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http://www. fda. gov/downloads/MedicalDevices/DeviceRegulationandGuidance/
GuidanceDocuments/UCM369248. pdf
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TOXMKREIZOWTHHRH Y, [ZNO0RERRET T UMl EFE#RIEE L, win-win® R
BENTNWETZW o FE Lz, £, HllYRICBT VX277 N =AM oA EF
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[7£ : ANVISA L) EE. £ PMDA gl $EE]

T, WEOBHIS AT DM OWTHAERMEEZED 5720, WEOKT B OELE O H
HRABHY F Lz, BAMO DI, BEDRILD ) vNT | i OL VS G E S B AR )7
DEEENA2 EBEIESNE Lz, 77 VMBI, BARANLO b b—=2 Fi O E RIS
IFAHOIREN 2SI E Lz, BEARMIZIE. e-CTD (Electronic Common Technical Document
S EBFACEIR ARG EADED b L—= FHE, A AT TSI BT AN
A RT74 v OFEER., GMPELE~OF T — =200, £7=, EFFH OO HLRVER
REDRENH Y £ LTz, ICHRLIMDRF~OFEMBAIE G2 EKW4 5 L & bic, ZaboEEE
OB T, AREBE L CWEZWFEOERIRINE LTz,

WEFEERNS L, ZOFRR0 AT 2ENHHN RSN E L,

AARDERBREERONREZ L LTEKBEOTREARE LV, RENEENNRE NI (PTCA) A
Bean7e EHFUCIZ Z 5 BARDEHEREGR DB SND L L b, 77 VNLVDEFEREG~DE
MEAETHHNA v E—UBRHVE L, o, BEOURIZTZ T, 77 VLHGIE /O
HHRELZ HHloLBEBOEEENBRONE L, PREENDLIX, 4% & LANVISA L
MHLW, PMDADOERAZHZTERILSE, EREDaIa=r—va  ZHELTRLWNED
CEREFAVWELE, RELBEBISFBE LU, INOHOBEREZERIIZITIED, X525
EOWhEHEL TWE 20N EEZ X THET,

5. 7a—XRes

Ay IF—ichtE, HEIYRMOZ o —X RSAP2EMICEY EishELEZ, ASAT
X, AEIF—TIrbnmilE L WERISEOfm e C R E 2. EO X ) ICHAEMEETRD
TV, BEERICED L D IEB 21T o T\ /e &L Bl T L ITIEREmMThbiE L
oo Z LT, 20155 S . MMICAREI F— RO e —X REEEEL TV Z &, #E
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FERICH B EE M REEEZ L TWEEL 2Rl WS OB 7Tn Y =7 MZ
DONWTEBICBEREE T EREERIELE L,

6. BZHVIZ

AEIF—KO7a—X REAEO3HMIE, REOHFESCEMEZ 1T U O &3 254 < OBf%R
FOWMOINHY . FRELHAFYBICE > THEFICRECTERFENLO LRV E L, 77 U0
TOREEVWI Z L5, BHYSRTHDLANVISAO A2 5T, 7T VNOERS « FEFEE
WEESCTHTITOIZERLMEI ZENTE, TIVNVOERSBHOBREZIEL, 5%0D
B O et REt T A RES LW L0 L,

77 UMD R HITEE D[ H ARIL R OFREEAT, s 27 AT KREEN TR
0, HRTHREMEIT> TS, TS T TV ERSH COMRKEL B L, Sl
M EAK Y 720D T, S%ITHREERIIC Z O X 5 72 F WA - Snom a2 oL, BANDL L
BFENTOVETLN ] E W) TERZTHEE Lc, AARDOBEIYFE & L THROER S I O3 RO
O EDE I REBBMNTE D0, SHREBICHRFT L TS REHEZBR 8B ES %
THEW-EEoTnEd,

RBIZ, REIFT—BEICHTE-T, ZH. TXRESELEHRSEZIILD LT HE
B BIfRE OB RRICRS L L B T,
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ISO,/TC 210 JWG3iE Bl
~2MRBIFE R DG T~

ISO/TC 210HM* K EE S JWG3 (3R LSS fikd . E B\

(InSightec Japan()

o o
1. IZL®IZ

AR ORME HICER L7 X7 28 9 TEC 62366:2007 Medical devices —Application
of Usability Engineering to Medical Devices (LA T, [AHE L WvH, )NITEEIIS{ES T
N2 ELHY, IAKBHENTBE LIS AN LvERA, LML, EEESROZHE
REML & Z AT E - CTHEIENEML T 2 HmICH D 2 &, EHAERHROERIIEC 60601-1,
JIS TO601-1D 5B L 72> TWD Z &b, WEOZ MO, K OEFERS L1rs 2
DOFFEOEINEI IS HEHmEDLZ L TL X 9,

ARHUE D2 IE DRRFI 3201142 6 BAbE S 4L, R EREBKZE (LT, [FDISJ &5, ) D
FEREREROFFEN2014F1LA ITITON L EEICH Y . 2015FITITHITIN D RIART
7, ISO/TC210 JWG3(IEC SC62A & DJoint WG) DEGIT D &EhA1 & LT, ABUE D 2R ED
B, KO AR L £,

2. Usability(=—H U 7 1) &% 2  AKEKO®EHGHEIT?
ABIFE T OUsability, Usability Engineering (UE) ®EFRA XU R LET, MEWEZBNTZ
LliTe FoOKHEE b EDIVET, b FOfTEME, KRR & DR L BTl b -

K1 Usabilityblx? COFEROEMIE?

QIEC 62366 2iRXIE/FDIS THEE

3.16 USABILITY
characteristic of the USER INTERFACE that facilitates use and thereby establishes
EFFECTIVENESS, EFFICIENCY and USER satisfaction in the intended USE
ENVIRONMENT
BRI AERAREICENT, ERESFEEDIC. DRI BEENBELTERATESD
DA—HFALATT—ZADEMH
3.17 USABILITY ENGINEERING
application of knowledge about human behaviour, abilities, limitations, and other
characteristics to the design of MEDICAL DEVICES, systems and TASKS to achieve
adequate USABILITY
THEA—YEYT1+EERRT B0, EFRER (VILIITED) LTORASHEDEE. &
UHBRIEE. EbDTE. BEN . RADFHEICET 2HBOICA

v oERBDGREN EFOFTENER. fE7. IR
v SNEMAHEESIEE FEE. HBVEVNVEERE
v

ZELT. REICEZBE

o Rkl RBEREHTHIOLR
Usability Usability Engineering

Eigdi— 2 — 2 %875 (20144 OCTOBER) 45



(i i A A A A A A A A A A A A A A A A L A A N A A A A A A A A d e

AT OFE L WD WEWRER ZZE LT, HHE - BEE DUse Error (24225745 H) 20 5
TEI)a—V—A =T 2 ZAERHHBET L7 0 22 HET 200, A& OBE T
T, EEEIROY R 73X DA hO T a ZAHHKISO 14971 L B Y OEWHIEO—>T9,

3. ML IEDT 5 & it

2007TFITHAT SN2 URDBEHRERNSU T D7 4 — Ry 73 ) £ LT,

(1) UED 7 vt ZABREHETH DIV,

(2) IS0 149712 & D #ARAIAD 2 DB RHETH D,

(3) MHEE (A X A)DFENEN, b o L@EURHEFIARIZL,

(4) Association for the Advancement of Medical Instrumentation (LA T, TAAMIJ &9, )
®OHuman Factor Engineering7 A % > A, FDAW A % > A (Applying Human Factors &
Usability Engineering to Optimize Medical Device (2011. June)) A& L TIE LV,

INHDT 4 — Ry 7 2R L LT, 2011FE0 D 2MBEDIEENBRIGSINE LTz, ZD2
WELIE D 7 &2 BfR$ DR A > MME, LLF3DICENTE T (X2),

RA Y M : UED 7 vt AFRFEEZHE LZIEC 62366-1(Normative) &, UE% i itB
RTHEHNCEER L TV 720D HA X A THDHIEC 62366-2 (Informative)
DEENZ LV HERICT D720, 2008208 T 5,

RALR2: VAT ~R VA v R & HE LT2ISO 14971 & O&EE|I 7 OEN 2 BIfElC
LT, IEC62366-1CHET 57 at A L ERFHA FLE T,

ARA > b3 UEFrA OBEE - HEE - a5t 715 - §10 715 2 FDA/AAMI® Human Factor
Engineering (HFE) Z£&3Z 2 E T 5,

RA v F1OFHB E LT, FDISE Ti# A TWAHIEC 62366-1DHE THER Z X317 L&
T BERFHOMMBICLERMBELZRE, ZOMOWBEELZIEC 62366-21281T7T H2EHIC
Mz T, PLFICHT 2 L D ICUROAR— PR L ONEIIREL EFEIND TETT,

Usability Engineering® FE N A & X L OALEST ThH HIEC 62366-2TH 2, AFET
A= NI ED FZ77 MEBUTEATEY . ZESRE (CD) 2320144F 1T S5 BT &
DET, BIKTIOR—TIEETHoZ1IE, IEC 62366-12336-2—, IEC 623662753140
N=UTEHEDLETIT6N—IF IS HAE H TT,
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2 IEC 62366HIED B F
1. BIBERN (ERBIFEHAAT D RAD D EE)

IEC 62366-Ed.1:2007

Medical devices — Application of usability engineering to medical devices

IEC 62366-2 IEC 62366-1
Partg: G‘uidance on Fhe Part 1: Application of the usability
Application of Usability engineering process to medical
Engineering to Medical devices devices

2. IEC 62366 ET ZEfF T H3DDRA b
O A3 (Normative) LMt IEBEH A4 > X (Informative) D& E
Q YRITRDAVMEKEISO 14971L D B RS
Q Usability43 5B DS - FEDORIF

X3 IEC 62366-1 5.1 Prepare Use Specification

IFDIS DRk 5.2 Identify User I/F Characteristics 1Z Scope
:| related to safety & potential Use Errors RLIZRE

5.3 Identify known or foreseeable : - fkbnormal Useld
Hazards & Hazardous Situations . &
i 2E BRI
5.4 Identify & describe = |SO 14971
Hazard-related Use Scenario 3E FiE
Principles (4Z) :
i| 5.5 Select Hazard-Related Use
41 —RIEREIER Scenario for Summative Evaluation
» JOEREBE :
5.6 Establish User I/F Specification
= YRZAUPO—LFE | P
B ODZRIRAL : : T T E
. : | 5.7 Establish User I/F evaluation Plan | : =g
Usabilitys@ FH &K i | 5.8 Perform User I/F design & | MEEC
42 TELER Formative evaluation ’%i@%ﬁ/\@ﬁﬁﬁ
4.3 EABEMEY 5.9 Perform Summative Evaluation | ! M*HE:% D HHEONRS
I—HFEYF T S= Y '

FOtRFRGIZEEFTS7-4 | 5.10 User I/F of Unknown Provenance | : NP
D—BHEREE : i WEE A5

A—HEY T ISP FY 0T Oa+X
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4. VRI =X YA FRKISO 14971 & OBE (R A > 2)

ISO 1497113 Decision making process¥it& T 0 | [EEHIRDO U X7 v X A &GS
LB EZHWET, —FHIEC 62366-11%. User Interface D H¥Ea%FHZ 51T % Usability Design
process & HLE T A& EIZH 5 & O E SN, JWGSEEESE COEim,. FEa A b
FarzB LU TRM SN TEE L, ZOKEDHOMMEDO S & 2008 D 7 vt ZFHEX
ZoR LT DN KA4TY,

E4 1SO 14971 Risk Management&E DE8E(L ?
e il
Risk AnaIySIS |SO 62366'1
v THET BHUser
Risk Evaluation InterfaceM &£ %70
Vv R
Risk Control | :
v 3 &y i
Evaluation of overall residual risk
acceptability 0 I1SO 14971[%Decision Making Process
¢ EEBEDREYRIETIRDAVNT B
: HiEmG LR E
(Final Reviow t authorion ail the 0 IEC 623662 Usability Design Process
activities ) REICENDRFBAMNELLZ U KSUser
v Interface %519 27O RR%
) - - HIWEREHZBITHRERIBLERE
Productlor;nafggr:;isct)-rf)roductlon . SIWERECEIFBIECE2304E S
I - FMEA/FTALRILERETY—ILERIE

ISO 14971 DRFI S HITLL T O#E Y T,
o HLEHZ L L To U RTZiMPolicy, K OME 4 DR D Y A 7 52754 Wr FEHE D P E
o {2 DEBUIRREIZ KT HFRE Y 27 OFli L U 27/ %h A ¥k
o U XU OARIN ik
o WL L TDOYRT~RT A MGHE &0 FAT SN O REEFER
o HNBIFEMOUE, TOXIG, LY A7 ~v3x P A T ak AikdE
IEC 62366-1D4H 5 #1113 Usability Engineering ik « 7 ut A& HWT, U X7 587, #F
fli, 2> ba— 2O ROFMEZITH> 2T, DPLRKBERENGTTN, H/WON—FK
7 =T ) O EERENT - U R 7 558 FEToH HFMEA (Failure Mode and Effect Analysis) .
H/ WD AP — R - fEBRREOFRFE & U A 7R FB &~ -G ERHE., S/W(Y 7 ko =7)
DY A7 ERIMEDILDIEC 62304 & [ UMEDIT b F2ET, REREXEETOEN LIZD
EIRE D ME ST BIEZIT O O, ZTNEHOTITIEED X 9 1ZUser Interface 5%t Lk
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FTHUTND DL D FIEICHRINICIRY T 7T m R« FEEZRET 200, ZORKOK
%U—’Gﬂ—o

5. UERrA OME L 1T 2 (KA > F3)
2fFDIS SN D0 L E T,
(1) Use Error/Hazardous situationHELDET Vv Z7R L7 X51%, KHEEA (#ER) 505 H
T9, User Error34 U DS ITLLFO3DITHFHETEET,
1) Perception Error : #/x SN HIE - Fin 2 EME RS HE > TZITHR D,
2) Cognition Error : ] Z (X /1 Z IE L < FiAHl > THEDOEREZFME T X220,

3) Action Error : IE UWEEAEFNEILZ S 02> TWAN, g L7\ OB E TR I
HY OEAEZ LR,

K5 Use Error, ERREHBEDETIL
H d
ot | eI RS ER
n [ZHEE REEHT
(F Rk i R SEMRIKELE
Perception
SHILiRS Perception
arror
A 4
Device User Cog-
Ficesssing function task m ’;':',?,’J
Action Action
inpt TR <+ Use Error ‘1'
Hazardous
Situation
(fEIRIKEE)
RERICKI D EE#S-EH
RELHET5ERIKEE
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(2) 2R CEASNT-HEZRLCEEOE LT, AAMIOHFED A # > A FDA® Usability
A XL ATHELN TV HEEZSEBIZIURTHES TWAIHEEELE LE Lic, JWEHEFHIRN
Verification CJ, 1l TiL. [User InterfaceiX 7 #5723, Usability Specification THLE L
ToAERR (U A 7RI R) LA LTS Z &2 MEAET 2] L DB 2 NG, IS0 14971 L A U<
VerificationZ i > T\ & L7z, 2 TixZ % [Formative evaluation) (ZE &#x £9°, [fi:
FRIZHEE D X% EHB%E L 7= User Interface®Usability23 B 2>, E TR D 72\ )& FEAM - 78
kL EomE CTHICHET DS % D) Z & A Usability Engineering® 7' 1 2 A TlIM 2
THdHEDEZNLTT,

71 1hR&E28RFDIS D& Rl xt b 55
ik FRE:

3.7 FORMATIVE  USER INTERFACE EVALUATION conducted with  ZER{E#RIZE D<User Interfaceik

EVALUATION the intent to explore USER INTERFACE design StDEE@ZEL | Usabilitylt EE1E
strengths, weaknesses, and unanticipated USE KTBIENBELEZ NR—R
ERRORS

3.13 USER INTERFACE EVALUATION conducted at the  User Interface D F#& 5l & D1

SUMMATIVE end of the USER INTERFACE development with BT, REIEEIZEITS
the intent to obtain OBJECTIVE EVIDENCE that Validation&RIC k5748 &

EVALUATION the USER INTERFACE can be used safely

3.14 TASK one or more USER interactions with a MEDICAL  Use Scenario% &2k " B 0 B i
DEVICE to achieve a desired result ERDEBRBIRDERFIE

3.19 USABILITY method for exploring or evaluating a USER ERL-FRBRETT. ERLS-

TEST INTERFACE with intended USERS within a EREERER T HENZKDUser
specified intended USE ENVIRONMENT Interface® §Tfi /7% T

Summative EvaluationC{ESFi&

3.20 USE actual conditions and setting in which USERS ERLE-FERRKR. IRE. FHE

ENVIRONMENT interact with the MEDICAL DEVICE

3.22 USE specific sequence of TASKS performed by a User Interface® N L CERAEHLE

SCENARIO specific USER in a specific USE ENVIRONMENT ISR H AL TaskEEHLTLY
and any resulting response of the MEDICAL BFEERLIRT HED T, Usability
DEVICE IZBT BRI . B E

HFiE
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6. 1R & DL
(1) TEAERK : R2ICH A R LET, BEEINDERFHIFLL T TT,

1) [TZoHKICEAT 2 7 v X2V, 23 DUsability Validation Plan Tk 7o 52 25 L e
T %6, BB Y A7 3R L BMT 1 & D4R LTe T — R ERFHDOKRE Y
A7 OMEHENI2MTITAIBR SN ET, T TITHBILIZL 912, BR Y A7 OB/
% L 2 OHIWNIISO 14971 DEEIZD 5 TY,

2) TeH HaiMA®E ), [7TH b L—=2 7RI 2 2REFH] X, 2/ TIE5HED User
Interface Evaluation(Zh% 0 iATe T E T,

3) 5IHUsability Engineering Processi®, ISO 149711ZB8# L, ZHIOMHEZEE 2 7-7'1
TABEICAELESNET,

72 1M E2BRFDIS D #% pixt H 3=

1 3 FR &6 ZR2ICHEIIERBBENOLI—FEYT, TOZTYTT0Ot
AEHRE (REGEETELY)

2 5| AR ISO 14971 (ZEFE#L)
3 & IEC 60601-1-6 / 1SO 14971 FHEE FDA/AAMI Human Factor
D P BE Engineering®h > M FAEEE A
4 —fBRIER  « TOERBEOER s TOEREEOER
» BREBYRIZRRMLEE = RS2 bO—)LOptioniRTE
» RE(TEBEFERADEAER » RE(CEBEFRADEAER
» XEERETE = XELCERRTE
» AT EHRBTHRE s RE—YVTEHBRTBEE

570X 1SO 14971,MNT O REAEME 1S0 14971 DZEEIDIREZHE
EHLE-7O0ERBE ZTHOTOEREE

618 Y%z BAZ (Accompanying
Document)ZBA9 5 EREIH

718 fo—=2 T DR -#HIZET
SEREIR
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(2) Usability Engineering Process : X6(Z1it. 2iRFDIS, ISO 149710 7 1k A DOHEE % /R
LET, HSETEEN RO TT, HETREFHIILLTTT,
1) 20DV A7 53 OFSIENTISO 14971 & IZIFE R UHERLIZ 72 5
2) UV AZFHMMIZFE YT 2% 7 1t AD25T5.5 Select Hazard-Related Use Scenario for
Summative Evaluation& L CT#E A X415 (UE CTidProbabilityH & (38 L\ & O i
HHN, MHEFEATIIProbability & HiE bRt SN D TETT, )
3) 1R VerificationiIFormative evaluation(Z, ValidationiZSummative evaluation(Z%

BB,

B16 1iR&E2ERFDISOT O+ 3t
-—| 5.1 Prepare Use Specification |% 5.1 Application Specification |

5.2 Identify User I/F Characteristics
1 J Za ﬁ*ﬁ' related to safety & potential Use Errors|
5.3 Identification of Hazards and

BT AR,

REBFEDETE 5.3 Identify known or foreseeable Hazardous Situations related to
INF—ROHE Hazards & Hazardous Situations Usability
YR DHETE

5.2 Frequently used functions |

A

5.4 Identify & describe
— Hazard-related Use Scenario

J| Z7§$ﬁﬁ ﬂ 5.5 Select Hazard-Related Use

Scenario for Summative Evaluation

5.4 Primary Operating Functions |

5.5 Usability Specification |

5.6 Usability Validation Plan |

—I 5.6 Establish User I/F Specification

NN

JRoavko—)u

Y ZHER ,« | 5.7 Establish User I/F evaluation Plan | ::d iLrl:;Ib;ithI:;g;f:ce design
- O—LFEROZER /
AV EE—ILFBRORE 5.8 Perform User I/F design, N .
implementation Formative evaluation 5.8 Usability Verification

YRYavko—)v
FEBR Z H DI 5.9 Perform Summative Evaluation 5.9 Usability Validation
YR4Y AT — of the Usability of the User Interface
CFERAL VH—R IEC 62366:2007
. T;xjjiﬁﬁz%,?ﬂ k 5.10 User I/F of Unknown Provenance |

ISO 14971 IEC 62366-1/FDIS

1. AARTOR IS
INET, MK EDH R, KA b2FLOTEE LI, 4%I1F. ZOHEKBOEZEM)
B, 2QMUTIISIEREE LW EX TWET,

googn
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L — 7 EEEG TS /MDA & O skl
~I L= 7 EEERERERRERIEITONWT~

EmEsEEEEES 285 KH B

(MTJAPAN,” 7 /L E (#H)

o o

1. IEUwic

< L — U T EFEESIHEIC OV TR, IRECTCHARREEICLD “v L — v T EREES

Hifi % 5 : Medical Device Authority” (LAF, TMDAJ &9, ) & OHfEi &2 EiAZF5 R, 2014

5422 A TMDAL ¥ . [HGHTFE A1 E (HREKANZE D573 [E - HUk) 0 /&GR - FBAEZ

[EPRHE IR D IRERGFFR OB N AR INE Lz, HEEEONRICEA L., SV To

ERAZ T D720, 2014F9A5HICMDAZ R L, fER - BAEEZ K> T £ Lz, #MEELL
ToBmYwERLET,

HEF L. HAD G PMDAERSH O HE AL, # E
T, EEEEEECREIEEER T VT RS IVAR
A, Fo, BMHREEOETE DG 2 bR LT
HEE LT,

MDA~ 51, Mr. Zamane—Chief Executive, Mr.
Ahmad-Senior Principal Assistant Director & 23 )i L
F L7,

71 : GHTF (Global Harmonization Task Force)
2012412 7 12 ¥ B HIAERTY,

2. MDA & DT A M

XU ®IZ, PMDAX Y HAOFEEHH| i
DONT, AT REAWVWTHELLLHHLTEZ
F L7z, £/, MDA OERIZX L THEY
fe72BI% %2 L CIHWEFIZ LY . MDAD K < )
O HAROIKFEHH, EHIC L EREK A R
LTCHEE L,
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(1) GHTF%WLA\ ° munLT:DDf?—H]%%EVC@EEE%% E
WIZ, v b — 7 EFEETOGHTFEAGR - FREMEIREAICRB T 5 RFEEHRIC OV T

HERAITVWE Lz, IEFEAETIE, YREROZET UV AFTFR4ER (RD LT5L 00
FoHESTHET,

[#F1 ~ L —37HERE GHTFEAG « iR filgHFa CoERko 5 2]

HH MDAZRDOT BT A
1. SEYAT A [SO13485 0 E~ %Y A v bV AT AGEHIE*
2. PMS (il %) 1) IS013485E: & e FH T Ol &/ S — ™
i) SO TREGBEEOLEN « AhtEo T v 2 *
3. Premarket 1) ®FLOAGE - AEO T ET A
(TTIRATEAHIFEED i) MDASRAHE E*
4. HAEHSE v L=y T7TEXTCOBWAESE

SIHSCHR : MDA Circular Letter of the Medical Device Authority No. 2 Year 2014

EHIC, EMELIY BHA - KE - EUS CTOfRATHFEEEROBIR &z, BARAOHFEE
BE L7 AR FEEERIORE L ZORME /R L E L,
MDAZLRODO T 7 o ZTDOWTIE, HAROIEFHIG - 5FAGIE CILEREICEE L2 E D
HdH Y (ERFITORH), FERFEHOBKRENND Mé?éﬁ%@itfyzGﬁ%éﬁﬁ
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