=]

ERERBAZE - JRBRIETEIE 5 A EFHE 2012

FR24%F3H30H

MXERIFEE - BEHBE



I. BRERBIR-ia

(1) ERRIAR - a BB LA B D K E D RS .

(2) B5HEFEDOPHEREL

2. SEBROBRME-BBREEIEOFEME......

BHRICEATAChETOERESROIRAE. .o
1. Eﬁﬁﬁﬁn IDE&IEH&1BI Bﬂ?éuhff@?ﬁ ...........................

(1) EGRERTAZE - SABRTETEAESAVE ST 2012 DARET oot

(2) S ERDERHE - BEREMEEDOHAEKE....

I. BB - A ETE L S I EEHE 2012
1. OFERIDEMLHEERER -ELRARBEET
(1) FEPIEFEME D EILE oo

--------------------------------------------------------------------

2 ) B BRI AT DD FHEE AL «.oeoveeeeeeeeeeessessesesseaassnssssssee s s 4R 8RR SRR 8

(3) EEI%E D A H B Kk UHER
(AEE-BE~DERES
(8)aX+DEIEILE
(B THMDOELDFERFE

.............................................................................................................................

.............................................................................................................................

.............................................................................................................................

2. BRREOEFNGERR ., EREEFAIEICHFEHR (4 /R—230) i

(1) ERERBRZR R BR D B AR HI DB ..

D FhFNOUEEDHESTOBEELEEDEVEERAEEDHELE

@

BEZAMDEK

(2)EBEEMEZICHTL2MEERVEDR L ..
@ TESERTIZEICRE T A GIEIEE 1ORIE (MK 25 EHR) [THITDIEE s

@ BOEWERTEDERIRE CHERBEIREDTEYT oo sssssssns
B ABBREEEE SN ABRD B EIE AN DT IEEE o ieeseereessessssssssssssssssssessessessssssssssssssssssssssssssssssssess

(BB B DM OISR TR consimmumnssmmsnmmmmmmemmn s

INRRB, FD - HEATERBEANDIU ..ottt sttt

@

&)
@

BERRHF..
HIEE

(AR IR TR DN IR L Tl UD SRR TR S 15 v ecasswsesssaseseuasssessassasesiossaiusesisnssssvevsasmiesasson svsiives

@
@

HEREDREHRF

19
20

-3

22
22

.

23



I.

ERARBIZ - BERUEMREICET S ChETORBLESEDARE

1. BRERBZE ARG HEISEAT A4S ETORE
(DEEERMIE - ABRERLHEOREDESE

PR BHEDIKFIEIEIZLY, EIESHDOIFERIZEL T GCP(Good Clinical Practice) 23k
S dL. FROEICHE TSN Z LI XY, EERORRRRBROEROEIEZ 554 5
CERCIFEREARTH 28 5, LLFIGCPE RV, ) Bl EENTWA, GCPE AL, ICH
(B 2K BU EZ S HHIAERSR) (XY E B S, ICH-GCPEZE-3<HL 0 THY | [H
BRAKMEDFRIRFRR E S EHETH D, /o, EREIROIRBRICBEL T, Pk 14 FoEEL
EIZELD, GCP AERES R, TR 17 I TSN =2 8z kY. ERESRORKR AR O
EREDOFEMEIZEIT2E D OBk 17T ERAT@BESE 36 B) BMHIEShTWA,

GCP EHTMRBRICEHISNAZ LIZED IR O MM, RSB 5 K830k s
B L CRES M B U723, EFE S 0 ER ARSI 236 T LE +4 Tidde<,| Rk o4 LUK
DIEBERE0T, ZRLETXOL R ED T B iz,

FOIHRIM AT D70, ERL 15 4 4 FISGRR R R4 S EE 1T LR T4
EARRIE L3 A AEFH B | (UL T T SHAERHET 2009, ) 23 EL . DIRBRDFw kT —2 (kD
et QEFRBEADRRERERIOFRE, @BEDIRRSINOIE., O EIBIT51A
BR AT O . OREERIF 2 2R OHEE , D5 2> ORH BT CIEREDIEM LI ROVIRAT,
728, SHEFENIIFERE S, TRk 18 FEFTEINTE,

FD%, SHEFHBOERIRIAEBEEZ T, FRE 18 4 6 A Icik@Shi- I kiAERTEE
{BEFER E IR MRETE ZRBWTRFIN TR R, SHEH B OEICIVIERD
ERERIIEES N2 2HDHbDD  IRRASY Y 7 OER EA BRI ESN TV
WL IBREFOFEBA+ D THHI L, T, EEEERY N — I OFERDEFEE I
RO RPBUETHHZ LS, BOEN ERE IR O3 72 OB B
e EREEMLETHLHESN, WK 19 4 3 A2, SR8 LA a3 4L R/ o TE-re
TRBRIEYELE DR | (DA T TSR | &), ) 2R ELT,

S EIL, TEEICEOE W RO RS S, EEH R sk oI
TR HE 5 - [E IR AR OTE R - BR IR 70 E S R 2 R L. B AR DA/ _X—TaDflH
ZAFETIZEEERELTEY, LLTO5 2021 T3,

@ TRBR- BRIRIFZE% F2ha 3 DA B (FRBR R B, L B R R 45) OBt

@ 165R-ERIRDFI0%E S5 AN D F Rk CRfelR

@ ER~OYERERLIERR - BERTFE~OSZMOIEE

@ 1REROZNMFENE M OME & H OB

® FOMMORERE (GCPE4DRELE)




Fio, BEAFEEFHEOEMICIVHGENAIEE - IR EOELL T, LFRRREN
e

O TEBR-FRIZEOaAR, A —R | HSKEEHEMER IS ES N TN D,

@ EELFRIEBROZEREBD 7 7 FREERSEL EOKHEETH EL T3,

@ HomWeiimOERORUZHERL, BRANL LU CRR-BRIRFEICSMT5
ZEMTELERBFERS LTS,

HSHESEOE R IS TR, U FOL B Tha,

(7 1-7RERE (L 5 MEEHE O IR T )
(1) TRER-BRERWTIE% 30 35 = pe il B 2- 5 fis

> IR - LR E R R, AR A OEEEE(LTABEL T, HESERE,

> B RR-RER R AR AL ML AR EROEREIT M %,
(2) TRER-EERIFREERTAAMEETRL, #lrT5

> CRC (¥ b)) #ik, m—H 7 —F~v3x—Tv—, IRB BHEL i,

> HIRERE R —T R —FRHEONFTDOREL %,
(3) EE~DE REFEEIRER - BRI FR~DBMETET 5

> ENREEFREERICER R TREIERR TR — 2NV A MR E,

» R 20 R 10 HICHROREMEE (WHO) IZKY, ERIKRBREED UMIN-CTR, JAPIC,
JMACCT &midi#s (A%, Japan Primary Registries Network L CREE 48,

(4) TRBR-EEERMFROZFENERE, AEEHREZEHTS

> IBROEKIEFEIHROIM —ERDIER. M—FHRATIZHR Y 7 OBk - AR,

»  TRE 22 E~1pREFE E(LIFEIARE (AR, £ IRB, 1BBRO7T 2ERAD REL, FEHF
EREEOR B oW THRED L, TEREOMFEIZETIHEE 1 2B Tl HH5uHH %R
RERR WA (CERK 23 42 6 H 30 HIEBHIZE 0630 £ 1 5) LLTHHE %,

(5) =D&

»  GCP A%, HRRMIZICE T oM iest ). [ehEiiias AR RAF R IC BT A
fagt 1D IE,

> OFERR 20 B~ BE R AR AM I A o0 2 (RE R ZE 2 B 1T AR OF & FTHEIS, ).

H1: Bk BU E 355 6 58%0 [E BE2 3 (International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use: ICHIZE W TEESILI-E#
i DB IRRBR D i 0D B, FeH3E D GCP 1Y ICH-GCP (ZH:-S& Ttz Ed7-bdD, GCP
B TIE BRE RS BT IREDIEIN, =T A, CRORERE T — X DIEH
MERFEICE T HRENED LI TEY, IBBROBREZFERFEICHAVBIENHIETHAS,




(2)BH5hEHENFRREL

BLSHEFTE DO RIEEIZH T2 R 21 4F 6 H I 7= At BG4 5 oo HP R
RELICHET®FS 1 BB ESh, REMThhie, FEak 22 £ | AICRBNES0®RE
(LUF TR REL#RE 1D, ) B3 EE D, BISVEFHBOEBIRIIE N EESNSLLE
2 BROTTEHEEMETSILTNS,

W RE LSS 2BV TEL BRIRITZE - IR OIEME LI L0 ERR S A R & Bk i)in B
Bid, R T BT OB OBV ERNBEBEICB W TR RSN A IEH 0%
BPTHDHIEDFHERES T, T, G ERESRO B TR R BB A E BT HIEE
HIR L RDFESLIZDIRNDT L, [EIK G - EEPERROIRER %2 T BRI 22 O [E PN 5 e {4
DR ORI, FRHE D ME%E K DE BB ) OREAEL/2D A RFEDA ) _—Tayv
DRAIHRZUCINEL N T U AD R A~DREIZLETHHZEE NS T
e

Fo, ENETOENE BTG E L T, BT % B 0 1R 0 52 i (A Hi) B Lo 8 A
DEPITE0, EHFNERS - EREHROAIH O 2iE, J RHBREOERS
POC (Proof of Concept) iABRFDEIRFAICLLEEZB L, ZNOOERNTOEEE N
DK O R 2B EATIZE BB BETHAIEMRES I TV,

SHIT, WISHERE B LR - FRIRMEo T ADRI I 22 3B EERAFFEL |
[EREORBRICATTEETHLIEND, TRHOHEEIZEIT THIAHIEEZ — @D 50
ERHAHIERRESN TN,

LERROIRER - FRIRPF IR L O BV - i 2 AR, PR RE LS T, Bloh
FEFHEOR DM EE (773 77 I TR OFEMETTO, %IV —E
SR T N EELL TUL FOEEE T T3,

© JEGIEFEM DM =

@ R RRIRIF RO

@ B DOBERK

@ TR ERIRNI RO EMEI M T e A DORER
® 15 - ERRPF ORGSR

® BRI DDA AL —R - E OEIE(L

KBz, A% OBIALLT, BSHIEFEICET 5 E AN BIRTIED S S s i 2 B
KU THZICROAT X2 BL5 R B3I 5 BRI LD B S 7 (R 2T AL
i%ﬁﬂ@l:%n% R IR DA IR D T E L A DM SR ER AL 20
DTS DRI S AT BB AR5 L, 2L CRIRE BL CE O\ Bk
EJF%E-Yﬁ%ﬁﬂ)%)‘ﬁ@/'ﬁf\'ﬁ%%L:ﬁb‘f:ﬁ}%%‘%ﬁ%%c:rnﬁH‘CT%“EH‘/{%’G‘%%):&%%S‘
BESNTHS,



2. SEDFRRFAR ABEM L DA M
(1) ERERBHZE - AR E L5 AV RHE 2012 DR E

BLSHAFFHIENZ S| Efpey v T RIS D [FRIRAFZE - TRBRIE ML 52T 2012 DIRFEIC
blco> T, BB VEF IO EKRSHP I RELHEEZ 5 EL ., £, Tk 23 £5H 120
BREREEERIENCED, BVEED LN RREOHBICHTIREE I 2S5 BLL T,
S OFMEEERTHIEBNETHD, 20T, 5L 23 F 8 AICHMEOR5
PRAFFE - TR OIEVE(RICE 4 2R & 1 2% B L, BLo W AFRT I O ERCRILF LR T 58
EBIC, SR DERRMZE IRBIE R (b Ttk L 65 B E 2 7= BRI i R 12T
ZNETTRI OB ZIT>TET,

BSAEFHANZFE-S<EHLIC LY, ¥ FEOIRRRICE L TIX, 18R PR, JLEER
HERE S N B R S, BBERF9E=—F % —4 — (Clinical Research Coordinator, 2L FCRC}
EV), VED AMBRLE DM OTEER D E IR SN, BRROKFHEES IS DRV R
BREFLATH DSBS bDEE 2555, FHRE LS THRMIIL DI, Won
DFBEPFERSNTND,

i, B - R R BB ORRIRIF L - 1R R O SRS DR, 3 FEIERLADE
Fib R ERCRR IR T JC IS x 3 D AR D KRIT OV T | £ DMLEMBEERSh TS,

LI LD ISRz AR L TOKTedizid, 4% b R B iR L FF o GBI 0 & %
\ZREPRBFZE - TR BR D A B ELZE OO ERBRIE O T4 5| HEHEEL TOKRLE RS
2

(2) 5% OEGRIE SABE L DA A

BRRIFIE - 16BRV L, FTBLOEIE S, - Efeias . BAER, B FIREE O ICR
B RDEDTHY ., FHHDA M - BRI T AR DS I TERIFZE - 155k DRE I
FoTHE6ENDLOTHD, TOTW, B OEES - ERERORE A& LD,
B EOERICREMOERS | ERERE LRI B0 — B ORI - B0
EEERYETHD, TIUCLY, ITEMEER S TONBRIY T F 7 R0T NA AT T Off
HIZHE T 58I,

Fio, SR ORISR - TRBR O M R HRCERBEOE H 2L, B ARAROL—X12L5H1/
R—aOiERE, ERBIZORTAZERROBATND,

EBIZ, HEBMOIRREDOZeHT | HiREOTE T L AOFIHCM SR, B
BOU B OIZD, TR RS2 SO - BRI O M _E D7) OGRS
Wb, RIERICHEE S ~& THD,

U EDIH7Z2BRIORD  ZNETORM O RCREE B E X, BN BIEE2ED,
FNEERT DO OFIRFTHEREL , ZNICEDWEBREAHEL QO ZERHE




TbD, '

WELLTIZBWTE, LTOEBIZOWTHREZITV., BREAZHALZL ., BRR B E
&, FNEMRRT DI DT REEZEVELD T, BERVFZE - 1BBRIE ML 50 21l 2012 27
L7z

1. O M OIEMEACET A B X 7= 22 HEER S ST
(1) FEFISEREE DR L
(2) IR FHEDOE
(3) RN DA B RS O
(4) [E B - B~ K36
(5) 2 AP IER
(B)IT $lF D FE /2B %5
2. AARFEOEFHIZREES | [RREIRERIHHIZ w720 (f /" —g)
(1) BRIRBFFE - TR BR 0> E S D i
(2) BEIRIF TR 2B T A B ME R OV o)k
(3) BAFEASHE A I Z N BF ~ D B 03 (b 25
(4) RIS T ST A LT BRDBIR 2 5t b

B, AFENL, FEE TERRNATML, ZhICESHTHERRELZTS
B, SBORRENITIECTZFREHR S T ZENBEYITHSZ Enb, 5 2MES
BEL, THFETHL3FRICARELEITI HDE LTHRE L,

Fiz, FEOEBRIIIFEE S LICHEEEITIZE LT 5,

R OF 22 - SRER R (LS N EEHE 201200 B EE

1. BEROEEICER EWELGERE G -EEESETR
EICETS

2. BERRBRD—XIZLBL/A—aVvDER. EAE
[ED7EF A

3. MREDEER - EEMROHEAEHLEIZXY., &
BHABZEEZRABTEHOOIE T ADEELE

gl v
BADERAEDRL
IARDI/ V2 EBRIRE]




0. ERIRBAZE - JRERIEMEIL S AESTE 2012

[E R [E LIS D BIRE 1 X FCHEHEE L2 35 LU OBGRIC DWW TR R 225l H % &
DHIFEFEL TS,

B, AFHEITIE, 5% 2~3FELNIGER T REFEL EHMICEET 28] 5 %54
VIPNZEERL, IIHEHZE R ~&FEZ2 - REMNICEfR T2l WThoFHIZS
WTH IR E D RCNICRFTICE T80T 5,

1. OFRH DAL E =T A =B L AREEB L

O HISHEFHE TRL T ipBRP Rk, LR ERERIT. s EFETolhE
TOBMOREREZ | SRR TR IZB W Th R HTZE - TEBR (C#5 0 5 AM B R
(ZHEBEAVC IO Te L LB 1T, KD RUNRERERSE | BRIRATIE - TRBR e (R 2 A 5D,

O ZOhDEREICITiE, ERRHE. RREEE N GBI RTF 5207
, ENENDBEEZR - TR ROTRERERE - I6BR ERi A H 25 972,

O HUT®(1)~(6) IZFEmAC I I Z &2 kY . XY BWIGBRERBE, FRIRIT T - 1RBR 3£
Ml 2L | Bl CE BRI RTAER - BRI 782 b T & D A B2 ED D,

(1) EFEREDR E(EIch L HAR)
<sE#micBiEdos>

SREBREOMELICETIHRESORE)

O NERZEDOHBR(LICETAMEE Ol 3. SEFERMEN EOULEM KR OFD R
IZOWTHZREL TOB U T ORFIZOWT, EiFEMICsD | [ERERE., IRBRK
FE S OIRBRICEED A BMRE 1 XIARL | FERICET T 5,

TS & SNV A o1y dWts ALl A |
« BRI — DT IRIZONT
- BB A7F7FICATET —FR—RIZHNT

BRI —I D)

O Ry N =228\ TaT LR 50 (R 1y "N — 7 R 5 L7 H9Rbe) 13U —4
— Ly T EFEL, EFIERMEE RO D0, FIITRREN400~500KF2E D3
~SDERHEEBHTD 1 EREEADIDIHEETEOERHIZEE T,

Z OBREBR ARy N — 7 BERANHERET B0 12T, BARIR,
1. EEHERE G FIEE DO MEk & A TR O —
2. HOEWVEEZIT 2 A3LF IRB(Institutional Review Board:{BELE LB L)




SEORE R NTOEH
3. 1B Ry NV — 7B R OFRRAY 72~ R AR

DRED VI TH D,

o, FIER ARy NI — 7132 OTFERIL (ZReIRBE, EEE) 2V o7 A MNET
N 2% WHUEOHEEIZSE DD, (KB H)

FE2 M TABR M AR | B R IF B DB SO EREEIC LA BB ITI T LN KA FEE
Ba BEOBBREREFKE. AT EEEORN LR CRETIAFAFEEESES
e,

O BBy N =213, I8BRRy N7 — 7 BN E R A3 3 7] CREFR IS - 1aBR %2 2§
HDFHIEHT | 25[F IRB HEREERRI VAT LAOMEFIZIY, IRBROBHE(L, JEHIE
fé%\ IRB DE DM EERBENIEFDD, £, IEBRAY N —213, FEREREM O

WILFZHDLLHIT, HEFREBEICBODTHEFTE2T,

O {’*%‘%f&ﬂ!ﬁ%%/h%a’\/%U JEBRNEL. BRI L CIRRAEERT AT
TaEZBLRIZOWVTRFIETT), (FIAE, IEBRIEEE IIRERE . wIUBEHED
W2E 525, IBP Ry N — BB RIS INERSEICEE 0 T EMSIc ot
YT AT G ZBTEFRITOWTRETT 2, Fo, IBBRICH N TEEE~DO A
TATIZONTHIREF 21T, )

O EIZBWTI, ERLERESCTE Fho SRl Bl b S0 8 TERRIBR R YN
U—DBEUEED LT, BEm-TIEBRRA N — 72 EAFBE SO 7Y
ANTRAKRT D, o, RZy N — I RERITT OIEEN 5 B L5 B A | i
BT E— L ZITHIEL T, IEBRRy N — 7 DOIEME(LIZZ 9D,

¥ LY R N — I HSEREL QB EE X BN ZFEE B DL B3 T — 7 EH R
O BEDRHY, BOEOWH NIBEREAHE T AIRENR PR N RS EET 5L
@ BRE#SIEAFShTWAZE
@ EEEDAL BT 4T HHERFENA KRR HEREL TODZ L%
TRbbH, Ry NT—2E2FHRLOLT DL, RREFERTA2E B2 T HERBETC
LAL, 2, EREERAICHENE SR T 5 EDOEHI N HETH D,
(BS5AFFHE L)



<f-REMICEETCE>

(RABISHLIBBRAYET—I DIEE)
O 1RBARY NI =222\ T, R BOREIS T TRBRI ARy N7 — 7 Ltk 1
NI — 2% N REBL AN — R L7 A T E ISR R IO e,
E3: FEFEMEICBITAREDRBOBERFICHTLHT —F—2
O b BHAMIRB OV VAN —HEITH o> T, BIAZEAE I B 502 /B
IS TODIIRDT — 22 1EH T 2%, R TIEZRETT 5,

CRBRr v —JITBIT 62 BEDREL)
O Szt 1 EREBEOIDICHEET 57012, 18Ry N — 7B R 238 T OEFR%
BB ALLTHRETHZ813 GCP HH L, WIRETHLD, EREMEA‘ENTH
DEEZZIT T HILERIRIC, ERDPRIER DI LI FTREN RS T 5,

(2) BERFH O EAL(F 1D LT EAER)
<BEHEMICHETCEL>

BREOYELICEHTIIBEEDHIE)

O NEBREDOYDRILICHETAMEE D4, IR ERICTBIFIBHELITHOVTIIC
L TCWBEL TORFIZ DWW TEIZFRAMICE O | ERER ., IGRIEKEE E0RR
IZHED D BIRE A ERARL | fEEICFEITTDILICED, EBOHRILLAHOBR, &5
(IR AR DAREE XS,

+ IERFHE % GCP B/ HHEDERITIR - T B/ NMROFNEE TEME T 5,

+ IRB #A G RO —(bLEFLEITI,

- EFRBBEICER T DR E i OB lg L5 HI o B E T2,

« BV SDV (Source Document Verification) Z*DIEY 5 OMiEt &, =&V
R (B &) 2R T 5,

B4 FOEDLNIZFIEI M- THIE (- 7V ) Lie T — 4% SDVAREL, ZORENPLT
—Z 2 EOEHENE (ERNE, ST2M) 2R T 551k

ARV T—VEEHBEEDEIL)

O EBRIKIEE R OERMEBEIL EFIERMEO R OB RGBT Tl 2hFE7E
MR OEPLHIGIR Ry N — 72 FEBAIZIE A 35, 20O IChiRRFAy NI — 2125
IN§ 28 EREEIIIEREL R EF ORI LR DL BRIy N — 7 H5 Rtk
e iz w5, (TH.1. (1)EFEREDN E1Z25HR)




(#—EXDHE)

O IRROEMIZHEL T, ERHEBLIARKIEE TR OIS ICEIC OV T, ERF
PRI IEBRIIEE A7 C, [TREBROIKIAS\Tfa DR — &3 (R 19 48 12 A 21 B¢
VIR BOFRE AR 1221002 FIEAE S5 @44 EBORBT FERR A IR BLAR @ &0, ERR 20 4E 1 A
16 AfHT 19 SEHE 17 53R FE R SEF REFHERE @, Tk 24 43
H 7 BANTIEBWIE 0307 55 1 SR A 5148 E BRI B 2 IR B R @ - SR A
B 0307 56 2 SIEAFEHE ERR L HEEEHEREM, LT -2 809,)
DERZRIES D, £, BRDIRROMEIOEIRIZANT T, GCP AH%E2 ML
DO MBS THR—EXD RELIZOWTOREE1T,

(IT(Information Technology: {&#iH:flr) OERA)

O ITEERLEBRBRFEREODRILIZONTIZ, TT.1. (6) ITHINOEAAIE A% %
ey

(¥}

(XRIRBEDER)

O Hug- KB RY T — 2% b3 IBBR Y N —Z 2Bl QO D ERMERIT, &
BEORCK OE DM EOBALEMMNICEKFIRBEZFEHL, BEEEALRT
HdNEHD, 2B, K[ IRB FOIERALEDN EOEDOFHEIZOWTL, M.
2.2 QE DE NIRRT TE O F R E LR E RAEDIEY ST | 25,

(EEIFEAERDERADNE)
O EMTFERRICEW T, st FIRBROSAIC. IBRRREMZERL T 1B
JE HRCBIER OG- iR OF B E 23 EMICED AL b, HiebiE M
WEE T T D,

<g-REMICHIEd &>
O HE, IRRAY P —ZIZB ML TO W EFHE 1, 18Ry N — 7 ~D B &k
AT HEEBIT, A IRB %2 RRRRICFIN 32 29 IC B e,

(3) EEZQAMEREUVEE(DLETEAR, EMEEAR, BEFEICLEE)

<EHWICHEIETCL>

(BEERAIZE RERICEE T 2% B . #HB)
O HSNFFHE TERTIZLEEINTWAETEIHE (BF7H . ¥1#%#%E CRC, FkE
CRC, B—HNT —F<wR—%— IRB ZEEELWERLUI-HHE) 23| XEXEML .




EZONFIZDOWTHETNCREL, BT DONE THFTEEMT D, o, SHEIZ
JISUTHHER B, BB 7 07T 20BNV THIRETT 5,

O ERRTFSE - 1BRICEE DD ERTAE R FEGECRIRIT 82 RRHINCF SN TE
ABIHBS A HEF B TEAE 72 e-learning D— @ DIEHEE T,

O ##HHCRC, L#EFCRCIZOWT, EFDLH AMBRD SN TWBDNEAREL
L7z ECHHEZFEL, T 5, FFIZ9EA CRC OFRIZBWTIE, EOENE
ML THEASEYNC R T-NA LD AR H U 27 AOFEAHEITV, HHEN A DIEYE
bZ&X5,

<#-REMICHIETCE>

(FEERM R ARICH BT SEMDE L)

O EFHEOPF T, BRIEHY:, [EHELL - EREROR %, BIRHR, FRmEE,
RS BRIRAFZE - TRBRIC DWW TE DS E 0L | BRI T - 1RO B L2 D~ &
BEIVRESES,

FTz, BRRTHE L RHEE R D35 T ORERSC, 2o, [EHRAEE LA O RS /3
HHHEZICBINT A L2 ML T, BRIRFSE - 1R 3 2 k0 - Hilr 2 BB TE5
BEEHELT IO T, ZOBRITIE, MALITEOE A E S5 E RS A S
(LLFTPMDA | &9, ) IZ3817 B KFFEHl I LD AM BRD Z LTI
e,

O EMFEHOZIERILFERICB O TEERERZHEIIRRFAELEMOFT ., E
RSB W TERDBE IR - 1882 — L T2 IZ S E R 95 & B Ak
TBHHFRICOWTHRT 5,

O HECBEFRERIT, BERME - RROEERDONALI LM EE LB R THIZDIZ,
Bl IE A AREZRFIZBVTERI R - GBI T o EER ESEOEAZRET
Do

O FERWFSE- 185 T B 1F A ERRIE (B ICBH2EE) IR E TSR CaLonk
HALAZAED, Bl 2T, BRTFSIC, FRFMES ORMEICH b TR - 165
(BT 08 E . MHESEDE LB EDNT D,

(FRERFAZE - JRERICIED 4 E R RE D F L)
O EFHEIIRLT EE-FEFHEZITBOTH, LRI - IEROF M - i
B2 DR ET,
O [EEEEIL. AR GO MKA R, B o0 IR L EfToLL
BT, HERE DO NMER L DETHRE MR DIERADFRIZE DD, FriZ, BT

10



Fe - TR A FEME T D EHFEBE I T, T 1. (3) TERTZE D AM B R O ) |
(CREH SN TODIHE ~ DRI R B INER T 2250 | FEOFMMICILET
AMTRDT D DHE HHER A Z L AkBRIIC =L , B /T,

(ERERTATE - BBRICED D AM DFER)
O EROERERI, BRIV RO ERICHEREMCHEE XEBTAAMD
LERMEEIEREE, ¥ V7 77 OB EZ BRI T,

Fo, BRIRWIIE - 165 S T 559 Cld, 384, FH#EZ O, FHEIMM%LD
HHEREIZL T, AFRMATEMINZ KN A S IRV Te Z %0, B 9RO 255354
(ZBWTIT, ZEREHFIED A 726§ BRIRIF 78 - VAR ISV B30 - BEFA I & L C D FEAT
EATADH ML T 2% 2D, BRIRTFE - 16BRICE T A A EE RO — 8 D%
WZHDRE T,

(4 ER-BEAOEREHR (DL HAR, EMEEAR, FEERMEICHE)
<FHAMICBIEdCE>

(BEEERIZR - ARO BT AL REHR)

O [H, B, TERIKIE S OBRICHE DA BMRHIL, BRI BB OEHIC
THEREIITOVTIE, HE-BEOBAHSINDIIRF WAL URHER IR
DT, E7o, TERARIEH | R B L E B - B L DT 0 D5t ek % Mot 15,
iz I3, LB BUEE S EICH L T T OB TIZENEZ b,

- BUERRAK, RS R, BB S TR E DL OB RS OB R H L
RRBICIY | BH ORI - IEBIC B  2 BARSHED 2512550 B, F ORI
RS 5,

© RIRIFSE - BB D B I BT 53 BERIC WL, EA S O1B%RICHET 5
VTP A M FEESTRLELIC, BERDOY 2T H A MBI TH A A FE S
naIMIT 5,

C ERBEERBREL T AT A, RS T 5,

O BRERFIE-IEROEREFE DT, EROS S — EHIR % & TR LS %
EHT D, 2 0E, JEAEFE R ERL TN LR B 2hb T ERT
%,

O TEHICHRL T, RIERREEBEZ T, [ERG - ERHEOMRREOHESCEEIC
DNT, HEREBRIEEFT,

O EHI, EERIOWT, FRHATCRF T HHE  BHREOT T, %74y

11



REVRIEBIEIABA TV EF L, BEBRBSLENENOSLIBERE2 TITD,

(EMEH OERERIZ - ARICEE 4 BIEREZMA)

O FRERMFZE - IRBRDIEHIR ML DWW TR, [E SEOREE RN B TRERIF 78 GRER) 15
BARFER—F NP A THEMBEL TOEN, 312, B BENRD TOHIFHREHA-
BRETL ., BMBENGDA /N —2a BEOBEALEEX T AL TVLOLT S,
¥, BEFBEONERY =7 VAN RERBHEPEZEZZOU =T A MEL T,
AR —Z NV AR BRSNS IO B Te,

O EREBEEEREESOBHRIEMIZIPMDAN, RIS ICE T o HEERB S DNF
IR NTEA @G B ENENAT-TEY, B3 BM»hIasloBnite,

<gp-EHIMICHIET >

O E%IX. B#BENZBITHEROEMMRNEZHSITTH72DIC, ERSN TOWDIEHR
DIFHRLCGCPOBE TR THEREE —EON—NVEEDTARTHI L2 MK
9%, TRBROWRGUZEE T2 HUE, A - BHRTERE ., ANREEEFIZIB VTR
BHHIVTVBA, 5| AR Y 72> TIEAR 3£ O BRGS0 A A PEHE % |\ o b Bl
Vo

O EERERBRIZIY, TRTCOERIZEFRT—EA~OT7)—T 7 AR REI L TH
DERBEOH T, LVZLOERICERWFRA - TFRIZBINL ThHH 720 | BRARPFZE - 1n5R

IZBINTBBEICE S TA Y MRHABEEHNZ OV TORETEITI,

(5) AX+OBIEL(EICHEFHAR)

<SEHMICHIETCL>
O BEEERIT, IBRIEKBEE DO OIRBRE OV HTIEIZOWT, ATIRIERL DX
AT TR, NEREDOZDRIIZH T2 HEE N CH D HREIBLW G N2
T,
O B EEAET S OEMASFIC YW T, 2 OBBRIKES . [EEEEICE-T
E 2 OENNHDLEORTER T IERIZB T AR AR 0w
WZDOWTERDJEMEX D
TS REZFLOMANED LN TVDERDZL,
AR -« RRE A DD DFHMEEITHLD
(EERBOIBRITRDLE, ERFEROIBTRITRDDME, TEEES)
RERS - REIREAZAMHEL LRV D
(RADBERRE, FROSES%. THRIR, REINZE. KIEROZIRS)

12



<t-EHMIZBIETE>

O HEELRIRER -/NERREZ SO EBEIZB T HIRROTAOE EALIZ OV TH
EERETT 5, B, EERIERTER A — AN EZRENA L1225 LI ERRE
NIZRAVNREER DO RELR, IANOHIEIC D72 N B L R ET=FY 7 B
HEDIED FIZHOWTHRET 5,

O FDBAFI O RRRIEICEDEMEEREBRBEML TOBI L2 ME X | A S 55R
IZBT5, IR LFERDORE I KA R T D ERHIIT DIRRIM R E R
DOFERTLRICHDWTHRET 3,

(6) ITHMOELSEAS| (DL TEAR, EMTEAR, BRFRICHEE)

<EHMICHIETCE>
O WBREEOFE - B {b2HEET I LI, BERT — 22 E52 5 AL

LT, L FDIEEZHEET B,

C IEREEZENEOEGOITLEEEROET 7 7AMEE)

+ EDC (Electronic Data Capturing) =5 %] D{E itk

« UE—h SDV FERMEIZ AT - - A

E6 IGRIRIRE 23, 18R T — 2B AL RE ST, ET 7 —FORX CEENETIZENIL
IR T BT DERROZE,

TE7 AR E D ER O BRI RIS, BERBEEEL TERT —2DREE
(InT%) #EEREL, HE -MRiFT52L8,

<F-EHMICEIETCE>

O RRPRAFFCH BN BE <5 OREIR AT 7800 HP RO e B 2 $8.5 R A B L2 W T, JRbets
AT LE EDC EDFEBNZ OV TERDHLe,

O BBREHD IT (b EM L2 5SS-MIX(Standardized Structured Medical Information
Exchange) S ¥ L A h L — R CDIS C(Clinical Data Interchange Standards
Consortium)® 42 HEL D A Z ka5,

O TRERIIEE | IEHREEIT, BRI REMRBRLANRLIFY R Ea—T 4 FE )
IEHZEIZ DWW TR 5,

O HiZ, —EDN—NERITT- LT, EERLED TLIEHATED, KEEE RS
T B (B XA FEE O r@ﬁ‘%?ﬁ?“ﬁ&wxﬁﬁﬁﬁiﬁj %) DIEY
TEtRat 15,

I8 EAFBE ETHRRIGHMMEEREE | CRESN:, AN ECHRER RS TEE
EERIZ OV T ORI ERE T,

13



HE9:ERIR T —F D RMAE D — T b, BIRT —F OB HIZAUIER, 2248, fEAT, S - F 3.
RIFDTD DT 0 — 2 NWARBEORE L2 HEEL TODIEE R (4,

107 —# —E AR o F— R MEIIEN, RobhT—7 FIZHB T — R —F(7F7TRIHY
22— IS FCDIINCE DAL 2 —F TF —F M T ARETHIENL, [EFIhbTh,
B L XL LERBREIT T IRIE T AN TERH LW I a—F -k T — 27O F| HF
HE,

2. BARDEFNHELSR. EREBESAINISH IFRME 1 /N—3)
(1) BEERTIZ - ABRE D EMEIAH OB {E]

INETOILER A, BESVEFWICLY, AEFEBROEHIZOWTIILDFRER
N TE, 5 HIT TRROWARELEHFT2FEICLY, [EMEEIRROE O RV ERR
WFFCAHEEL . A AR OEFHI2 ERK S - BB ROAIHE BT,

728 BRIRWFSE  FRBREE OIEMEALIZ DWW TIE, [E R R O A B i 00 A T I K -
R I BE T D SO H NI BTRA R ThD, FHZ, HIRE DOER G- ERERDT
BT AOEEICE T DI R R RO FEMIZ Y o> T, B¥EF LW EEE N EE
na,

O RBELM LRI

TR LI SAEHE 7 07 5 4 (TR 19 4E~23 4EEE) ISR TR L T 7K
UIF BRI R DY — X FRRBEN Z58{b T2 L8010, tTEARR IR OMESLZRET
B,

O B -BRERAEIRFBRBL A

H 38 0 B2 R 3E 5 - EE R aR DA % B B9, TSR Te Moyl T
T Y - B AR 4 5 T BER IR R BR O LS 2 B (i 95,

O R ZEH R

BEOETERMSNAERMEOHZIEEARRFT —FE L UEH e/ K MEET
] ESEAZEE HREL T, B - BB R BT IR O KBUEEE RF RS0 &
7= [EBE/KHE (ICH-GCP < 1SO014155: 201 1 #EHL) OEGIRF 7805 il 38 1R RR O
DAY BN 209 L BT, oo E RSB 632 KB RE L A T AR A B 5,

O BARFHER T a— S JUEEIRIFFERLA

[ PN D[ ek BA L oh o R R B A3 36 R CREDR M 782 Sl 3 A IR il & s [ b3 =
WUCHZEL, D oMICER 7222 HRIEL T, Za— SVERIRIF e 2 41l - 158
FTHEEGIT, WFFEEEM 5 E R Tt L, WFZEBIA O T ETORBE BT
DR F2 R T 5, 7k, AULEEH BT, BRIRFROIEREE O¥EZ Hryk
TAHLO TR,

14



D FhFhOPREEDRHMED ITORBEILEEOEVERMREDHE
<sEHMIcBIETCE>

(BELMREZERT DO DHEED

O AYLREMENFEOR % ERCIZET 250 U784 B SRS HEE 3 A K H 0D
JFzonWTIE, MBI LB ZEINE Fo N — 2 7055 A (FERR 24 4R EEBRAR) | CERIR LT
&I LM PSR IR O — XS R Oy NI — 7 ORI E 2R L > SRt %
ED | BRI Bl RR1 5,

O [EHHEB A Miik TEESEM - [E RSO - W R ETTOH AT, fFkefgind
I HBLERGER AR 2 00, BB A ES L EEEL T, IRBREGMPE 1| GLP®
QMS™E GCPIZHHG TEDIRE (SMTErEEE WD) RT3,

O —ABERIZBWTUL, FEFEBENOLLT, EEIZIESKRE T2,

11 eBREEORGEE R BEE MBI AR | (JBBRZE Good Manufacturing Practice)

B2 TEERORZ SV TR RRO RO EUE BT 58S | LU EFEED 22
B A FERGR R BR O Eha o FHEIZ B354 47 | (Good Laboratory Practice)

1E 13: [EFSR L AR ERROMEE AR R EFREE T84

(Quality Management System)

(FHARPE DR RB R - ‘R EBEE RIS 7= DR
O R - PRER ARG D41 B pE 03B A S i CHEE AR OTED H iz 2Tt
T - PRER A IR BRI S OB ORI, o — A DBAFE DRI E A FTAR L 2ot
wiE®D | BRI 2 RN T 5,
O HOmWRBREME BEL R T 5702 PMDADO K EIKHRATE N 32%,
BETF OHI BEL AN 32,

(EIRR /K ZE (1CH-GCP %5 [8014155: 201 1#44L) QSR EEEHET A= D iAE])

O [EBE/KHE(ICH-GCP =X 1S014155:201 1 ¥EHL) THEg 4 EFFRM 72O 12>
WTRETT AL EHIC, ZNHEEN T 5728 O R 25 5 2485 =i B o gk -
BBIRLFRODIEY 71220 TI, BRI 78 IR P O Zefif ORI 2 5L > > Hiad
B, BRI BIE TS,

(HAFERITO—/NILEERMEE RS 51-6 D)

O HARFER S a— JUERFFRIZEN T, BMBER)—F —2 v 72 R ETE LIS
4y BPROEMARFI OTEY F 122D\, B AREER Y o — /U BRI 78 L s 8 IR
BAFEML > ofEt & D | BRB7R kS HlZier 75,

15



(BREET R DREE iR T H7=8 D IEH])

O REFECHFIEHE B 31T BERIR A58 D Bk (VD ARO :Academic Research
Organization %) {2 DWNTik, OFEBEDS, FETE LI 7E SCER LA, BRIRBFZEH 2R L
LA AREEM T 0 — VR FRILEITROD GNABRBICE ENTNEIENE, &
MDA OSSR AT L 2D £ D EARBYIRIED T ORI A ED 5,

<d#-RHMICHETCE>

(BREEFARS W—T D ES])

O BASOEE T, ZhisR I FEREM RO R R Eili% %175 JCOG #,
JGOG ®'*, WJOG ®¥JALSG B LDEERFIET N —T BdoH03, ENHD T v — 7T
TOBEHFEDOTEV FIZ OV TR EED D, o, BAZEOEB LM BV THFRED
FE R ZE O FHEAAE O M EVEIZ DWW THRET T2,

1 14 Japan Clinical Oncology Group ( B ARG ERIEEFFES L—7")

£ 15: Japanese Gynecologic Oncology Group (4FEFEFEFNEEIEN I ARHEM B LSRR ET
JeRERE)

{% 16:West Japan Oncology Group (FFEFEEFIEBNEN 78 B AR AMNTFHEGR)
1% 17:Japan Adult Leukemia Study Group (FrEFEERITEENEAN A BILRIGRILFEINIZES v

—7)

O iy -EHEMREOHEE TIX EA BRI RR B & LS TS0
TR HD, THHOTFFRHEE TOBBEDIED FIZ OV THRETEED 5,

F7o, SCERRMEA L BB L OB TIM T R BRFRA iPS MIlaE AV
HERRBETE ISR T, 2O OHFFEEE KR UNSCHE - COERBEE A LR THIZE,
BRI T B 2 D 5,

O BRIz T DG E SR MBS R T &R HMEbL . 2hRE
B OTDI| 2D R EERECHE R IR FEDOED T IOV TR 5.

O BAREMED, B & B, SRS ERRARBR TII RV LR TR 03,
TIRBIZBWTEHHERCH HEOMAEERASICIY, BEEICHETLIEM1HD,
T, EEEOBRIRICHITHEIEN - ERFEE OB ERFEM O 720121, EE7Ra¢
R AZEDT ECHRIRT —F &2 RGAICIELIENT T 53 AT AR LETHDH, TOX
IR AT O EIEAL T, KREEERIRFFE & 1T B> T R Z KD EERORRR IR
L7c—E D AT A DG 2 82 5,

O FREMZROROER MG T, BT —F 5B D@25, Bk
L, 3T —F 2 F—T 00T, BRI TR H A EER 7 o—s3 )L
B R AR LS RO HNAKEE I & T QAT EMNL, ZNHDOE R OEMIR I % FF

16



L2, £k ERIERFEIZBITA B N VEEH T — 2 42—) il a—H 1

(BEMBEBD) DT —F =R — T A REB DIEY FEIZ N THRE 5,

18 O E RIS TR SN ERRFE D7 — &2 2 L AT T A7 Ofask, iz L. Kl
FEER PR JE % TR SN B RIF T2 T — 4 %R %2 5 EDC DY AT hdH—_—2H+5, Ef-,
BRFFED T —F <3 — T A MNIFRA L T HiiE 0N EEL. EREEO T —4F <3 — Ty —
&#HL’C%E)F”‘” Z#LT- EDC L7 —H L AT LAOBE, EEEEIT), 2B, HFF—2&#
—IZ, T —EE T CEAEYHHFRT —Fv 3 —Tv—BNEETIE, YT —2 &
4%_79) REINTWAEFRBEESFICBOC—EMICT — TN ER CE30 T, IVEFL
vy,

(EELCAN—DHEE)

O AL, NEER, fd - HEHERBEORBL PR =220 T, IBRO &
7267, BRI THIE A CEAIOBEBMICEOBELRET 5, BARIZIT., %68
AN E ANE HROBRNZ B Lo, P RA L EES TR0 NG, B E
PFEHRER, BRIRBF 20 N — 7 e iz, IREE NEH LT W T —F_— A5 S

a4 %,

Q@ BELIAMDER

<BEHMICHIETL>
O HOBmWERMELERTEDAMEFRLT LD, T, 1. (3) EAI%ED A B R
Je OV R | OF N &2 TR Ot 3R I IO T2,
- BRIRMFR O - RN TEARREDOF LA E L EFRICETL K,
- WK E KB TDAM (CRC, T—F<F—Tv—, AR, Tud=rh=
=T —, FAFEERS LA PERRRE O Y | EICHE T AE . A EE
SEEFRHYEE) OFRELORES FREIED,

(2)BEERFRZICETAREERVEDR L
OIERERFAZICRI 4 A tRIBIESH I D RIE (R 25 F B ) IS 5HRE

<HEHAMICEETL>
O BTOERM I HMmEFEE OWEIZHHE T, ZOMOfEE DR R
HEL , BRIRAF Pz i U0 Skt TEHHE#RE LT,
- TERRBFZ I B T MRS | B O S 7 BB (R 81 1 3300 TR
DREGRZ LEL | BRI 78 T DERICIVEH LR T WS L2 OG-
By
- PEBREREDTEV T IO\ Bk B @R AT 5, TOBRICIE, KE

17



123317 AIND (Investigational New Drug) - IDE (Investigational Device Exemption)
BV I BaR M FED B H AGREIEIZ OV TH BB T 3B,
19 K EIC BT 5 FDA (R dh B A7) 1R T DR R B = S R s et 2L

<#-EHMICHIET LS
O #HREREDH T, BRI FROEIZEL THRE T 2L 5,

@ HOSWVEREKHREDEMBELHREREDNDEYS
<$GHRIcHIETL>

(REEEZERDEDM LE)
O WMHEFEEZESOHEZR EXEDOIZLLTOHEBIZOWTEIZHE TS,
- MEBRERESTE~DEBLAEIES,
- BEEFBBEOV=T VAN ECEEOHKHBEELZRSODEEARE, FIEEL O
FEHEIZOWTIHEFREEZ1T,
- HEFEAEROIECHIEEETARIA L 2IERT D,
- WMHEEELZBSFER~OFTHYEOFH -BEL1TI,
HFmEBEELZBSDOE REHD,

HFAHAREZEESOREICHT-> L, ZHELEMEZHE TE8 (BRI
ji{ji— O - MO MR E) AL, BEORWEENERINDIOIAE T 5,
O HEFRHHEEEREBESOEKICHI-Tid, LFEGIEELEEBSHNE RSB Ok
P (WP PR BT BT, AR A AT, BEER AT 0 SR it (A il 45 D AR ) 2 i W) I B A 75

FIECHMENE I CEEZENTIFREFERETT 5,

(BRERMIRICE 1T HHERE DEHEO)
O EFREEIT. IFROEE LRBRICERRTRICBEL T, #RA 2HR TEH— 7T
REOZRETHILERAT D,

<df-EHEICEETCES>

(REBEZESROREHE)
O HEICIHMEEAEZESORENE (MEFEELEBERXOHEZWET VAT L)
DEA
< EES-EOEELHLL TWDHOZ ML MEEEZITAOZERERD T,
BEDHERIETHEEGIZH AR E O =215,

18



- EREEARIREE I M EEE B SRR 54010505,

(HRERE A~ DFHE)
O MR FEIZRIT DHRE ~DHEDTEV FICOWTRFTT 5, (FRic, HABRE
AR ICLD N B AR AELT G E6%)

Q BBREEFZELDABRDBEL~NDOXIEE

<EHRICBETE>
O R BREAVLIGBRZHEL QO < LT IRBREAEZ RS 0E AL BUIEHR TR
D HLNILH TR AR E DM RO L T2, TERBIREICRITAENIE
R GRBROL EVELTRIRT DIDDOTAF LA BRI, T, 77— AR A ba—
~ RS2 RN T O MAR T E KD,
O BROBEIZH, HERE REOBLRNS, — RO ANIZb A0 04 O FE A
LEDERARDENTIEY, ZDTDICUBERTARTA L S RatT 5,

<#-REMICBIETE>
O GCP OESFRIDAREMFTT BB, £RIRBEDEIZHOWTHLARERETT
DREHDOERWERIRRBEEZB R AT ARy — IR NETA At
VT ATITONWTIRET B,

(3) R EAILKNDB~OEMADRILE |
@ DEES BO-BANERSE~ O

<BEHMICBEIETE>

(AN EFGENDHF~ADL 2 T4T)

O /WRIER, &9 - BHEMRBS, IR ELN DB ORI 2 ET 5729
(AT N —T DERR, AR ERECHIEE OB T4 7 IO THRETEIT,
(BIZE, WA IR\ IR . T B A R R SN A S O A oW TRET
Bs.)

O BEBDDIRNFEOIHIZ LKA ERHRRICE FLARO EHK S, - E RS RE
BLUTEBRFT BRI L T, M B O IBEO T ELK S, Rz, A @R
REFIZBNWT, EREIERRA~OT /25 XEE1T,

O BAERSLEE FREOEREOIY—BOMELEZIINED ., BHRE OB
Db &, U1 BRKBAEERREDORBCIZANT -0 — X2 R . YD BHe 8L
T RRRAFFE - IR Z XL L LT R RRIZ 2721 QL7 ORF e 7 D B /A /e 3

19



BEITH,

O EERFFFEHEmb, B - RSB AV IR AR ARBR L R 55 D #E i B2 O AR & 3T 5 BB
1, BRI OHE E/R W [EE G - SRR OB RIFZE - TR R O £l 2B+ 2 EAGR. Bin
TR A RS DO F =72 IR IE O 8 ES 2 B £ 2 Tl O/ M e i & 3 e
T5,

O BEHDPFHIDIRNRBE N RELT A /DR HERS - ERERCB O T, AR
DRI GIN L7 T-BE BB SR T LB E ~OBBRELZE DR OHY Fizo
W, AR R 2% ORI B L A BUR NS D b5 | BUTHIE O ZEARK)
7o FEEEEZ | IS FEERGT D,

<g-REMICEIETCE>

ARV’ EELEVNRHFADAET1T)

O EXRMFORBLALSHESCHSOREMRBEOB ANDULELINDGD, PFEE | #
B . EEROWVTRLNEKZ RIRWEOBRTFIELES (Bl 21X, BARBAEILEN
THHN, A TOEIERASNA LR MERIR IR ~DU 7 F IR FER ),
ZOIOREHKLFEORBICBITHMEE . HRE . EERFLh TN T 1E
VT4 TNV TRETT 5,

(FL-HAMEBEDARERICE T AEHRIZH)

O FricFid R R B IOV T, BN EEFRE FEE ORI 78 GRER)1F #ik
AR —F A AN Tl MSATBOE NEFEEBEF AT OU = 7 A M A H
ENERERE =077 HANEIZB WYL, BREEOH 125 THIEER
HOIRBROF BIRIEE1TH% . ER-BF BRI LT [ REEOTED H 12 oW TR
FEED D,

Q@ EEHESR -LIHEERZE~QHRE
<EHKIcHETCE>
(ERMEERICET IR ARDOEMRAR])
O EFtsas (KrIohLA AT E FRsas %) ORERFZE - 1RO B & 1 EXE 572012, [E
TR RR O MG R AP 7R - 165 % S 3 D EG ARAFFE i Br O IR % i 32,
(EEEBIEXICBIT2EDMOTmE)
O [EBREESROIEERIZBITAE MEDFMIZ VT, TEBREES B (ROBERE - 5V VBB,
FEMEEZ Z R LTSS T EENE M — R NA i — A THI T DL ENH D, =

20



D=8, G IMEDOFMIZ T Tk, LB Z)S U TPMDA O SR MRS A 20k By =
HIEATHIO A mT 5,

(ERERFAEICEDEAMDERR)

O EREHmORFELEEX . TOWFERBEICE T RBREAETHAMOERKIC
DUWTHREH 3,

(EinEERE~DIE)
O R ELmL ~VOEBHEEREOERICH ., EmEEEERE e 2 —
CNAT IS TG T DY ATV —REiE R U2+ 5,

<H-EHHICEEICE>
(BEFi AR CBJ DRRERETZE - JAERSE M - DRRER)
O L DMOE SRR FE D720 DRGIRIFZE - 1R F M L ORFE R AL REHT 5,
(R I THEA A AU [ R )

(imERE~DIE)
O SEumER DB OMIEOESRICEDOE T, 7 AEZRICEE T AN ) A G TR
PritFe I BT S fm BLAR S, e hapHI iR B\ DRER AT FEICBE 4 2868t & in 1A
R FR B+ DR S OB I W THRETT 5,

@ HFEHF
<EHWIcBIESFE>

(FREEHIZE IS T HHREZEDE L)

O HOmWKBERRMFIESLIVERL 03 <0589, AR ICLD KEDOTED
FZoWThETT 5,

O %EE%?H&%E%&::BLVC o EE P PR A E = 2 o L TR HZ AN |
AR &3 ) LB ST B D@ O BRIRAFZE ISR LTI, Bl S B SemiciF 2 & o
B 21T,

T 20: EEIRIZL D HEEHITIRD 5| R0 rIREZe 7 — X R O L& KA Z L2 B HIEL
TRIFRSNI=HBE, BFEDOAGBENELN TUVRWE SR - [E B8 o fit 2145 5o iR 72
EBEITZOWTE, RRIEL TRREDHFADRD LN THARN, LL, ZhbDEEBRE

BREMT DI, —EDBEHED FIZITbhELDIZOWT, YR EMEH & [ FEER L TR,
RIRZIEFA TEHILEEN TS,

O BRRMFEICET2EA SR FEHIEE O G LA RE DRI Y 7= - Tl

21



RISy T e Fasay & 1 ]9/l s GNE=SY g RS

O BEAF@AE TR EEPERL TOLEMHEELCH R I OWTIE, ThEhLD
HE - MR ATE(LL 72 £ T, RMIZE SRS 21T, Fi, TRIRE —EHIRZRT
BRI TRV SRR - FTUIV S RET 2,

<g-RIEMICHIET >

(REERHAR - ER T ERRICH T HARMESDFEE)
O FRIRWIZE - ERT £ AT E i T DBROBE &2 ET D7D LT ORHEETT,
© BRIRATZE - R AT E R I D EM IO BRI S W TR A S @ - SR
HEILFETRETT 5,
© EENPLOEEREDTTIRERTT 5. TORICIE, BREDHEREZIERIET D
721, FITEFR R D% BLRRA ~ DR LR B2 UKD,

(BEEEM RIS R B EEO—ALDEYH)
O BRLNFZEIRE DRI >ETIER T 572912, PR E SR HEZ ARkl
TEBRZHERRL . EEE ORI L TIEE RBND, 230, D& BRIz E -
THWTTHZEL FRBZELS TEHIH AR ERZ L2 R 2,

@ HIESE

<H-REMICHIETCL>

(ERBER M EREISREAVEREMRICE T SERRBEORELY)

O BRITAREN TWHHE D EH A - KRR e a O T BERBTIE T 0RO B,
HE I LDIBRARORE LT B (L L BRRER™ 2 FiZIs 1T B THIE O IRE
(2N TEEEZAT,

T 21 BRARAFE R NARRIZIB W CT —F DRY (SAT2) BT 575 BRE 4 I1E% (T4 2)
(AR A (REEREERTE) & LB R (IR TEROTR BRI AL ) ISR AT TR ML | FHImZT 5B,

(4) KIESEE AT A LB D BB IS
D HBEORLERE

<\EHMICHIEICE>
O BRI - 15BICBET AR EREOM IS T VEDOTEY FIZHOWTHREL, KE
REkf e =2 7 VO ORI EER T 5, & EFEHE, SMO, [RBREREE 1L, S$EXG

22



=27 VETERRL, BB UEABRICE DD, (PlZE, KEfSEv=aT iz
ITHEERE S DS UL IR AR - TRIR IR AE A B DR ST, TRBR K - TR R D it
FE TS L REVIATL I T3, )

@ TADEBEMEGRSE

<sEHmIcBiEdoL>
O EFHEEITIEROT — 2 DEEMEME D7D Ol KetmatTs, Ml &7
AT DT —ERy I Ty 7R RREEEOEEIR T HREEDIEY FFIc o\ T, B
KD RELEREE1T, |

23






