NB 0482 MEDCERT ZERTIFIZIERUNGS- UND PRUFUNGSGESELLSCHAFT Germany
FUR DIE MEDIZIN GMBH

NB 0483 MDC MEDICAL DEVICE CERTIFICATION GMBH Germany

NB 0494 SLG PRUF UND ZERTIFIZIERUNGS GMBH Germany

NB 0535 BSI Group Deutschland GmbH Germany

NB 0633 BERLIN CERT PRUF- UND ZERTIFIZIERSTELLE FUR Germany
MEDIZINPRODUKTE GMBH AN DER TECHNISCHEN UNIVERSITAT
BERLIN

NB 1275 LGA INTERCERT ZERTIFIZIERUNGSGESELLSCHAFT MBH Germany

NB 0653 NATIONAL EVALUATION CENTER OF QUALITY AND Greece
TECHNOLOGY IN HEALTH S.A.- EKAPTY

NB 1008 TUV Rheinland InterCert M{iszaki Feliigyeleti és Tantisité Korlatolt Hungary
FelelGsségi Tarsasag

NB 1011 Gybgyszerészeti és Egészségiigyl Mindség- és Szervezetfejlesztési Intézet | Hungary
Eszk6zmindsité és Kérhaztechnikai Igazgatdésig
(National Institute for Quality- and Organizational Development in
Healthcare and Medicines Directorate of Device Testing and Engineering)

NB 1979 SGS Hung4ria Minoségellenorzo, Kereskedelmi és Szolgaltat6 Kft. Hungary

NB 2409 CE Certiso Orvos- és Kérhaztechnikai Ellenérz§ és Tantsit6 Kft. Hungary

NB 0050 National Standards Authority of Ireland (NSAI) Ireland

NB 0051 IMQ ISTITUTO ITALIANO DEL MARCHIO DI QUALITA S.PA. Italy

NB 0068 TRCM ISTITUTO DI RICERCHE E COLLAUDI MASINI S.R.L. Italy

NB 0373 ISTITUTO SUPERIORE DI SANITA' Italy

NB 0398 APAVE ITALIA CPM SRL Italy

NB 0425 ICIM S.PA. Italy

NB 0426 ITALCERT SRL Italy

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

NB 0477 EUROFINS - MODULO UNO SPA Italy

NB 0546 CERTIQUALITY S.R.L. - ISTITUTO DI CERTIFICAZIONE DELLA Italy
QUALITA'

NB 1370 BUREAU VERITAS ITALIA S.PA. Italy

NB 0499 SOCIETE NATIONALE DE CERTIFICATION ET D'HOMOLOGATION | Luxembourg
S.AR.L. (SNCH)

NB 0344 DEKRA Certification B.V. Netherlands

NB 0434 DET NORSKE VERITAS CERTIFICATION AS Norway
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NB 0470 NEMKO AS Norway
NB 1434 POLSKIE CENTRUM BADAN I CERTYFIKACJI S.A. Poland
NB 1435 INSTYTUT WLOKIENNICTWA Poland
NB 1451 INSTYTUT TECHNOLOGII ELEKTRONOWEJ ODDZIAL, PREDOM Poland
NB 2274 TUV NORD Polska Sp. z 0.0 Poland
NB 0503 INFARMED, LP. Portugal
NB 1868 Oficiul Tehnic de Dispozitive Medicale Certificare-OTDM CERTIFICARE | Romania
NB 1293 EVPU as. Slovakia
NB 1297 VYSKUMNY USTAV ZVARACSKY - PRIEMYSELNY INSTITUT Slovakia
SLOVENSKEJ REPUBLIKY
NB 2265 3EC International a.s. Slovakia
NB 1304 SLOVENIAN INSTITUTE OF QUALITY AND METROLOGY - SIQ Slovenia
NB 0318 AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS Spain
SANITARIOS
NB 0402 SP Sveriges Tekniska Forskningsinstitut AB/ SP Technical Research Sweden
Institute of Sweden
NB 0413 INTERTEK SEMKO AB Sweden
NB 1250 SCHWEIZERISCHE VEREINIGUNG FUR QUALITATS- UND Switzerland (MRA)
MANAGEMENTSYSTEME
NB 1251 SGS Société Générale de Surveillance AG Switzerland (MRA)
NB 1252 QS Schaffhausen AG Switzerland (MRA)
NB 1253 Swiss TS Technical Services AG Switzerland (MRA)
NB 1254 QS Zirich AG Switzerland (MRA)
NB 1783 TURKISH STANDARDS INSTITUTION (TSE) Turkey
NB 1984 Kiwa Meyer Belgelendirme Hizmetleri A.S. Turkey
NB 2138 Alberk QA Uluslararas: Teknik Kontrol ve Belgelendirme Anonim Sirketi | Turkey
NB 2195 Szutest Teknik Kontrol ve Belgelendirme Hizmetleri Ticaret Limited Turkey
Sirketi
NB 2292 UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi Sanayi ve Turkey
Ticaret Limited Sirketi
NB 0086 BSI United Kingdom
NB 0088 LLOYD'S REGISTER QUALITY ASSURANCE LTD United Kingdom
NB 0120 SGS United Kingdom Limited United Kingdom
NB 0473 AMTAC CERTIFICATION SERVICES LTD United Kingdom
NB 0843 UL INTERNATIONAL (UK) LTD United Kingdom
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*)httpi//ec.europa.eu/enterprise/newapproach/nando/index.cfm?fuseaction=directive
notifiedbody&dir id=13

EC IZBW TS ORI MRA Oxtgl72s, RE ORI RN F AR
BL. BERERBEIOREELZITHLHITIHI O FE1EH MRA LU TRET D, FlELT,
#81ZkE UL(Underwriters Laboratories) ® NB L COX IR EZ RS, EC INT
X4 HOFE11HY, 2006/95/EC  [Low Voltage Directive | IAMIEEFAMEIHIZL TV
B, KE., BER, 22— —JU0 FOFSHITENLEMT T DB TRESN TVDH, Zhid
MRA (ZXVBE O E TREEZEY , BN ~E 2 BB TE M D IR L T
WAZETHD, EREEROEEEIEDS 1L, BSI /2L EC BRI D RHRAEHE LRk
W, BOMERE N EE LTV BINERENRIEE B2 528 L70D,

HL EC & B ARMOEFHIREREDOME EAGENER TIE, B AD TR 93/42/EEC
Medical devices 3L 98/79/EC IVD medical devices (2§ A5RFEMN FIBEL 725 1T T
D,

#8 ECIZRIT5HKE UL DORGEIRIL

Body type NB 0539 NB 0843 NB 0889 NB 2334 NB 0984 NB 1731 NB 2240

Name UL UL ULVSLtd | ULVS UL UL Japan, UL
Internation | INTERNAT United Verification | Inc. Internation
al Demko IONAL Kingdom Services al New
A/S (UK) LTD Litd Inc. Zealand Ltd

Country Denmark United United United Us Japan NZ

Kingdom Kingdom Kingdom (MRA) (MRA) (MRA)

94/9/EC @)

Explosive

atmospheres

2004/22/EC O

Measuring

instruments

93/42/EEC O

Medical devices

98/79/EC O

IVD medical

devices

89/686/EEC O

Personal
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protection

96/98/EC O
Marine

equipment

2006/95/EC O O O
(ex-73/23/EEC)

Low voltage

No 305/2011 O
Construction

products

99/5/EC O O O
Radio &
telecomm.

terminal

2004/108/EC O O
Electromagnetic

compatibility

2009/48/EC O

Safety of toys

KEIHIRATAGE CHO R IRAEH E T30 s, 510K DL E 2— B W T RE#EA
W5, 2OHIZiT EC BN OFRRER R D 2417217 TldZad | NIOM ORk7R5e£IZH
AOMBEHEENTVDENEBIND (FRI), KEOEFEEROME v RUAMIKTT5
gﬁ%ﬁﬁ\bi 21 CFR Part 820 (QSR: Quality System Regulation) THV, ZD7-% FDA

RIS RIRE T AL ELE . BC D ISR ANIEIELR (R 1010A 2 F—Fwh
@*ﬁéﬁn‘i%%ik?@fc) ISO 13485 DFREEILES CE Marking # H AL L THRET 5, BT
ﬁ@k?xéE% RN TRIEEAOKRENICEFET L FEROHLSTERI0ND

BETHIELL2D0, MIZULN ECHEHNIZFEHEAREL, EVRRAZREAL QS FITS
%D B AORFHEREOHY T2 RTHOLLTHEREEINA,

79 Accredited Persons for 510(k) Review under the FDA Modernization Act of
1997

BSI HEALTHCARE

CENTER FOR MEASUREMENT STANDARDS OF INDUSTRIAL

DEKRA CERTIFICATION B.V.

NIOM - NORDIC INSTITUTE OF DENTAL MATERIALS
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REGULATORY TECHNOLOGY SERVICES, LLC

THIRD PARTY REVIEW GROUP, LLC

TUV SUD AMERICA INC.

#£10 KEDORIEHERES (—EF)

ABS Quality Evaluations Inc (Global)

Advantage International Registrar (North America)

AFNOR Certification United States

AJA Registrars United States

AMTAC Certification Services Ltd.

APMG-International United States

Applus+ United States

AQA International United States

ASR - American Systems Registrar United States

BMC Certification United States

British Assessment Bureau (UK)

BSI Inc.

Bureau of Assessment Services (Global)

Bureau Veritas Quality International (N.A.) Inc.

Canadian General Standards Board (Canada)

CCIC - China Certificate & Inspection Group United States

Certification Europe (Global)

Certification International (Global)

Cotecna United States

DAS Certification (Global)

DEKRA Certification, Inc (North America)

Intertek Systems Certification (Global)

Det Norske Veritas

DQS Inc.

UL Verification Services United States

EAGLE Certification Group (Global)

EQA Certification United States

Eurofins United States

FM Global United States

GLI United States

66



Global Group United States

G-MED North America, Inc.

Government and Military Certification Systems Inc (USA)

International Certifications Litd (Global)

ISACert Global United States

ISOQAR (Britain)

Kema Registered Quality Inc.

Lloyd's Register Quality Assurance Ltd.

LNE/G-MED (North America)

LRQA United States

Moody International (Global)

Nemko

Nippon Kaiji Kyokai (ClassNK) United States

NQA, USA Inc.

NSAI Inc.

NSF- ISR (Global)

Performance Review Institute (Global)

Peterson Control Union (PCU) United States

Polish Register of Shipping (PRS) United States

QEC - Quality and Environmental Certification United States

QMI - SAI Global United States

QMS Certification Services United States

RINA United States

RoyalCert International Registrars (Global)

RWTUV

SGS International Certification Services Inc (Global)

Silliker Global Certification Services United States

Smithers Quality Assessments (USA)

STR-Registrar United States

TUV Produkt Service GmbH

TUV Rheinland of North America, Inc.

Underwriters Laboratories Inc (Global)

URS Certification United States

VCA United States

VDE Authorized Office
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VELOSI Group United States

Zenith Quality Assessors Pvt Ltd (India)

VTT Expert Services Litd

[ A ARIZ BT D ERHE AR FBRERIE D HY T ]

HAERDZZE 2T, KED QSR LRIMRIZEA S @EFH 169 5T ERERLV
FAZ B REELOREEE R N BEEBROLEICRETI2E S NI TOHE LERERR
DHERFEO BB L H/LIDHTRWELRD, R1LIZ A RO ERBIERRIES EIZBWTE
AT B RE DOBREREZ T - B a2~ T, 22103 CE BN TRGRBELZTT o T2
AL DO F LB ENTVWDY, H<ETHAENORIERIEIZES LICRAERE TH
D BRI A 33 DRRIC B ARDFEEIRICE S  ERMARAREFREERIE L A X2 aF
W DORFEREREIE & ORSEEZ —TRNCEET 28 FH%M (2012461 A 26 H) sh
RFIIE, MEAMNC LTS 2 E L 220,

F11 BAGFERE OBGRE T T ERERREEE

BaE AR

BAAS | TaTA—RUy )

FBABE | TaT TA TR D8R

#ACH | (BPHUL Japan

#HAD B | BSI Z A —7 T 0 (6)

®AF 5 | SGS V¥ (%)

FAGE | (BaRETRa—RLATar

BAH S | (M) BALERAEEE

- NE F )T a2t RS —(BR)

= A B H AL 2 — A ()

HBAK 5 | MOHEQLEBRENIERT

BALE | DEREEEEZ—

BEAMES | 777~ EER)

A0 B | DERKRA Y —T 474 —al x5 (BF)

WS, BRI ECHIN A~ D EEREER O HATIZBR L CTIE ISO 13485 MOFRGEE B L FRFEDS M B
THY, BIE1TE2~4DBEHE N mw_mﬂ%%ﬁ BEIIRTOBRIHEENC L DB
WELRD, DEVHIE OB T BG T 2ZEERFRO LN, ZD7), BARENIZE
WTHABEEGHREHS IS0 134851 iﬂfC%%‘lZ R RAMERE A EE D03, ool
D AL RE DI E 72> TS, F11EFR121ITHBL TOARBREHET IXME—, CM046
TaT TGALTUR DN UBRRAES O R THD, ERROEBENLIZIAARKENTREEZRZIT
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DMABENI2NH, BEREEEWZELFOERICEL QXS ETSBORE RS o R E M
BRI ETIAERELIL, VT a— U L CRE B R EchrtBEbh
5,

F12 BABEAMRERESDOREL-REEES

RIEES AR HEFR
CMO007 BIET AR LS 1SO FE L& — KHK-ISO Center
CMO009 | —MxMHEIIEA BALERIEEE <3V | JQA
AP AT KERFY
CMO014 —iREEEAN B AREERRH S HFERETE | IMAQA
Ve
CMO046 TaT TATUR e NUBRA & TUV Rheinland Japan Ltd.

PLEICEB R UARIC B RO L FRGEH BT L CIXEBRA 2R E 2 R 1o 0 b
OEERET T OUERSDD, TORTTaT - TFGATUR D/ U BRREHOHY FITRKES
BB THA), MOBREREEIZ I Th H ADEREREZDOFTROFANLEL, BEH

DFRRERIE ORI IME T 2 EL | ENFRREERIC B W T R, B/ R
BOFEMICBWTUIARDERMEZEEBLIZE VXA ETIVERENTHIEEE bR
Do

Rk 25 FEOFEFEYIEICEY, & EEHREREREIRONIFAMIIOWT (B5) 7R E
DIERBITONDETITARDN, Fasrt zﬁ'?j}'fi-%é%#%{%éhfb VDOEDNFMICRDOIT
WK THAD, FDOTDICEREM GRFEEE) 2 IR ETHLERD D, EHEFEER
RV TITIREIAZ BELIRONENLRYY /&/vf;%ﬁ% (#ilz12 JIS T0601-1) DFHEHF
AT OREREEEL DDA, 77 AMDFEITE E RS B EDOFIE (Product Standards)
LD /;ﬁfjJ Ve R A ETDVNERDD, S5 HAM B O TR, ERiE
IR IBEEERE IR T A E B HE{L.D#EIT Global Standards THh5 ISO X IEC 0L,
EITHOELE Ef?% SEEXOEERSFNEMIIEDOMLETHD, BITOMERINE
(wait-and-see) | DREEN GBI E R B BE ERESREEICHFLZN,

€3 »j%-‘,\ﬂ)

BRI —TN=A N RmE ATBUEFR 2R, BRI —HTNL~AR, BIE, 2007,
pp.94-99

2) JIS Q 14971-1:2001 DEFELY

3) /NIR=EFORES, FRAFME, FIE, 1964

4) REEE:EFORESE, #RAt, IR, 2003

5) NFx— AT N_e—x NI R, mEAEAN-EE . EFORES, KERE,

\/
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I, 2009

6) JELER: EF MR, FEERE, 3, 2012

7) Wed-vay” JIFEER -SR0S, FFZEHAR, B, 2005

8) C-J-S-hrT Ve JIUTHEH R FHEMOES, FF2EHR, A, 2011

9) GHTF/SG1/N15:2006 Principles of Medical Devices Classification

10) BEA @8 THEMEDIEY FIZET oHFS GEel) I F2443A8HET U7
EE—1NEAOEMEHE] AMRERFFR., (1) B AH RGN F2HE
. (ft) B ARBEMESIFHE - RERBEE /UK JEE

11) ISO 13485:2003 Medical devices - Quality management systems -
Requirements for regulatory purposes(EREHAE — BRI AV I AT b~
i BRI OEREIE)

12) ISO 14971:2007 Medical devices -- Application of risk management to
medical devices ([EFEHERS — BRI ~DIRT< R A MOHEA)

13) ISO/IEC 17021:2011 Conforinity assessment -- Requirements for bodies
providing audit and certification of management systems G & PEEHH — <%
VAN AT BOFEE R OB EATOMEBIC R T 2B REIH)

14) ISO/IEC 17065:2012 Conformity assessment -- Requlrements for bodies
certifying products, processes and services GE&4FH — & i, 7oA R
P RADBREEATOMBI X T D EEREIA)
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BE=EHRHE ORI - EHICEY SE B LLRE

=B REDFS
= H DA SREARHE Notified body ( NB )
E-EEHER 12 B4R 5 #E
R R E R E4SEmE (EHH) MHRA
FEROZAEGH  (012%) 1528 #1 3000 4
HEIOTIL FHBEOKEIAIS A HAZORIZET-WHE
Requirements for UK notified bodies
BEEE EEE2BEDT MEDDEV 2.10 -2 rev.1
Code of Conduct for Notified Bodies
REICREITT HHE EEFHEE MHRA - EC - EU 2 A (2013.10 ~)
Commission implementing Regulation No 920/2013
IbAYRE %3 EEEOOKXFESE
MEDDEV 2.10 -2 rev.1
SEH — DI SR 1E /145 RIE 1E/184A
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( Medicines and Healthcare Products Regulatory Agency )

EBRE 2B F07 BRIMBEOREEE
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< EU : BRWES

( European Union )

- TEAMNB : REISEORMERKRHHS

( The European Association for Medical device Notified Body )
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® IMDRF (International Medical Device Regulators Forum)€

http/fwww.imdrf.org/documents/documents.asp
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N3 | Requirements for Medical Device Auditing Organizations for Regulatory Authority | &k 1-1
Recognition (Y EIC L ABED =D D EFEEIREAHEIC K3 2 BRFHE)

N4 | Competence and Training Requirements for Auditing Organizations (BsZHEEID ) | {1+ 1-2
ERCHEEIRICET 2 EREIH)

N5 | Regulatory Authority Assessment Method for the Recognition and Monitoring of T8k 1-3
Medical Device Auditing Organizations (EREREEHEEDOEE LERDOTDDOH
il Y /I X HFHm A TE)

N6 | Regulatory Authority Assessor Competence and Training Requirements GR#HI4/E | {18k 1-4
BT AFHmE O N EROHE I T 5 ERER)
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IMDRF/ WG/N3 FINAL:2013

IMDRF International Medical
Rk Device Regulators Forum
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XA bov: HHIY I L ARBED T DEFEE R A B 1ot
T HEREE

VERRZ N—"7" IMDRF MDSAP Work Group

Bt 2013412 H 9 H

IMDRF #%J%& Despina Spanou

A EIT, EREREEREEIYFE 7 +—7 25 (IMDRF) 2MER Lz, AXEOHERK
OMERIZHIBRIZ 72V, RLEDO—HHE L IZE& XA XEICHAAENT-HE. X
IXEEBELSNOEZEBICEHR S N7=8HE. IMDRF B2 U W AIRIEE2E5E2A2ZEHE
92 D TIEARV,

ZEHEOC 2013 EHEERKESEHHIYE 7+ —7 A
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