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essential performance
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— Collateral standard: Usability
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Annex A

= AT (TAH oFEERWICELT

1 L@z

FHA R RS MR E RS (BATEE) EFEEFERE T 1 K74 i E B s RFEE
H) B EREE OERE DA LTIREE ISR (BEBEAT LB A7 L) EEHA FFA VBEYV —F
T N—TTrE, PHFEE (FRL 17 F5) ORNT NRERES#IE AL OB & LT IRERERIC
HHIAZ N FHBIAT.O (VAS 25T VAD) e LESRB A T.OLEE (TAH) ) S EZE LA RERRC
MR AEA OB E L T ERERR A T OGBS RIS E 22 THA D 2 Enbh, Zhi
DWTIHHRELTRS ) &L, ZEOEENEL LTikEs UTHBAT UM (VAD) 248E LK
Ml b LCi#EDT,

IOREEZ T, FERITMERFNEED 1 2L LT TAHOBEWIZOWTORN21To . BRIHE
EriEDD FTOEZFTE LT, TM OBFIGABREThbRZI O WEBEOBRB L TORR %
THER LS00, 1) BETDIHA FTA B, FROBEMNECES T D TAH b F D7k AR AT O
DBEHEIRALCEAMETHOTHTHD Z L, 2) ERESLOBANLH T, KERLEKMZ L TAH
OBEFIS A BT LA Tt TV S MO Rs# & bele L CHIEE 2 3 b O Tiav 2 &, @ 2 512
DNTH B E T,

BERPREHEEOFME L LTk, 1) TAH OB - BIRICHOBEHHE RICE SR LRED
TAH BEARIG R ORE £ F &£ . 2) ALOBEARHICEET 2 @B ORAIL L5 TAH O Bk OFEE
BEImOFE LD, 3) ThLORERBR - MLCESSANA FI A VHEFETOD TAH OBV IR
TEHRE, OIEEAREL., IhHEARESOFER S E L,

2. TAH DR Y 32 % & BRIE ORI ORI
1) TAH DBAZE - BRIKIGH QBRI il &S R0 3L H OHtg

HBOAET TALOW &0 H%EE. BE - BRRERICEET 5 A0S (T Tid/a< vap) %
BETHLOLEbLN S, EBEEAERICBWTIE, VAD 2% 1980 EOEFIOQ RS H O Myt £
T 850 FILL L OEFICH L TRV BN T E0iIx LT, TAH DEEFIITE< Rvind, BEMNZRH
BE L THBLEVRETHLILEAD, LALARSR L, RO AT OBEREORESICE 2 M54 .
TAH (3 VAD & WATL TRBAFT S & & bi, BREPOCHEBNR, £72H58%RTIZVAD LD R
BIZRRICABEDONTERLZLLFETH S,

HRENO AT OOBIHESR T, 1957 F£42 Akutsu, Kolf i2k 5 TAH OEMHERR L X TEY,
1958 FiZ4Tdo4 72 Kusserrow 12 & 5 VAD OFRFOFERR L 0 LEIT L TWD, BIRIEAIZ-2WTIE, 1963
£ DeBakey (2 L ALERETENY 4 7 77 LB VAD IZ L AKEDHBI L 0 (BN OO, 1969 FiZid
Cooley MERIEERENE @ Liotta B TAH Z AWVVTHRM O AT O L 2 LB ~D 7Y » P %17
T3, 1981 FFIC ik Akutsu TAHIZ X A 2 FIA 07 ) o P ERBIAL DT d, 1982 FH 5 i Jarvik-7
TAH 23 FDA OAREZ/ TKAEAEZ BRI S L TERIGH &7, 2O Destination Therapy & LT TAH




O 5 FICh ik (BEORRATERDT 620 B) 235, 1980 % BB~ 7 Y v
e UTHEE L THGC SR, Jarvik-7 TAH i3+ D%, MARERIESDRKIMER EOSHFE, BETEO
MR Sic kv —BEHV O e o7od, LW BLES L CardioWest #HiC iz 2 & & LIz
E M EEEY . BAEIL SynCardia Systems #h~E B4z L TRAREETT ) v PERE LTHV LR
T3,

2) BAERRRGH XT3 TAH

BRATIE, ERCZESEREN O TAH T3 2 SynCardia Systems #8800 CardioWest temporary Total
Artificial Heart (TAH-t)7%S, {DHEBAE~D 7V oL LTHAT® 20 Ofift CFER S TS, =
& KFE TR SN Jarvik-7 TAH OEHTIX . 1993 4512 Symbion #E2> 5 Tuson D 7 U /' FkF University
Medical Center (DMC) {Z#>TC CardioWest #h& 720, IDEXHB LTI HICT Y » & LTHEAIR
Teo 2001 FEIZIZ IMC EDAE T 7 b F % Th D SynCardia  Systems fHIC i E IDE %8R,
2004 4F 10 A1« BTT BRIDOMEA TFDA KGR A HIS L, 2005 4FE 5 ALIICE~=—2 2L T 5, IDED
pivotal study Tit. control B> 1 FEAMER 1% LT, CardioWest TAH#E (79% 037 1 w VR4
IZHRTh, ¥IED BTT 7 /3 RO TIXREBORHDER) o 1| FAFRIL 70% ThH Y (NEJM 2004; 351:
859-867), F7=7 V) w VILBMEMD | FRUS FAFRIITNEN B B LV 6% RO TREFTH
o7, ¥7. Excor TAH-t portable driver {% 2006 £ 7 HiZ CE=—Z7 #E& L. 2007 i1k E Tk
PHERBS L URRERZ AN E L-EROREEZHET I TETH D,

—F., ERNFEEIALROESMEHE) TAH TH 5 AbioCor i, AbioMed iz > THR Ahi w2
ERIRIARESEE) TAH 2 27 5 TH 5, 1988 §£17 BALS & 4172 NIH @ NHLBI {Z J 5 Request for Proposal
(RFP) TO TAHRAR = 7 b, S 51T 1993 EN LRSI 2 BT S Phased Readiness 7127
ZLEBELTHABNED LN, 2001 £ 7 BICRAOEKH TOEAL BTN, Ll 200459 A%
TIZ 14 AOKRYMOTREEE ERMLPICECT 2 RN WVEE) ICBDIAEh, FHECIE 2
i, mEAFZ 512 ABTh -, 2006 £ 5 HiZld Humanitalian Device Exemption (HDE) & L T FDA
OEBEET, BEMLEMSREO LR TS, 7o, HIE [TKREERE S ERRMHESE (FOC Act)
CHRE SN NEREBR TOERBROBARTHLY, [ERAROEFRABRICET LHFMNEE L
HNE T, HAENITE MBI RV,

3. ALLBEEREICHEETLEHOMAICL S T ORROERESROE &
1} FDA : Preparation and contents of application for ventricular assist devices and total
artificial hearts, FDA No. F89-33838 (1987)
1-1  FA FVIZVAD & THH OREICHET 5 6L THH LB EN TV D,
“GUIDELINES: PREPARATION & CONTENTS OF APPLICATION FOR VENTRICULAR ASSIST DEVICES AND
TOTAL ARTIFICIAL HEARTS”
1-2. AT VAD & TAH ZKRIT 2 RBIIFE 2OAE, 1 BRROZ VAD ISV TORESZ LD,
4.0 TESTING, 4.1 IN VITRO TESTING, 4.1.2 System Characterization




“For a VAD, with the jock (mock @ typographical error & B $o414) ventricle in a passive

state, characterize the VAD response to simulated ventricular fibrillation.”

2) NIH:

Phased readiness testing of implantable total artificial hearts, request for proposal,

NHLBI-HV-92-28 (1992)
2-1 FEARENC, ZAMUALT TAH B84 5 RFP Td 5 O T, requirements iE TAH % #ifig & LT\ %,
2-2 R 50T, STATEMENT OF WORK, Proposal Guidelines \Zi0#l &AL HLLTO L 5 A HIAIT,
TAH IR L BETHDL EEX ONRD,

2-2-1}

2-2-2)

2-2-3)

2-2-4)

2-2-5)

“The TAH must be capable of supporting the full cardiac output as described below”
— TAH THL 100%DERHYALETHY | CORNZHETHI & I TAH DERED
HLTYRTHD, MATRETLILETZVEEDRD,

“It is required that the implantable TAH be specifically designed for a selected
anatomical position in the human and the appropriate dimensions.” - TAH TiiF
PRl A 7R RIAT N A7, [ FHEEHE] BB LER - b1 X281
Ariikbdond, 277 BEOZERH-ThH, VAD THHRAIFHEAHIEETHY .,
WA HB L ERBE L L TRRT 3 Tho L BbiLd, |

“It is desirable that control of the systems emphasize auto-regulation (e.g.,
Flank-Starling mechanism). = TAH TlX, 777 » A&V > FOiLB| (natural heart
DT AL preload sensitivity) 72 HFicE Wi ABESMEL RO EAREEL
W,

“Appropriate control techniques must be developed to account for the flow
differences between the right and left ventricles.” — TAH (Z#E)2 [EAHRE
R R DR ba—ARRINATAS L S RFEATETND I &, ZAUTDWTH,
TAH 720} Cride < BVAD K HBRD Z LR F A D DT, AHA KT A VIZEWTIL, TAHD
HACBET AREFEIE & (XTI TAH - BVAD i oW Coit#k 2 752 & LEbh D,

“It is necessary that potential catastrephic failure mechanism be eliminated from
the TAH design.” — TAHIZIIT B fail-safe RO EBEEHIZODWWTOSETHS, L
L. BEOEZZHNVADICOVWTHEALD L THY, HATHLT HLELN LA
bhd,

3)  ASAIO-STS: Long-Term Mechanical Circulatory Support System Reliability Recommendation.

{1998)

3-1 General Requirements {2 = ¢ paper THR Y& 5 MCSS DEFE L LT, VAD & TAH OIE AR =
NnTnad,

1 General Requirements, 1.1 Definition of a Long-Term Mechanical Circulatery Support

System, “A long—term mechanical circulatory support system may provide single or




biventricular support (e.g., a ventricular assist device), total cardiac replacement
{e.g., a total artificial heart), or other innovative methods to provide circulatory

support. These systems may be used as, but not required to be, an alternative to cardiac

transplantation.”

3-2 VAD & TAH 2 KRIF A FBLTIA SN,

4) AAMI Technical Information Report TIR26-2000 Ventricular assist and heart replacement
systems (2000)
4-1 %4 PLICVAD & TAH OEFIZBET HH A F L ATHS ZEBRILEN TV S,
“Ventricular assist and heart replacement systems”

4-2  VAD » TAH # KRIF A RBUI A L7,

5)  JACC CONSENSUS CONFERENCE REPORT. Mechanical Cardiac Support 2000: Current Application and
Future Trial Design (20601)
5-1 Mechanical Cardiac Support QEIRIZ DWW THATNADTHY ., VAD & TAH KR L 7-Fids
=AW
5-2 {A L. REMZBKHAHOIHELIXLVAD CHT 2 60T, TMEZE#R L TRRLAFETEA LR
e,

6) IS0 10993-1 Bicological evaluation of medical devices — Partl: Evaluation and testing (2003)
6-1 VAD & TAH OREBNCEIT D a< vy,
6-2 4.2 Categorization by nature of body contact, 4.2.4 Implant device, b} blood iZiZ, &
F o TWASEIT VAD 128 525 TAH iX720y,
“devices principally contacting blood; examples include pacemaker electrodes,
artificial arterioveous fistulae, heart valves, vascular grafts, internal drug-delivery

catheters and ventricular assist devices.”

7) IS0 10993-4 Biological evaluation of medical devices - Partl:Selection of tests for
interactions with blood (2002)
7-1 VAD & TAH OWE L b RBICHFTENL TV D EBHAR STV D,
5 Types of devices in contact with blood, 5.3 Implant devices

“circulatory support devices (ventricular-assist devices, artificial hearts,
intra—aortic balloon pumps),”

7-2 6.2 Categories of tests and blood interactions, 6.2.4 Implant devices {2k, 7 A FE
TENT IV THFIT VAD & TAH O KB 258 L Tidh ey,

“Test selection criteria depend on the specific device evaluated.”




ERRESINRTNDLDH,

7-3 Annex A (informative) Preclinical evaluation of cardiovascular devices and prostheses,
A. 5 Ventricular-assist devices and total artificial hearts {235 T % “These devices can
induce ++++” MEIIC, MEFXFETEO>TEESNTEHINLTWDS,

7-4 Table 2 2BV ThH, TAH & VAD i TR LERICGEI ATV 5,

8) 2003 £ 1S014155-1 Clinical investigation of medical devices for human subjects - Part I:
General requirements B XU

8-1 VAD & TAH # KR L= BHEIT R OG-, VAD. T 2F TR L 2< A b2 o T,

9) 1IS014155-2 [@] Part2: Clinical investigation plans
9-1 VAD & TAH Z B L7-&#EEIIR ozl o7, VAD, TAH 2 B TR L2 A Otz

10) 2000 £E 15014708-1 Implants for surgery — Active implantable medical devices - Partl: General

requirements for safety, marking and for information to be provided by the manufacturer

10-1 VAD & TAH b ZOXCEOHMBRIZEENHAERMLME TH S5, VAD, T 2RIV 2R,
HRT. BB AAVAD & TAH ZRJI LI Rf SR b A L ew,

11} 2005 4 1S0O/CDV14708-5 ISO/TC 150/SC6 Implants for surgery — Active implantable medical
devices — Part5: Particular requirements for circulatory support devices
11-1 3 Terms and definitions, 3.3 atrial cuff 28\ T TAH ICEBEMNR.OUED 7 OERVRA LU
5o
11-2 FEH draft Tid. &7 total artificial heart 38 KR ventricular assist system/device
(VAS/VAD) DRCEN A b, AXERWTELZIMOEL D Z EPHREL > TV D, MEEXZTDHDH L
WO EAREES T, LA VAD ICHEBI I SII oW THRT A E W IITERFE LS 2o T D,
11-3 BELWITHEFTPOERTH B, LIAIO draft TiE VAD DL EZBEL TWEBEbhoE
A, TAH # E O~ LUEFTEN TS
11-3-1 6.6 In Vitro design evaluation and system performance testing, 6.6.1 Objective |Z
T, “This testing includes the characterization of all time dependent parameters
in either pulsatile or continuous flow systems as both types of circulatory assist
devices can operate with the natural heart in a pulsatile environment.” & iC#a
hTEY, VAD OZERRE LTEPNA TR, ZOHZIIEHO draft TIE “In both a
volume displacement pump and a rotary pump VAD systems, this testing includes the
characterization of all time dependent parameters as they operate with (or as a
replacement for) the natural heart in a pulsatile environment.” & ®HCLE X1,
VAD AT 5B THDLI Z EBHL N TV D,




11-3-2 6.6.4 Test equipment, 6.6.4. 2 Circulatory simulation models, 6.6.4. 2.1 Physiologic
limits (T4, BARTO draft T3 E GO TFET D2REE ARIZ Lo &# H o7, "Mock
circulatory loop limits on systolic and diastolic pressures and flows, natural heart
beat rates and S/D ratios, and vascular compliances and resistances must be
appropriate to the intended diseased patient population and not limited to those
ranges found within “normal” human patients.” ¥ 7git, VAD O 4% SHAIZESV V-
FRED B o7, RO draft TRHZOBSIEEMOICEERLZ LGN T, T OHEIZL
EREEDS A UipnEddkiT E deo7n, LA, VAD KT AR LW OB E R o7, "Mock
circulatory loops shall be appropriate to the intended diseades patient population,
and not limited to those ranges found within the “normal” population. For those
devices used in conjunction with a patient’ s native heart, the in vitro performance
testing shall account for native heart rates, and systolic/diastolic pressures and
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flows.’

4, FHA K7 A REFEETO TAH OBRWVIZET RE

1)

2)

3)

4)

(AHA RFZA LTI VAD & T OBEEROFH> &) #ARTE, T4 F7A EOQ)EH
CHhLNE T, RIEFRALLES L TR AT LW RIS L2 THAI 2 &
e, ZHZoWTIIEIRE E LTHR D) REIRT S,

JRAIE LT TVAD & TAH % KBI3 A R#idiThe\, Bt VAD & TAH 2@ 5 —MIERNZ-OW
TOROREEITI, =L, VAD & TAHICDWT, TR EFNOEBGEORMICS Y- 58N
FMA2ITH LSRR TH D, VADBIL U TAH TN NICHERNLBESREIC VTR, LB
UCERMBOF A AEBHE LU LTI 25 (IS0/CDV14708-5 & draft Til, TAH - VAD 3ki@
DEFE KRR & Lo, —EIC VAD BT AR ROTEL L 2 @S A b A),

BITE(CBEE LT, VAD & TAH OAREIC & 23MEEH R A2 LI o0 Ch T Dl NEILE TF
BiAl, BEHLAVREMZEGHEEC OB S H D | fSORO RN MmO & Bt
HAEBRENSELLVE I ICFSICEIET S,

MR ERTEICE TS VAD & TAHOZROKEIT, LUTOIHRIBERH D, TR OHEHFCFH
EEHRE L THA FFA VIR T <& )T LICRHE2ETS,

4-1 Atrial cuff X TAHISE QRIS THD, Hic, VAD DRSS, #Ehfa sy a4 v b, L3R

H 7. BRIMEF v e ERGE ORISR S VD,

4-2 Mock cireuit OAERLIE, ISO/CDVI4TO8-5 - LB EN TV BN, TS R L »TERN DL D,

TAH & VAD Tit. ¥ native heart (2R Y § 3/3— R0 pulsatility DT 5OLEMICERH
B, ¥, ERMOrFady FELDEHTZ T, FRIEROL~WHRECRRS,




4-3

4-4

4-5

4-7

4-8

4-9

1987 D FDA HA K74 T, VAD DIFEITIL in vitro BRER T VI BF OERENVRIE 2 HillE T 5
VEHRRMEN TV D, THIZIR O HA5AMERY, —X, VADITKWT in vitro BB T VIl
OIS TA R7 A2 UTERTHZEDBMENY I MEIKRFHEET S,

VAD iX BTT, BTR. DT DT OMAMESH Y, TAH (i3 BTR OREEHIT 2V, A A KT 4 %
D@ FGITE., ZOZEREKIEBRLRVREER->TWAHD, & UIIRELBEIT W
Bbhs,

TAH i 100% OEBEBREANBLETHAH N, VADIZ (A2 DF A ZAOFMICHL L3588 &7
L% iEAvy, ¥4, in vitro BB, in vivo REETHRMEICEENA LB LA, FHREM
-ERARBEAER L TENLB >R ERETAT VWD TH-T, TAH - VAD ENEFh
THRENZERE TH5LE IRV EEDbRD,

TAH OERTRE ST 2 AZOWTiL, BVAD & & bICHI FOBELRETHY , 731 A5
ELETRETIRETHLEBLNE, A FZA D52 invitro# RO 4) 2, [TAH
BIUBAD I WTI, EORBIUALRDREBICEE L 237 U AREBRITZAD D
ko) BiEMT A,

TAH OERDFEAESHET VAD L0 bBE LV DR NERR O TH 208, FPERIALBEB BT
FPArEat s ZE T 0B L TR LN HAHERZOTH Y, BAT TAH (CBWTOHE
BTOUBITWrEZD,

REEOBEMBE T, TAH OHBED avto-regulation (Z2W T HEA TR T OLE I A WEEZ
Bo T ZADHHBEEL LT in vitro BB T REINDINFILTEND LD L Bbh 5,
fail-safe DIEH S ORI S TAH & VAD TERHD L WO FER L H S0, device failure i
BOWTABORELRELT I LV ATREROFETH Y, failure OFEERIIHTIXHIEE
HERDOBREITHAATL Z 2 b TAH OACER IS HEEORE TRV, E- T, ZHic
DWVWTHEZ TS T AnEITIRWEREDN S,




{1)

(2}

(3)

(4)

Annex B

Bt (WAt AR

J R 7RSSO T, BEOERICEBOTERMCED 2 L BEb 2@ 28H T, V27
LRV ERFIET A L E . IWARBROBRIE T2, W HBEERRICT 50T,

HEEEMERH BRI~ I & 2,

VAT LAOEEMEOEEIL, HEELSERD M M., RE) BT, BRET DV AT A
& LT OB RBIET D DI NER BRI THT, BHIH, Reliability & Confidence Level % )&
2O LBRERTERT,

AN HEBR DRBR A & RIS TiE, BAKIB 80% reliability, 60% confidence level T8
FrAOBRBABLETHLN, EEN—TF A ¥ —2a 0 OBALEIEL, 80% reliability, 80%
confidence level T6 & HLL EORBRIZOWTHRETT 2 Z L 2#ET 5, 2BARIEOE M
BILC, 2EMBLEEETAZ EBEE L, MBRORELZEL T, TREBEL UTHREMH
OE|EFITHIZE LTS,

MAMERSRBREE L, ., M. B, o, WE. EREL COERENRAPEBF—
EFWMELTRET L L 2HES 5,

(%) 80% reliability, 80% confidence level TOREBHH

MEE S Reliability | Confidence level HEBER
1 B ORREDEFEROEE 80% 80% 8
| BOSEEF LSS 80% 80% 14 &
2 EDOMIEERIF LSS 80% 80% 21 B

(%) B/ confidence level TOREBREL

HeLEE Reliability Confidence level REE B (L BsfE)
ASATO-STS 80% 60% 9 &
TS 80% 70% 11 &
L THES 80% 80% 145
TR 80% 90% 18 &
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B 328k O e BB & FAM]

ER s—tF A E—aOBAZEE L, SWEROKBRUMBIIAT A Ko 1 Tk
WCRRTE L2, BEOEBRANER e FEAEET S LERAEMITIS L TRIK 63860 HEL % 88
90 BELEDOHEBMBITORTWA ZEMREE LY, L, WTRIZ L THIThR/ -8 ER O
BRHIRIAS, in vitro AFE LS L CHEH BRER FEHMOL2EREFEL Hoicm e
HHLOT, ThEL > THEEARRICBITLTHLRWE W Y 270 R L L SRBELRE DS O TR
<TiELbRN,




Annex D

EBgN—TF A E—ira

DHREC BT AR ESEEAN LUBOFEEN A FZ A 03, AT 223 hT5L 0O 8a k.
EAT— 7 2t RICRET D EVHIBEAOmENL, B —T A - a VERBICANT B TE
EENAHZEBEETHD,

SHER. FEIANITA CREV -7 IN—T BETA FTA L FEV—7 I N—7BRETHE
MEHEEND L L bic, EBAMAS L L ORE FDA. NIH REEREREELHREL. BEiE—t T4
Y g OFRIC OV TOIERINE L BRETBMAE(T o/,

4. HBD(Harmonization by Doing) %> INTERMACs (Interagency Registry for Mechanically Assisted
Circulatory Support) &WormBEEM 7oz s FR2ERTAZ LT DAL OTHEED, oM
ET & D MR BIKFE 2 ERT 5 & & bl EREI/KETORREEI B ELD,

(1) H#

[ RS DRR BEBMET 57220 T, IS0 % A WL GHTF (Global Harmonization Task Force) &V -
e SR E O EBRE AR ERICELO2H D, HIC. BRPTIREHEE LSO BKTHEIC SV
Tk, IS0/TC194 & GHTF/SGS 4348 EICASHE L 74ads b ARE P FIESE AL I N TV S,

—%. LEECIIERMAEORRIERNICEVImEZ BTV L OO0, BERIFRC OV TIEAE—
FeH-2A Y2 oRBPERIN TV D, BiC, BEEERT, A—0—0fEbxv, 8
DT A 7HA T VBEND, HEAROBSFEHPCERERICHEAREVE DS HERHY . ARTE
FRAE R O BTN 4 3R HE 7 2 (MU ST D LIFS W B,

ERRIC, ERESTERR L LB L CEDEBEAL L ONMBEROEBL I VL 0on, BHE
FOBRZ EONAHERITHRIC L > TRECRER D, Bio, miIT Tl REMATCH 3B SCD-HeFT BB
CHRFEEIND L DT, B EREROMERIMEICL S o7, EMFEEF S0 IEERE LB LT
ERLOMESTEHLMNIT D XD REBRFHE IR 2 HEEIZ 2> T D,

S, Wh@BT AL R TTOBROBRAE WO BRERRER L, A /S a VEMET S
DI, Bl —EF A E—Ta v OREFAELELLNLTND

(2) IS0/TC194 & IS014155

WITO 15014155 ¢ 2002 €EiZ EU ¢ CEN/TC194 {2368\ T TC258/WG2 L #FTEES /-, Part-1 &
Part-2 @ 2 SMEREIZ 22> T2, EU Tk DEREIHRM O T OB =2 BRI X 2 @& Tl
TH0, ISOICL DB EIEEIEERERE L > T 5,

[S014155-1 (TEEFRRBOERO IR, 7405 P IZHYTHLOTHH, HBEETIL, EFRERIC
DWVWTIER 17 4 AICEEFIESITS N, BIETER T OMP, 787 —# 12T GLP, BRI
GCP, & L CHIARM D GVP & GPSP AEEE AN, WTIh b EEEROBE) 5 PDCA (- L 2 A EFIERE
WA ERENTND, EFRESE GOP (L, 1S014155 LREFIZ Ao, BHERAYICITEES & BEE, ICH-GCP




(CHEHL L 7R IZ e o7, ~ AV X EEICESX, BB ERINEEOIFR, HHFEE D HISr L fmE
BEEEDICLAEHR, 174 —bF 200 FOLEHBRAR SR TV S,

IS014165-2 [t MEBRE 235 & 1 5 EFRESROBRKHR — /- b 2 [BBREHEE (JEFRABREN
SHEEOERIC T 2 HINRERETH S, FOBME. S, FXB LU EHHE), TS8R .
TREELES). [BERHFHE] © 4 RHEB T, TERFRA) TREFOBKDWE - BARSRICL 2380
FHERER S & HRM OHEEE RO TN D,

20064E 7 B 10 H2:5 2 HREIC 2 Y, 8 ST 1S0/TC194/WG4 ASBfE S -, BEEE 12 A D~ Y
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