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(A) substances used for in vitro diagnosis and surgical dressings, surgical bandages,
surgical staples, surgical sutures, ligatures, blood and blood component collection bag
with or without anticoagulant covered under sub-clause ) of section 3 of the Drugs and
Cosmetic Act 1940

(B) substances including mechanical contraceptives (condoms, intrauterine devices, tubal
rings), disinfectants and insecticides notified in the Official Gazette under sub-clause (ii)
of section 3 of the Drugs and Cosmetic Act 1940

(C) devices notified from time to time under sub-clause (iv) of sub-clause (b) of section 3
of the Drugs and Cosmetic Act 1940

*Disposable Hypodermic Syringes, Disposable Hypodermic Needles, Disposable
Perfusion Sets, In vitro Diagnostic Devices for HIV, HbsAg and HCV and blood grouping
sera, Cardiac Stents, Drug Eluting Stents, Catheters, Intra Ocular Lenses, IV Cannulae,
Bone Cements, Heart Valves, Scalp Vein Sets, Orthopedic Implants, Internal Prosthetic
Replacements, Ablation Devices
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(1) H F:201743H15H
(2) ¥ Fr : Pan Pacific Hotel=#%=, Vancouver,Canada
(3) HEE « HHAREN SR04 DHERH Y . HANL OHFEHIZUTO@EY TLZ
MHLW : HFHIK
PMDA : dtJFE. #f EK
5 JIRA(64:) . ERGE (144)

3. Stakeholder Forum % DOHE %
(1) Management Committee Member Regulatory Updates
IMDRFZIINAE LV | A EHH O BRI A ]S Sk Lz,
1) A=A 7 V7
(DClinical Evidence®D %' A & > A %5847 L ¥ L 7= (2017/02),
@QIRDHIA X AZAFR L TOET
a . implant labelling and patient cards
b. electronic IFUs for implantable devices
¢ . 3D printing
2) 77N
OEEHmO 7 V—Er 7ICBT 5 &% %2 Ek L £ L 72 (Normative Instruction,
ANVISAn° 13, 2016/11/08)
QM LI T 2 ERESROBICHT 2N EERONNT a X2 FE ML ELL
(Public Consultation, ANVISA n° 257, 2016/11/08), Z#UiZ X v, H[Ef#E Hiks & H
fili J ATRE 72 BR AR I 0 L Tn&E £ 7
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QOGCPH I T 2 HINEERDO X T a A 2% L £ L1 (Pubhc Consultation,
ANVISA n° 282, 2016/12/09), Z ORHEZR L, ISO 14155 L IFIER%HTT
@OMDSAPIZB# L T, ANVISAIZ6A0 (LNM,BSI,DQS,DEKRA,TUV SUD,Intertek)
ERHMLTCHNET
3) K
OERRRE AR O 2 B AT A b ERE IS H0 8 L L72(2016/09/14)
a. B E R S A ER L CET
QLUTOHA X AERITLE L
a . Preparation of Regulatory Activities in the “Non-e-CTD Electronic-Only Format
b . Applications for Investigational Testing Authorization (ITA) for Medical Devices,
in the Non-eCTD Electronic-Only Format
¢ . Final Guidance on the Preparation of Premarket Medical Device and License
Amendment Applications for Dermal Fillers
Q@UTFDHA o AFZEH L THET
a . Revisions to Guidance document on regulation of medical devices manufactured
from or incorporating viable or non-viable animal tissue or their derivatives
b. Revisions to the Preparation of an Application for Investigational testing-
Medical Devices
4) FHE
OFE A OEREGAGMELE, TR RSN O e Romk, FHFrRIo @ik 4 ix
FOET—< & LT, BORICIRY A THET
@bt D =R TR AT A FIE A %817 L £ L7 (CFDA Announcement 2016 No.168,
2016/10/251F17F)
@ [ 4 = o ] [l provision & 2 &€ L £ L 7= (CFDA degree No.29, 2017/01/25fF i},
2017/05/01/17)
DEFRRBR 2 RE L 3 5 BRSO F2Y 2 b & FA1T L £ L 72 (CFDA Notice 2016
No.133, 2016/09/27fFi7)
5) HRM
(OMDR K OIVDRE &5 20 L THE BRI AT T2, 34E1% (IR EHAR) £ 7213564 (IVD) (2
WH L7220 9
6) AKX
OPMDA-ATCEE St X - — 2 Bifie L % L7-(2016/11/07-11)
7) vnvT
(DI ks 252 00 KRR 5 B (Russian Government Regulation No.1416, 2012/12/27
1) O B % E D F L7 (Russian Government Regulation No.160, 2017/02/10
f43)
QE s L N2 I O HAN SCEF T 030 D B2 % E L £ L7z (Order of MH No.11n,
2017/01/194}1F)
@=—7 T RIFE TOEBMESRHG 7 L — LT — 7 13HAZREHRTT
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8) VAR —
ORERFER 22 E DT =42 U » ZHE Tt 3 2 Bl 2 D TV E T
a. /T aAXFEREILCHA FT 4 L FAQsZ H i L £9°(2017/2Q)
b. FEHiiX2018FFE LA D T T
@2016FICLL FOATA X A% TH L E L
a . BRI IR R AR O 2 @ N
b. W BEFOBROERESR 7V —E 7
c. EFEHEARFSCA
@UUFDOHA X v A EEAER L TWET
a . EHEHER X NIVDOASEANIIE I GERRAUC BT 5 A &4 0 A
b . IVD /y #riss o 5 ik
9) XkH
OV AZ G LT ERESRMGRBLODBICET LI TA X A 2RITLE L
(ucm429672, 2016/12/30FF17)
@ = % 1 28 OCybersecuritylZ #f 2 IR E R O T 4 ¥ o A %2 %iT L E L7
(ucm482022, 2016/12/28Ff17)
QERERD Y 2T KON T v MIEETXEERICEHT DA X A& TLEL
72 (ucm506679, 2016/12/271F1F)
@21st Century Cures Act%2016/121Z#E L £ L7=
a. AER—T 3 VG GREBIM, 7T A5, 510k, VT MU =7 7R EIEEER
BEIC 2 < OWEFRLHEFNITOILET

(2) Overview of progress to date on work items
BFEWGE Y HFR A RESNE L
1) National Competent Authority Report (NCAR)
D20164F4H 72 5MCA A o /N—TNCARKZH T 0 7T b & J@IT L CWET
@piloth» HBITEE T23M A L E L=
OUWERE L FZOFH LA — FZ2017F9H ICMC~2HT 5 TETT
2) Software as a Medical Device (SaMD) : Clinical Evaluation
OSaMDDO#ERE (212, ZEr L) U X728 U, o ena ik & BIRIIA
2tk (BH7 A A 20t M ONERIRPERE) & # 7+ & o 7= Clinical EvaluationZ 8- L E T
@201THIA DH A X v 25T HIELET
@7 A ATLAOMLA ED 3 A v M aZiTE Lz, BUER#HRT T
3) Regulated Product Submission (RPS)
D20164-6 H Dwork plan ¥ 201742 T 7E T D —ERRRM) & FRTAl 5 72012, PESER
NS EIFTF A= O AIREHIVE LT
@Common Data Elements Phase 2 Work planz ®£# L £ L7-
(@Table of Contents ® ¥ #t
a. BIEILARE, Pilot T L 72 BRI H D T A, BIEZEEZ D OHGENEIL T
LmEbdHY ET
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@ORPSDRSINAE e DT- D121, FEEEMEICITRE/ N EBEEZ RESTEILERHY 3, £

DI DOEFELFEAZMCIZEE L TOET
4) Medical Device Patient Registries

OMoscow CHEA ATV E L7 (2016/12)

@IMDRF/Registry WG/N42 : Essential Methodological Principles in the Use of
International Medical Device Registry Data®Dicf &2 MCIZH#EH L F L7z

GONWIPZMCIZHEH L E L7
a . Registry Qualification Tool
b. RWE essential principles document and a catalogue of existing RWE efforts

5) Medical Device Adverse Event Terminology

OHA T4 R, AL EAnnex A~Dinb 720 £9

@Annex A (H#D A~ Efcode) 1%, 2017T4-3H ODMC TR, LI D TFETT

@Annex B (K3 #Hrcode) 1%, 20174-3H OMCTL B =z—, /XT3 R I 0nb TETT

@M FE/code Z #ERF « BHHTT 2 FIAGFRRFCHIE L TB Y. A FT A R TR bR K
P o5 Lol LES

6) Good Regulatory Review Practices ~Competence and Training Requirements for Pre-
market Reviewers and Product Specialist—

(ODIMDRF GRRP WG/N40 “Competence, Training, and Conduct Requirements for
Regulatory Reviewers” draft document was posted for public consultation.?® /X7 =
AT L, REBREMCIZIRIE LE L, N7 a XARNOEEBDONERRR T
EEIELTWET

@Geneva meeting THIRATHRA 7 10 & 2 OFHFNZ AT 72 “ROEIE 2 et LE Lz

@GHTF/SG1/N68 : 2012 Essential Principles of Safety and Performance of Medical
Devices# BEH T X< NWIPZMCIZHEH L E L7z

@Medical Device Single Review Program (MDSRP) OB &k — L LET

7) Improving the quality of international medical device standards for regulatory use

OEEHIE THD DD, BHHEHHRZRE L TRV ONER SET

@ISO NIECEZEHE 2 L mak L, standard D& /M EIZDW T, X 0 BN DR
Rz BRI LE L
a . IMDRF7: & 0 #figlZstandard BRI E R EH T& 2 R A MET L £+
b. ISO/TCK IEC/SCIZHMIZ R FHAHF LET

QIMDRFOFFEHE R > N T — 7 PREBAEENE D, BitaED £

OFERIC LI L SNADMIMBR G RIZOWT, gtz £

(3) Questions and Answers on Work Items
T2 Q&ADHENE T
1) standardfH:E
Ql. FETEHWNEAMEIZEY ANTZHIEH Y T, FZEBY ANICEL TOAL—LiETH
URESC VN
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Al. ISO13485% EHH#ER Y ANT-Fl7eEndH v £3, /-, ENOBHERFEEMBS L
Abod, WESENERZMMT 2556000 7

Q2. FEAIGHEBREI Ca v Ex—v g VRG> TV E T

A2, ZOHEIZONTIE, AU NS0 D HRFICHBERE X7 <. BURITRGIZ/2 o C
WEHA

Q3. YW DONWIPTII201THE6HIZ /R T a A RZE RS> TWE LR, EHIXVMLNRT
LXxon

A3. BUERETT

2) NCARpH#

Ql. fEx OBERMNOAE~ORENLER VAT ATERL, EEHFICEDTIEARWD
EBEZFETN, SHROBLEITIVDNTL X H D)

Al. HHBRERMIMNAGHB CYUEL T L ENRNELEZ TNVET

(4) New work items proposals
1) Harmonized Unique Device Identifier (UDI) Application Guide
OIMDRF/WG/N7Final : 2013% 0 &R VA FEZ L £
Q@UDIDEANE L TWARKINA, JhE OFSRFIES 2KV AL 20 K 9 EHl4 53HW
bdHY ET

(5) Cybersecurity Panel
1) EREL/EREREEIZB W T H Cybersecurity D EEEMEN H 2K L CTWD Z & &8
T, EFDOOFRFER D NINRIVT 4 A v ia YIMTbhE LT
2) FRIE L CIE, BiFEamE LT, REEE D ERER O RetE/risk|Z)s U T bl 72 security
ERETHI LD TL L O, IMDRFROAE Y /A GEM E THIHIT 2 2 L13BK T
FeneBEZONET

(6) Stakeholder Sessions
1) DITTA
(ODMDSAP Seminar# Bfie L &£ L 72 (2017/03), 1351004 CThH VD, FIFERRE O
TUANENTVWELL
@MDSAPITEHR LI EEXET
a. BEAEFFROHIBIZIR I H O £
b. ZMENOMRRIF2E RS H TES
QW E R
CAOITRLPEEE ) & il - #RBR - W E AT HERH Y £
NHUBERLGEEEITIX 2 R bupSEE LW RS H D T
EEREERITICZAA LT IDBH0 £T
CSEEAOBERFEDERGHEZSEO T TCOET, HHIYRIXERFEAEY &
DELRETT
@Strategic Plan 202012x L, XV BfERIEH & BAENRINDH Z L2 ELALET

o o T o
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2) GMTA
OGMTANMERL « ZABH L TV 5 Registry Principles###/r L& L7z
3) APEC
(DLife science and Innovation Forum(ZRegulatory Harmonization Steering Committee
ZEZ, EHLTWES
@657 % O Priority Work Areas% ix1F, i Z{iZCenter of Excellence% & TF AR &
LET
. Pharmacovigilance & Medical Device Vigilance
. Global Medical Product Quality and Supply Chain Integrity
. Good Registration Management

. Biotherapeutics

T QO T o

. Cell and Tissue-based Therapies
f . Multi Regional Clinical Trials and Good Clinical Practices Inspections
4) WHO
DIVDA kD 7= 8 D Prequalification documentsz IEK FLE L CWEJ, HIVIZK T L.
Malaria®draftZEal L & L7z
@Technical guidance,Technical specification series Z IEKF1T L T\ FE T
(@WHO Global Model Regulatory Framework for medical devicesz 7#&&E L & L7~ (2016/10)
5) AHWP
D20174E3H BIAfE, 30 [E/HgAs IR LTk
@Affiliate organization & L C, IMDRFIZH#iH L T\ E$
@201641315 H A # A(s) ZFATLE Lz, 201THEBIHFAIREL TVET
6) PAHO
(DAffiliate organization & L C, IMDRFIZI#H#H L T\ &EF
@REDMA Program® Software% Bi% L & L7, 10+ [E TPilotF@ L T\ ¥4
@SaMD?®Questionnairez MY EICE Y | FEOHBMREZHRHEL F Lz
@EREROBFMEHICEA L, FEORGRNAZFHEL E L

4. P
(1) &K T, 11th IMDRF Meeting OWRGEFHEE LT, UFRARINTHET

1) Patient Registries WG®final N42 document, “Methodological Principles in the Use
of International Medical Device Registry Data” Z &8 L £ L7z

2) AET WG®Dfinal N43 document, “IMDRF terminologies for categorized Adverse
Event Reporting (AER) : terms, terminology structure and codes (Annex A)” % 7%
LELL

3) AET WG®proposed N43 document “IMDRF terminologies for categorized Adverse
Event Reporting (AER) : terms, terminology structure and codes (Annex B)” ® /X7
2 A e (27 H) Z2A&GR LE LT

4) AET WG®final N44 procedural document for the maintenance procedure for
IMDRF AE terminologies# #&# L & L 7=

16 ERg#Y v —7F /L 8985 (20174 SUMMER)
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5.

6.

5) RPS WG®Dfinal N45 document “Data Exchange Guidelines -Common Data Elements
for Medical Device Identification” IMDRF websitefg# 2 &8 L £ L 7=

6) GRRP WG ®final N40 document, “Competence, Training, and Conduct
Requirements for Regulatory Reviewers” # /&8 L £ L 7=

7) NWIP : Review and Update of GHTF Essential Principles of Safety and
Performance of Medical Devices (GHTF/SG1/N68 : 2012) Z7#&G8 L £ L 7=

8) NWIP : A Tool to Assess Usability of Registries to Support Regulatory Decision
MakingZ /&8 L £ L7

9) GMTAD®NWIP : draft Harmonized Unique Device Identifier (UDI) Application
Guide by GMTA % %k [A]IMDRF meeting CHiitd 52 & & LE L2

10) IMDRF membershiplZ 2\ C, LV MR RELR ONFIEAZERTHAZ L ELELR

MDSAPD IR

(1) QMSZE S & L TOEERETH H5MDSAPDIRILIZ DWW Tk, Stakeholder Forum T

DEZEOFREITH FHEATLE, LrLAAR G, ForumlZ/72 > T3H13HIZBfE Sz
DITTA MDSAP seminariZ W CTHENRH Y F LD T, TOMELEFNMLET
1) PilotdOiRiF ot ¢
2) PilotH &, 201743 H BIfE CRIE219F O REFT SN, 16414 O B A s H 3 AT
ShE L
3) 201743 A BIE CRIIAON 3, BEAOIE8M:, RBEFRHIT2MFLR>TNET
4) MDSAP report% H\ 7ZANVISAGRREIL, NEFRIZHIM L TWET, FBEIAOILZ6H: & 72>
TWET
5) WAIAOTIL, FERRAFELIZONT, LV AL—ARBFBENARELE RS> TETWET
6) ML, Bapim X IcZTIEOTWET, £o, TFEEZETIE, MDSAP reportD{F
FIZE VY ROSTAZFEREL TWDLEFI L H Y T
7) —HTIRO LD RIS K> TWET
O2018FIZHFADET N TR SN LT, AODFEERENFI37RDINE S )
QIERFE OB SITIERA SN2 00D
QFEHHI ORI S . EDsiteDZHNLBEILR DN, ZHFT & )
OEH/ZINE T 2 5 OH (FFIZEU)
O/ EZEIZH L, 2ARAY » RRE D REL D FHFRITR DD

Y EIEST
%128 IMDRF& &L, 2017T4F9H 19H (k) ~21H (OK)IZ, T X D4 X U TR S £

—g—o Ei‘/ﬂsﬁ LH%EIMDRFiJ) 'rﬁ i&%’f/\ é h é ?’/E -’G‘ﬁ—o

RBIZ, BESRBROBSZ W CEEE LI L, BEREOE S FIZHBILH L BT ET,
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o 2 ol HERBFRBRENCBET SR D00 BhiE
~75 B35, MM E HEHEL T~

sECREREZEES ZEE B0 EH
(T T/ PV = 7 ~VATT )

1. 1XLC®IZ

20175 H11H OR) 12, 2l A@EERESEBEHICE T ROy A BLF, R VRY
UL EWD ) BEEEY UVTCRESIVE L, 2% T AKIZH HCoex & ) EFRER
GOSHBENH LI, HARK O ER T OITETH 2 EA4 5784 MHLW) | 535 =
PR G FEME (PMDA) . 8 EA M E I 2 (MFDS) | E [E N R 5 2 36 50 22 2 REA F 22 T
(NIFDS)., KOWEOERER (BRI, EFRER) L0 G5HK2008 03130 £ Lic, Ko v
AT AL, WESEFRRERENCE LT HIEE - 1210, HEOEEME S KoL
AN EAESEDLZEEAZBRET OO TH Y | EEHLFE TEREMD K OERELR D55 T 0 m
E o EFEBHEEIECET 2R N T 77 0 26 L, EERR R BHIFEC TS E) & 5
MTHIEEAME LTHMBENE L, Bl R T AIVEFE6H ICH A TR S,

ARIZ2EE &R0 £,

1 i i » "
th, 2017 | Conference Room(south) 402, Coex, Seoul, Koy
[ Hosted by I s EEREI ¢ e

ot @iramn @ o g

2. VURYD LN
FEIG, ERESRERIO Y RO ATHY | FRITRERE v a v FRPNITH00
ThOEyvay, EWIHIRTITORELL, 7V U FIERN—VORUTRTHEY T,
7oy WENRETH PRI TSN D Z ENEEMICEE SN THVET,
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x1. E2OHBEERGAFCETEIO ORI IL PO 4 (EEREY Y a &<

Overall Session (@ Conference Room (South) 402, Coex)
1. Opening Remarks
(1) [Korea] MFDS: Dr. Won Sik Lee, Director General, Pharmaceutical Safety Bureau
(2) [Japan] PMDA: Mr. Seiichi Inoue, Executive Director
(3) [Korea] KPBMA: Dr. Hee Mok Won, Chairman
(4) [Japan] JPMA: Tadaharu Goto, Director General
(5) [Korea] KMDIA: Mr. Byung Soon Shin, Chairman of International Exchange Committee
(6) [Japan] JFMDA: Mr. Koji Nakao, Chairman
2. Keynote Speeches

09:30 -
10:00

(1) Latest Trend of Pharmaceutical and Medical Device Regulation in Korea
10:20 [Korea] MFDS: Jeong Yeon Kim, Deputy Director, Pharmaceutical Safety Bureau
11' 40 (2) Latest Trend of Pharmaceutical and Medical Device Regulation in Japan
’ [Japan] MHLW: Mr. Yoshihiko Sano, Deputy Director, Pharmaceutical Safety and
Environmental Health Bureau
(3) Q&A
Medical Device Session (@ Conference Room (South) 403, Coex)
Medical Device Regulatory Session QMS/GMP
(1) Introduction of KGMP system
[Korea] MFDS: Dr. Jang-Yong Choi, Deputy Director, Medical Device Safety Evaluation
Division, Medical Device Safety Bureau
(2) Japanese QMS system/Overview of MDSAP
[Japan] PMDA: Mr. Junichi Ohishi, QMS Inspector, Division of Medical Devices, Office
of Manufacturing/Quality and Compliance
(3) QMS application strategy of ISO 13485:2016
[Korea] KMDIA: Mr. Young-Soo Seol, Working group member of Legal Committee
(4) ISO 13485 and Japanese QMS Ordinance
[Japan] JFMDA: Mr.Hideki Asai, Vice-chair of ISO/TC 210 Japan National Committee

(5) Panel Discussion

13:30-14:30

Medical Device Industry Session  Business Trend of Medical Device Industry

(1) UDI introduction plan of Korea
[Korea] KMDIA: Ms. Young Kim, Working group member of International Exchange
Committee
14:50-16:50 (2) UDI and Traceability (Temp.)
’ ’ [Japan] JFMDA: Mr. Eishi Harasawa, Executive Director

(3) Regulatory requirement for medical device software in Korea
[Korea] Mr. Min-Yong Choi, Head of Healthcare (BSI group Korea)

(4) Software validation
[Japan] Mr. Keiichiro Ozawa (FUJIFILM Corporation)

Closing Remarks
16:55-17:15 | (1) [Korea] MFDS: Mr. Shin Joon-Su, Director, Medical Device Policy Division
(2) [Japan] MHLW: Ms. Yumiko Aoyagi, Deputy Director

(1) “FrioEs
F =T = 7T, EESY RAMFDSO[E 3L 5 24 7R T d 5 Dr. Won Sik Leefk 0 Tz
s £ LU, BHEFRFIEENZ IS T 2EEE OS], BRI VEFEE D KGR E R S

International Council for Harmonisation of Technical Requirements for Pharmaceuticals
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for Human Use (LATF, ICHJ & W) ,) DA U NR—Thpol=Z E7p L, W72 E IR
HEI~OFEBIZOWTEREZ RINVE LTz, i\ T, PMDADH: F#E)»5, ICH, APEC
EWV o EHHFRAFTEENC B W THRIU T U7 O E LTHEEL TWEEL X9 LWV BEE
R FE L,

& B E O JERE R KPBMADO S K Td % Dr. Hee Mok WonfX, UG OMBEFLH |
i [E O ER R R KMDIAD H R Z B 52 B & T® % Byung Soon Shinft, EHED F1E
AIERNOZNEN THRERH Y £ L, REEHOMEFBIHFER )OI A ARDORERFER 2 i
BLHIPL, FRHCEMICET 288, EEO P EATRRN DI, EAEDEFERE DR 1
I & U TS EIE R AR ZE T & OMOUR RS OHfedE, ERMERICFR L LA/ X— 3 7 'm
7T D~DOEY) A ONTEFENRH Y £ L1z,

Z D%, HEEEH & L CEEMFDSER ML 2R ORI R Téh HJeong Yeon Kimk, &
A IEIR - AR AREREERR EOETEEMEL Y . BEN T OEIRM - R
PR OBCHEIAIC O W THEEN D D £ Lz,

(2) PO

FHoERKERY Yy a s, Bty a2 LTQMS, ¥Rty ar LT
UDI. Medical Softwarex 7 —~ & L CENENHENF L VEENH Y £ L1,

QMSTiE, #EMFDSE 2 Akl &I & T 5Dr. Jang-Yong Choifk L ¥ |
HEEZ 331 D QMSE K HIH O fEFL-CQMSTHAE O A SOV T A W =72 & L, B
RIFZISO 13485 : 2003 & [AI 72 BOR FIH A 3% T CWE T, 20164 R~ D xf Ik & 4 Rt D
LEDZETLE, QMSHEAFEOAZMIRIISETH V., EHRKEIE220044 H 226084, 7
N—TZHELT, ZORB TN =TT LICREEIT) LWV D VAT LIRS THET, il
BHT7 7 ANORG THIVTEE S —FRAEE & 2o TOETHA, BRI EEFZDOZ &R
BHfEIZ 72> T iane, HANCH DA RS E 5 EDEBFET L, 7 7 X1, IVIZ
DWTILE ZF AR L OMFDS & 72 0 97, SRA T EARMITILFEHGRE L 2o T E
T, SR EIXEERES 2D ZORMFIIMFDSH @ & L THRH STV E
T, 72, BEQMSOERFIHSLQMSTHAED AT L, NEICOW T L 72 3EE RO B
A B ALEZ20ITHEORNEETRITTS, LD & TLE,

WIZ, PMDASVEEHEORKAMEE LV HROQMSFHE D > 2 7 L & "MDSAPFHH 4
WAEEORITHZIT AIUCOW TN DY £ Lz, BOSFAT 4 A0 v ¥ 3 N ChlE
MFDS2> 5 [ZMDSAPFAEHEEDZ 1T AU T 2EMBAHTE Y, ZORFIZONTO
BILOEmEN I DB ZTL IR E LT,

Wiz, #ERKMDIAEHZEE 20 A > /3—"TH % Young-Soo Seolfk L W ISO 13485 : 2016
22T, FRIZ20034FhR & OFEW A HFULNISHET A H D £ LT,

%2, EHEEISO/TC 210ENEZE 2O EHREIZE R K V.| ISO/TC 210D 1EFR IR
ISO 13485 : 2016 & HADQMSHE T & DBk, SHZOBANZ DWW TN H D F LTz,

WIZUDIOE v g & LT, #EKMDIAFEEREZE SO A /83— T 5 Young Kim &
D, HETINNPLEASNL D ELTNWDLUDIY AT AORFHRIIZOW TGN H 0 F
L7z, 20164E12 H EFRFEEE D —ERCLEIE DS AR S v, A H 2B B4 & 8 2 70\ WOV#iPH <
BESTEDDHNLIEI TSNS Z E E7e-oTED, ZOHRICUDIOBRENE FI TV E
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T SEtE U CIREBEREICHE 5 728 CTIMDRF Y A 4 2 ARCGS10 A il 5 = L &
o TEY, MAEOFHE TIX2019EIZ 7 7 AIVIZOWTUDI T ~ L5k L, Bk Z
e TS T 2 e &5 TnD L H TT,
WICEBE O FUERTEZH IR LY | BARDOERIGHER] = — FOBURIZOW T H Y
F L7z, BARTIHUDDAM & WV FEIZIT R > TOEE AN, EREa— W& 7o R
BOFRERIZ R B E A, ApE, IkGE, il HEOY T 74 F=—IdEH ST
TE L, 7272, BEFRESHENA—a— ROFIERIZOWTIREL S OENE SN TR
V. BTCDOAT =V RN —ZBZAATHEmPS T EREGSFENE S L—Y U T ¢ #Hede
HEIELTEDLNTWND EZATYT, ZNETORME, BURORE, 42%0HEt, 1To
WTHP YR RHLE W IZE £ LT,
iy TMedical Software?®t > > = Tld, #EIZI 1T HMedical Software® #iiil
BB v M 2 20 TBSI Korea®Min-Yong Choifk L W #7523 & W £ L 7=, Medical DevicelZ
SEINDNE D IPOHBERESCHEE T, EAANAT T VICHT 2522 EICo0T
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