)

Annex VIII

Annex IX

Annex X

Annex XI

Annex XII

Annex XIlI

Annex XIV

Annex XV

Annex XVI

Annex XVII

95 A5%E)I—JL  Classification rules

Chapter 1: 2L —ILDEEDEZ  Definitions specific to classification rules
Chapter 2:3£H#&/)L—JL Implementing rules

Chapter 3: 57$8)L—JL  Classification rules

MEEEY AT LERMXEFMEICEIGEE 45T
Conformity assessment based on a quality management system and assessment of the
technical documentation

Chapter 1: mEEEL XTLA  Quality management system
Chapter 2: #fiTXZ0FHHE Assessment of the technical documentation
Chapter 3: EI85518  Administrative provisions

BIXRERCEDGES MM Conformity assessment based on type examination

EEBESHORILICEDSGEE T

Conformity assessment based on product conformity verification
Part A:£EMREMREE  Production quality assurance

Part B: 84 f#&5E  Product verification

NB MW #4179 B5RELE Certificates issued by a notified body

HRBLARHEZRIZT BHFIE Procedure for custom-made devices

BRER T &5 < U BRI ERER 7+ 0—7 v 7 (PMCF)

Clinical evaluation and post-market clinical follow-up
Part A: E&EREF{E Clinical evaluation

Part B: iR ERR 74+ 0—7 w7 Post-market clinical follow-up

EGEREXER Clinical investigations

F1EQTREN-ERL-ERBNTEAVEIEIXL
List of groups of products without an intended medical purpose referred to in Article 1(2)

fHE BRI (MEEXR) Correlation table
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D1 EHEEIFHRE(MDR)

BEAEHEO JUER

[(&Re&ER] 56158

[%E

59 ZRITHE - TEIR & 7= i fEE (Common Specification : CS) DM H 26, &t
ik ZRE L. Annex XVI IR I N7-BR T3 EEHN AW O 7 v —Fic b I N5,

HomtfklE, 2021 4E5 H 26 HE CickRx ., #shH»S 6 » HE7-12 2021 45 H 26 H
DTN EVWEHLLEAINS,

EEHO R WEIEEEY 2+ (Annex XVI) IS/RE b s, EEEGRHT 723 ) BX O
b BEHI NG,

RDH DI, MDRICHEHA X e,

(EU) 2017/746 DX & 7z 2 RSN EWT IR (272 L. Bilotd v, 55 1 556 7 THS KD
§4r 2001/83/EC 5 1 L CER S B EH M

(EC) 1394/2007 DXI4R & 75 2 S B R 3L 5

b MM, IMEEA, e b Bkl - miic B3 2 s

(EC) 1223/2009 D x5k & 7x 2Lk

Z oftt (3% ZH)

== po
] F2F

[ERER ] L3, ROFFEDERHND 1 D F 2 IFEBOHK T, AD7zDICHME 72 1%

MHAatbe I, ELEEEPERT LR, EE, B, v vz T, A v 7TV

bR, MR zofthEE%RT 5,

EEROZW, PP, =2V v FHE FHL BE BRI

GEF - ixEE 0B, B, HR. BE. #HE

G ERIREE, ERAM F 72 (IR RERE F 72 1RO A, B E 2 34, &E. I
Wk L O R Z & T AMERH SR O MiF O RIMEE IC X 2 RO 24t

bt DN E 7213 E OB, RN 2 RBEINTRIC X ) BRE W EH % EK
LW, 2D X9 mTFEIC K o Tx O¥EE% 1Bl

ZHRFEE, I E - 3SR 20 0 ME
BIFTRINTHIERESR E) OFR. M2 XMEZ I L2285
(IR OfME M & id. ZNEEREREESR Tl R, BhEEHED 1 2 2 1 3EED

FREDERKEGR L & I L CERRGR L LTAMICT 2 2L 2B e, £7213.
R bR DFERE 7 BARIY 2> DTERINICSHR T 2 b D2 ER T 5, (5B 25:(2)
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V7 FUITIL, BEEIEEER L Amd NG, (B524:(4))

EREEHI D 7% iR (Annex XVI) 1@ 5, EREN R I, CS (55950 1K
HBIEL, ThiE. Kt Maes CS LREFEU ETH 2 2 L AFHHATENIT IV,
PSR 7 v — 7 83, Rl—E 2 3EMUOER L 2z HIE 2 38dh o263 2 —&E oD
WarEksT 2, GB25(0T)

AR EE AT (Unique Device Identifier UDI) & (%, EBRWICEE® - ekl s X O
a2 — FPRIC X o TR ., T ORPEDEER ZHI T2 2 —#HOKT £ 2 3R r 2 E
3 5, (52 4:(15))

M5 TR HE (making available on the market) & (%, WFFERERRLISLCTH O | FEEIEBI O
BicknwT, G - BEoRMZMD T, EU MG coml, ME 72 13#H 0 7- e 0 ie
HrEmsT 5, (GF24(027))

Eifi (placing on the market) & (%, WFZEHERUILTH V. EU G CRAIICHATE 3 X 5
LT 2 L aERT 5, (5 25:(28)

B4 (putting into service) & 1%, fFFEHERLASNC©H V. EU il CRAMERE 2B EK 3
2HICHIO CEATE 2 REBICR s L2 EKT 5, (B 2 5:(29)

filhE¥E (Manufacturer) &%, BEER28LUEF - 1380E L 72882 ATE L. % DR DO LR
72 3R CIRGE T B RN E - IREAZERT 5, (5 2 5(30))

FEFHEHEHE (economic operator) & (F, BLEFE, FREMRMEA (AR). WiAZEH. ReEL
DRFFRENE /PASEIEEE 21T, RFEEEL L, BT A7 4 (Eudamed) IcE#%T 2, GA
25(35), % 305)

FER A (clinical evaluation) & 1%, K&t X OMRE FBRKR oS 2 &) 2S5 72
DIC, WERICBE T ZERR T — X B MkBCAIC AR, IR, i X Ol 3 2 72 ® O 4R R 1) 2>
DFMHE R T r v A EEKT 5., (5 24:(44))

EEPRERER (clinical investigation) & (%, BEERO LM 72 13MERE% -T2 -0 I EE S
% 1 %L L OWEE A G URRIVAE KT 5, (5 2 5:(45))

BEPRFAE S (clinical investigation plan) & 12, ERARGHEORIL, HIY, 5. fHikim. <€
=2 ) v 7, HatEZ, Mk, X OEmEEZGTAT 2 CELERT 5, (5 25:47))
ERRECHE (clinical performance) & (%, ZWifiE% & A4, By, BEREMVRF I ICER S 218
e & 72 IR R IR R 2 15 R OREN 2 BR T 5, (55 2 5:(52))

M5 (post-market surveillance) & 1%, WML L 2852 515 5 N 2 A INE

L. BEES 2 (R FIE A T 5 & OERF L. RIS BI04 3k 2 Wl 2 © &
RIS 5. (5 2 %(60))

TG (market surveillance) & 3. BEERASEREEICED N B2/ L, B, £4.
ZOMONLDOFIEEGIRICI S I W L 2R T 2 -0 0EH)., B X OHIHIY R OTH)
FEWT 5, (524%(061))

HE LRk (Common specifications : CS) & 1%, ] & 1 2 LB 28T T 2 FE AL
25 0TH Y, B OEAMNR., BRI ESZ E% T 5,
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D1 EHEEIFHRE(MDR)

MIB/AE, 2D EARE. BEEXEOER. BEAH.CE ¥
— 27 BRI

(V5 ApFEEBEMEFHME] 56 5 %

[$LE1HER(CS)] %9 %

BRI, Annex ] T/RIN=REeM L EREDERFIHAM-32 & (8 55(2)
Annex | DERFIH~EAE X2 7-01C1F, 5 61 L TRTEFRTMEZ &L, (GF54(3))

DEY) 723 A S |, TS, [AREE EOMER D 2 ] k& o5h,
RN B &%, BRI 7 v — 7 Medical Device Coordination Group (MDCG) & 17
L., AR EZ AT %,

EER I, ROEFZEEL 2T iR bk,

Annex I ICTE® 5 —fRI L2 1EE X UTERE
Annex I, Annex III IZ7E ® % Hifili>CE
Annex XIV ICE® 3 THRERIEK 7 + 0 —7 v 7
Annex XV ICHUE & N7z BRI ICBE 3 2 2
CSH#EMT 2 Fhexix, B 14KICHET 2FEEFHICHE S,
CS ICHEL L 7-H%%= 13, MDR QEMICHERLL 72 & Alp I B,
BLUEREH X, AHFEOLeM L 2R T AR Z EM L TE R WIR Y, CSicitbriTh
X7 67,

EEHPTRWEEEEY 2+ (Annex XVI) IR E L5 1E. CS iKbb T h sk
W,

[(BEFED—MRINETR] 5% 10 %

&mjc.a\ HAESE, RilER 1. REOEIG M., 10 FE-IZFIH AT EE 2R IRRE I
5, (Av77v rEEEIE, 15 4) (58 10 5:(8))

BLUEREFT, WEHEM Y X7 L (QMS) %ML, XEML, EfEL, MR L, ST
ICHERF L. BESCRYICSGE L 203 e oo v, EEH Y 27 L3 ROMH LS 5, (5
10 %:(9))

AR FAT O MSE, W RIEER O L HEE O FNE, EHLHIESE O FIE
— ke Kl X OEREEA T D RE S 5 FIIH
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o BT

P74 ¥ — L FiTEZOEREEHY SO EIREH

Annex1 @ Section3 IR LY A=AV b

PMCF % & ThFREHE (55 61 45, Annex XIV)

b PSR E. U — v xRt Y osl i ER

AR I L CEI Y 24 C 7 UDI offalE (55 27 5:(3)). Rt ha1EHo 8L %Y
PEA LR (55 29 5%)

HIREEAR Y 2 7 L DRE., Fhids X R (55 83 5%)

ML E, NB, fFE¥EE. R, MERRELDaIa=Fr—vav

BHAFER, “EEBEBEOHRE 70+ 2

TFEEB X O FHEEOEHE X "2 oG8 EDRREE

TU M7y FOEHREHE, T—20M, ARNKEDZODO T u kR

Annex | ICEHEHINTW B ) R I7EHO - DKE 2T L, XXEAL L., EfEL 2Tl
b\, (BB 105(2))

PMCF % &35 61 565 X 18 Annex XIV ICE®D 2 BEFICRE VIR Z L 2 0 i & 7
W, (310 4:(3))

Annex I @ 23 WCEHEHINZBHREZBMLTHB 2 2L T NIE RO v, (5B 10 £
(11))

i sCEZRER L. BFOIRBEICRZ IR 5 vy, FiCE X Annex 11 35 X O° Annex 111
KEDLERE DL DL T2, (551054))

UDI & 27 L ICBT 5 %l X OBBEH (B 29 4. % 31 ) 2MFLAThITE S %
W, (3510 5:(7))

AL F2 S 0EFE IO L. MREENRED I ANROEE AW CESEZIIHT 2 XELR
L 2 i b vy, (38 10 45(8))

U R 7 OFERE, KSR, SEHBICHE L <, 54 85/374/EEC Ic &0  BTER s BT
COWTHS A MSHE A IRt 2 -0 0@ 23 L 5, (55 10 5(16))

[fEEREAN/BRMRIEA] 3511 5%

FEEREA (AR) &3, EUBHNO AT 72 13iEANTH o T, EU HHf o 8lEEE L E5ic
X0 REAZK (FEEK) LizEE2 S, (5B 25(32))

EEMRBAR, BHYROEEHICIG L, BERNOGE L 2Rt L 20 nidZz o v, G 11
%(3))

HAESE LCEINCERMER IN T2 2 e 2R L. 3543 285613, BEEHEY)
B G TERHE T2 L 72 2 & 2R 5,

EREEE,. BEBL N2 —F -0, BHCEET 2500 H 2 HEHRRICO W TOWEE
B LG 2R Ry, BLEEE~ED ISENT 5,
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D1 EHEEIFHRE(MDR)

[EARED—RRNETH] %13 5%

BIAEF L 1T, AT I1ZEATH o> T, EU B SR 2 i A4 5 72 1 EU I
WICE7 4%, (58 24:(33))

BAFEH X, CE ~—72 DOift, 7 v oiRft, BUEHE O HRA. BEES 2AER I T
3L %MERT S, (B 1350))

AEZ 1T, IBERADBRFEINT VWS Z & 2ERT 5, (55 134(2)

H29 LI o T, BF VAT LICBHINT VWA & 2MERL, 531 Licitv, FHlEEE
ZEMLRTNIE RS R, (5B 1344))

BAZ L., EE0OBRE., MEAKEIRoEIN, YV a—As X REINZTV»., EiETHE % e
T 37-oic, BiEEE, BERMAB LG EET ICERIN-HEREZIRMET 2, (B 134
(6))

[ERFERE D—RNET] % 14 5%

ek b3, BhEREF L M AREUNTHY . F 7 T4 F = — VY NO— RN 7213k
ANTHoT, WEReHHICRAT2EHEEZ VS, (5B 25:(34))

oeskd 3, BEEREL RO 2RE, IARFICEA I 2 /ELZHA ),

R, BE LM E LS, HEICBE S 2580 H 2w 5 £ 72 13 2 2 1 721
FRHIR, o INERE. HCRBEA WAL ICED ICRHET 2,

FEI LR 2 5 OEFFICIG U T, a0 IRy T 2R3 3,

OREXIGEEE] B 15 5%

FLE¥EE B L OCEERBE AL, BN ICOEFSETEE 2B R dE R bRy, B 15 5
(1)

A S EEE L, B, B, g, 1%, $23MtoBhE T 2 RE D Ic s »C, BEY
ZMMBENC X - TR &R 5N KFEDEN OB, T DM H T 2E 5 L 07k
& EEMEEICEAT A HIHIERCHEE MY 27 LB T 5 1 EMOHEMMN R, £7-
3. HIHEER L E R I B 2 WEE Y R T LT 4 FROHEM ke AT 5 E T
RIS w, (5 15 4:(1))

B o mFEncEGEE F = v 735, (315 50))

B 2SHR E N A FNCESERNTMliE T i b v o (5B 15 4:(3))

B CEH e EAESEIEREI N T, mATHRICHERF SN Tnw 2 2 & %21l T 5,

|
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(BMEI1 TS MR T35 I 2EE R—ESTNSIER 5518 5%

o HLEHHIZ. A VT 7V MEERE I ROEREZRMEL 2T XS kv, (BB 18 (1))
ot BE, LV T7AEFS, vy &5, UDL #UEEEOLE - . V794 b
DA T % BIEHR
h PHEE. TR RSN ES I X AT ICBE T 2 0K
oo FHEM, 7+u—7 v 7IER
teonm RRIHHT 2 720 D15

o [EoFEHRIZ. MAPERGICHETE, HHI AR TNIE R LA, £72. Fid(a) DIEH
T Web 4 F2sb ATFA[fEE L, BHIC, [ v 7 v P A—Faigtsz, HL., A
— 7, WRHZ 4V v, w7 L -2, i, A7V a—, vy Y, TL—F, 7
A¥—, ¥v, 2Vv 7, axzx—3EN+23, FE185(2)

[(EEES] %19 5%, Annex IV
Annex IV ICEO X #EAESE2IER T 5, (55 195(1))
o Mmoo HMIEESER T 3 SEICHIGT 3, (G 19 5(1))

o HEicfho EU o FEPMEH I NEAES 2 ERK L T 2546, @I £ TCoEEICH
TOHHAESEREKRT 5, (55 19%(2)

[CEXY—*27] % 20 5% Annex V

0 HREZLAA FNEEER, IRIRAER LIS OER X, Annex VIR E N7z CE ~— 72 20 722 l)
X7 b v, (88 204:(1))

® CE~—7%. B4a8 T 7~ 13 w38 1 fHER FARTL Hz2AZ LA L 2T
b\, IO . AEic %ﬁﬁTTﬁti Arld. EEICHfTT 5, CE~— 2 13ffiH
SR, U WA R R LAATIER S 2w, (55204:(3))

® CE~—70fRIC, 5 52 FRITED B Ol T 2 524 3 2 @R o 301 &5 %2 Fldl s
(‘*é?‘%i% ) (5520 %(5))

o FBHFEFIE. THAAARCE~—F V70BN E LTS e 2R T IRIEAERICH R
I s vy (55 20 5:06))

[BRom. #BRkm] %% 23 5%
o LML TRERMER L. M (R, EEFEL 7-8%88) Oulih. RGN 2553 2 56, B
DEEMECHRICERE 2 5 XITX AL I LTI ae s kv, (5 234(1))

o IRah. MEELTMESHAT 2 LIc kY, RO LEME L HEENED 25 A, £ O &3
tmeARINDG, (%23%(2))
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sl L —EUT 1 ER AR FADER. T2
CERPRIEREDEIE, BUNERIKES T —I X=X

[EfEEasair] 56 26 5

o WINEESIT. B 33 L TR INZEBEIEDOIN T — & ~— 2 (Eudamed) DIERE % (iExE<
7=, ERMWICEM I N EEESRLA T Z, SEEEB IR E LT3 A BA) ICHE
Bt ns X 5icd 3,

* M R ZH (EMDN) & X OCEBRERESR A (GMDN) 13, P45 22

[#2sEB A UDI) £ 27 %% % 28 &, Annex VI

® UDI DA
Unique Device Identification |, #EEsEE#H (BEERz2i#A 525 28) TH 5,
Unique Device Identifier |3, ¥E8REGA T (BEERZ2# T2 D) TH 3,
UDI Device Identifier (UDI-DI) (. #EERE%AIFTH 5,

UDI Production Identifier (UDI-PI) %, #&skh+<dH 3,
UDI = UDI-DI+UDI-PI

e UDIKHIOHMIE, FL—HE V7 45 X 2 HEBEERE OUGE., TRER SRR, R
DT AL ETH 5,

e UDI k3. HEERMICHED b -tmanls X o0 a — FHK FFSHK) 1k > TERE .
TGO EOKSR BN TE 2, —HOMFE-ZIERFETH B, Pt d, ROTF—X
T HETH B,
HaicET 27— % (5 29%)
BEFEEECET 2T —4% (58305
NB ¢ 2RaFE i+ 57— % (5B 5745%)

® UDIYRTALZ, BEBDOHEAVAEET, PL—P VT4 2RBICTE-DTH5,

o . L (&Tofal) Il 3,

e UDI-DI
UDI-DI %, #&ESHICHET %,
UDI-DI 1%, L& LR Y (e, AR, 7 7 A, HEEH 7 &), Annex VI
D Part BICEE N T 2 1HR (BLEEFE 4T - EFT, BEEAHALRY) ~T7 272 T3
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UDI-PI

UDI-PI /%, AnnexVI @ Part CIZHE L TWw 2 gsodiliEHfr L (my FES, YV T
T, BAHAR, SGEH RS I0H) 7). ML 2Rz R 3@l c, v 7 b
v LT A E S 2 G UHEA T Th b,

P T2, UDI-PLIcELEEH ORRADETH B,

REE)RIHLA RS 1Z. UDI-PLICY ) TARSOERRELETH 3,

FEREBRIA AR 12, UDI-PLICY ) PAFE S E/2ldn v P HESORRBMLIETH 5,
UDI 12 NB ~gH ¥ 3,

UDI FnixgEsfb 24, B H IR, HAAKS S X7 7 2 11T #8513 2021 £ 5 H 26 H.
252 MMaB L IIb KERIZ 2023 4E5 H 26 H. 275 2 14213 2025 4E5 H 26 HE EH 5
iz, (123 %)

UDI 3 EAKFKE L R EEOHmEZ T 5720 ICHW 5,
HhEEE X, BEERICEE © UDI 28 ) L4 CTHERF L 2 0 uid 7 & 72\,
HLESEE 13 UDI 25 IS iFT DRI 5,

WM N—a— PR I N 3546, UDI-DI & X * UDI-PI i%. 2 DA F o~ —a— F ok
INTHTH, INTVARLTH X, (Annex VI @ Part C D 4.6)

AEE LA AR IC 1T, AT L vickswT, BRI T — 2 INE (AIDC) % F v CRlkAN L
T NIEE S 7, (Annex VI @ Part C @ 6.1)

UDI-DIix, UDI 7= R—=ZXD AL v*— (T A¥—) ThHb, ¥/, Eudamed ICFF
BLaINIEE S 2w, (Annex VI® Part C D 1)

V7 Frwx7it, UDI-PlicE 3 %, (Annex VI @ Part C D 3)
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(23D EERX] 56 29 %

o HLyE¥EFIY M (HRXL AL FOMEZIRL) ZHigicH4iic, UDI-DI #&| Y 24T 7%
by, LT, floa7sr—4edic UDI 7 —4~— 2t 23, (56 29 &
(1)

o HLEZEF X, Annex VI ICEIHE T T\ 2 HEER D SE/ICEE S 5 ¥ 2 Eudamed I A L BRGEE
LT 7e o7\,

[(BHEEE . BUNRIEEAN BMAFZEDSER] 56

o HLEFEX KUNMRBEA, MIAZEE L. #E (WA X L X4 FEERZRL) 2HiGicH I,
Annex VI @ Part A ISR I N EREBE LI AT LR LT NIE RS v,

o FHIM)EId, H—&HEST (SRN) 2HEFEE R E~FITL B TER S kv,

[(ZEEERRRFHEDOBRE] 56 32 5%
o MALHEB LU, T UIEE (hRXLAL V. EBRARBER ) OMEES IR
B X CHRRATA OBEE & fF1 L 7 R & 750,

o Zaltls X UERRFHE oM X, EEMFHMICEIS 32 NB Icigii & v, Ak i
b7y, Z L TNB . Fudamed {EREZ 7 vy 7u— K3 %,

o Z&elhE X OEERIHMEOMEIC X, UDI-DI, SRN., EXT 2 Hiy., BE&#D  NhmH, &
LBk, CSHEH. MBI R 2 ALBEENLTIEE S 0,

[FrRMMEESET T —IXR—X (Eudamed)]5E 33 & 5 34 55 Annex VI @ Part A

WaERT—4
Ia/= L—EDT— < B % B
q/EYOFRL—EDTF—4 P T iif’r ;ﬁ./ 3
— ’ Annex VI Part B HisEsE
NB. B3 E <

FRNEEBESR T —F X —X Eudamed [CEEFINDHT—4
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o NUNEBERIRFEBRRE 2010/227/EU 1 v R ICBE S 2 WM D T — 2Ny 2
FELEMS 2 ERIEL 72,

® MDRIBXIXUWIVDR ZEB T 2D ICMMEBRIC KXo THFEINAIT VX7 LTH 5,

o WMEESL MDCG IF, #ERICEET 27— 2 5 X UBHE (R OF#RE o8B LW
T2 [BNEERES T — % ~—2 (Eudamed) | ##%9 2,

o HLEFEF|I, Eudamed ~E8x% T 3%,

® Fudamed IC&EFKINE T — X

UDI icB$ 357 —x (5528 5%)

BERICEIT 27— (BE29%)

RFHEEREICETZT—% (BB305)

NB &RERFHICBE T 27— % (55575)

ERRBR BT 27— (BB 735)

vy v R HIREERICET T —% (592 5)
HGEHRO 7 — 4 (5 100 £5)

* UDI 1B 3 2 {EH T P.62 % Z:A
% Eudamed OfF# Iz MDCG 25 AFT% 3, P.63 %4
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/=T A4 T7ARHRT 1 (NB)

® /—7477A4AFKT 4 (NB) i, EHZITICHELAMELL QMS 72 & &7z & 2 uid7e
CRANEN

® NBd, TaHUIENH, FathicRBXGE2 256, Z0HEZA D,
o ZRI N XFEIIMEESHRDZ-FEETERL RTNIER LR,

o WINERERIX, AWML Zro7z NBiEJHSZH Y Y T3,

® NB i, @EMWFHEOKRKE Y R P Z2ERK L A L & T nide b mvn,

XD URL & ) MDR #EHBI L L CREI N/ —T 4774 FRT 4 2R TE 5,
https://ec.europa.eu/growth/tools-

databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34

&1 MDREBEHELLTREINT/—T1I7MFRT+ 2022 8 ARE

HAES Z2x 0 E#
NB 2265 3EC International a.s. Slovakia
NB 2797 BSI Group The Netherlands B.V. Netherlands
NB 1370 BUREAU VERITAS ITALIA S.P.A. Italy

NB 0633 Berlin Cert Priif- und Zertifizierstelle fir Medizinprodukte GmbH Germany

NB 2409 CE Certiso Orvos- és Korhaztechnikai Ellenérzd és Tanusito Kift. Hungary
CENTRO NACIONAL DE CERTIFICACION DE PRODUCTOS

NBO318 | SaANITARIOS Spain

NB 0546 CERTIQUALITY S.r.l Italy

NB 0344 DEKRA Certification B.V. Netherlands
NB 0124 DEKRA Certification GmbH Germany
NB 2460 DNV Product Assurance AS Norway

NB 0297 DQS Medizinprodukte Gmb Germany
NB 0537 Eurofins Expert Services Oy Finland

NB 0477 Eurofins Product Testing Italy S.r.1. Italy

NB 0459 GMED SAS France

NB 0051 IMQ ISTITUTO ITALIANO DEL MARCHIO DI QUALITA S.P.A. Italy
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NB 0373 ISTITUTO SUPERIORE DI SANITA' Italy

NB 0426 ITALCERT SRL Italy

NB 2862 Intertek Medical Notified Body AB Sweden

NB 0476 KIWA CERMET ITALIA S.P.A. Italy

NB 1912 Kiwa Dare B.V. Netherlands

NB 0483 MDC MEDICAL DEVICE CERTIFICATION GMBH Germany

NB 0482 MEPCERT ZERTIFIZIERUNGS—"UND Germany
PRUFUNGSGESELLSCHAFT FUR DIE MEDIZIN GMBH

NB 0050 National Standards Authority of Ireland (NSAI) Ireland

NB 1639 SGS Belgium NV Belgium
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BEBIUEITRXD URL 26l TE 5,

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

URL #FAWC, “Attachment”% 27 Vv 735 &, M/575 ENpdf W95 77 4 387 va—F
‘f\‘% 50
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
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FRMN EE 2R tn s
European Medical Device Nomenclature:EMDN [Z2DWLT

PR R g I B3 2 HURI(EU)2017/745 D 26 435 X OMKRAF 32 7 F R e bE a0 1< B 5 2 ARLHI
(EU)2017/746 D5 23 S=ICHit o T, W BEHH R fr 415 (EMDN) (3, BEFHER 1B 2 WO 7 —
£ _X—Z(EUDAMED) O#fe 2 4535 L #HWE LT3, 03I hflEodhc, %
NiZ EUDAMED T EEEMOERD - ICHEEZ IC L > THHEI N, 22 TCFNIEE—E
DT N4 ZFHNTF - T34 2T (UDI-DD I BEER T 5415

EMDN (%, Fic MDR 5 X W IVDR EtfE% 3K — F 525 -0 oG HW %2 723729, MDR,
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EFREREEs=I GMDN

XD URL 2> AFTZ 5,
https://www.gmdnagency.org/

UDI &5k

o [E)EMARIZ GS1-128 ~N—a — F‘if» i GS1-F—4%~ btV v 7 2%HWTHKRT %, UDIF
w~ix. GS1-128 N—za—F, GS1-7—4&~bU w7 RERLZETH B,
® GS1l:yiEz— FoEHEP X UFEELE ICEEd 2 EEEEEE
HA X, GS1 Japan
o GSl1EHHEa—TF : DEVERES IS
HAIX, 45 £7213 49 TR 2807 (O MT %7213 7 #1)
® JAN z=—F (GTIN) : GS1 H¥#Fa—F + pgma—F
JAN (Japanese Article Number)
GTIN (Global Trade Item Number)

MG « —RMEREN FEs X7 LT v & —
https://www.gs1jp.org/
https://www.gs1jp.org/gshealth/disclosure/pdf/202002_UDI_guide_2.1.pdf
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MDCG

® X® URL » 5 MDCG %{To&lFHwEZ AFTE 5,

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

MDCG (EEHESRTE 7 — 7)) PER L = XEB LV Foftho 4 X v R

Guidance - MDCG endorsed documents and other guidance

ZDHA KX 2Tk, MDR (EU)2017/745 3 X O IVDR (EU)2017/746 i< BH§ % 5 % 12
LTk H ., MDR D% 105 55 X IVDR D% 99 Licit-> T, EREEmMAZ I L — 7
(MDCO)IC X o THEREINT WL, ZDOR—=Y D FF a2 X v MCIENRT] E 723, MDR
& IVDR 23EBROMEN O e N FEiz s L CHEEIC D X S Ic#EH I n b N &
IOV TOIAEDIE AR L T3,

fthDSHEIFR

® Market surveillance and vigilance D& i<, XD URL 22 AFTE 5,
https://ec.europa.eu/health/md_sector/market-surveillance-and-vigilance_en

® NBICHT2HERIZ. XKOURL 2O AFTE 3,

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

® MEDDEV 2.7/1 Rev.4 Guidelines on Medical Devices Clinical Evaluation D {E#i1Z. KD
URL 225 AFTZE 3,

https://health.ec.europa.eu/system/files/2022-01/md_guidance_meddevs_0.pdf
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&/~ INIVDIEHR

o [EEHERoELEEE SRS 2 1EHICEI L Tk, EN1041 2218
o HMITICEHT AER, BUGIIHE A LIcft 535 v v ELOREMEZUTICRT,
EN ISO 15223-1 % %03

Symbol Symbol Title

d Manufacturer BliEZE

Authorized representative in the European Community

RR O AR ZE A

EC | REP

dl Date of manufacture #EE£HH
[ ]

s Use-by date {5 FHAR A
LOT Batch code AvhES

REF Catalogue number H%#H5 &S
SN Serial number %S

STERILE |EQ| | sterilized using ethylene oxide TFL A *4 A KiF&E (EOG)

STERILE | R| | sterilized using irradiation #&t#& i &

@ Do not resterilize BiHEZ Lt

@ Do not use if package is damaged FEEBENIGE . FHZIE

Fragile, handle with care ZEHh 9L\, BIKEE

Keep dry KENIE
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Temperature limit ;2 E#IR

Humidity limitation ;T 2 &R

Atmospheric pressure limitation 5 /E il &

Do not reuse BE{F AL

Consult instructions for use FEZ=

= 6@ &>~

|VD in vitro diagnostic medical devices {A#\e2HTF#EeS

BhEIRER

o HLEVEMTAIET 27-0ICHEImD Y X 271G U =05 (FREIMALE) 25
o TR AEMSELEIZ. RoHS 3 X ' REACH IcHA& T 3 45
o 7 ZRABIZXTFADHEICOWTIE, Annex] S

@ —HE YT 4IiconTli. IEC/ISO 62366 % %8
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