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BZE1—1 ,

EHTARFTA 0, LDERHRENREE THENEZ LEZEDTHEHR,
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ERERTAIZERTA FZAVOEBRKBIBOTHAY, A FFALViC
BOWTAEHOHFTELHR L TWBH DI, —E&mﬁt%aﬁbtﬁwrbé
HARZA THFTEARCHERERONT Y FOFMEERLTEBY, £
HHRENRENBEICIT, AT VXBET RN H D Z &b, Q1/QTc FHER
BRICBWTIE, MPEOBERLHFRE) (67 LY EROHRE Th 508
2) BRREFEFMT 2L ZHRBLTVWS, HFEEONM G —BEEEZM
LEERBZ—DDHFETH B,

QT/QTc FEMESRERICEI L €. BEMR AL T R 2D &8 5720 PROLERR
HE TIIHERE & OEMEE., I5RE (LB 2ER{ET5 2 L2ERELTWVWE,
12 FEETELEL T2 THROMBHIZ, (METORTERINLTHRL, BE
HOLER L OEREBANETHIMR., ZOBSICHLBEECOVWTERTOR
BBCITH Z ERERETH S,
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El4 HA4 F7A BT 5. Q1/QTc FHRRBR-CM OBRKRERIZET 5, UT
O LEBEETEORENZSWT, BIBBLTTFEW,
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NEDEZRITBNTH, FEEOER, TEOKADREESLURKDRIR,
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RFHEEF (representative waveform) (PO, EBHEEY 1 T )
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(aligning)., #& (combining) ZEHi, T ¥a—F—ic LAY
7otz X - THEBRENZER
AIEREF (global waveform) ; ARFIZEES I N/, 73T, HDWV
TR ONOFEICBITARERNREREZERL Z LIZIVIERENT,
ZERRZ PR LEBOESNEBOAKER T, Ihik, /A4 X0L
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=L FEHAE ; SLAFHIEOREREAVIEAICE., 2V Ea—F—
i L BUFEOEIE BT, b FOUEENLEREREREL, BE
@%%E&%ﬁakéﬁﬁﬁ%ﬁbéﬁgﬂ%énEﬁﬁ&mmméﬁi
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I, HITEE. HSmEROATYSRRELRY 25, BRHEEEAN
ZRERTIL, EEAOEDFICOWTERICED = BRR LI ESL
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WICHAWS X I N2z bRu,
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kY, BloTWa, FORE, BRBRHAWVETALIY LR —F
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5D:®ﬁmﬁ%étm¥ﬁw& L, —EMLBIREORTENRTE
D, ET7AITY RLEZRAVWEHANC L 2BV 25TET 2B 52610
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. HAVEITEZSANEIZRE L TEREBFHIEEZRANS, &0 LH
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OWTRPEHRREL T3, Q1/QTc FHERBIABHEOREITIZ, BHORRIC
Bit 3, BUREOBEENRIZ LEEL2AFEENE, H5VIXEEERHIE
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FTRERS B, T BROREECOVTIH, FEFEORY MR ERT 5
DO, FRETERED ATV A M, TS TR, :

HHEOEILIZEBOREICHEL > 50T, EAREI XV BBOELEL
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DEFICRDVES<AVWERTE =, MhOBEFHLRERODR L. BMENED-
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FRBFEEINTWARLTH, MOFEEHAVAZ LKL VEFMAAEND L
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12 FBEERRSER R MO LB, SHBRRRICBWNUERIN
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%5, QI/QTc FBRBRANEM S TWARVIBAITIL, TRBRKIEE 1T MO
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BEEZAOCTHE LU BB — 2 2RHLATRIEE LRV E ETHE
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DEEOEENYL. EROFESE (T2bb, T BR) ~0ORRICSELRPE
#5250, LELEERERZFBRER >BBOMEFEIBEAENS,
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FRAIZBWTIL, Bazett MIEIENE, EEMECEFEAO LIGEROES) & HIE
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PETOHBIIBNTHREL SNDIDITTHRY, & A EORRIZBNT,
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FELRFERLLPLDEDONIEMESFERRO O ORKIEL RS2
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ETHEMTTFArI3NnNTWA0T, Bk, XidHEORERERE TER
THZ ERBEHNTH A,




Riz—2
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BOERTIIHBATEROVRERMELELIEI L 3E LI,
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B EERMEANTIL, 2FEATHLo KRB EF LI IKHE I, EESh
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VY,
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FEERERBRICE W TR BRI, BLEBREN TV ARBROEKEWN. Z 0%
AT RRN Sns BEDO QM EEZRIHL 5 2881 (ORE) 85505
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BURBODRORE SNBICRIEL 25, ZOHMOED, LRED
UTFOZ>OFERELZBND,
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B2 EREHENTNS, L LIBSEEROSERAEBE 5BAIC
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9. ZD LD RBEAITIE, BHYROMELBEADELSI OB RIS
WCEHEL T, HEIYRABL R OREEIGEVDREZBRHLES
MENREWT S 2 E L HRETH B,

'b. ZNEM Bns IOFEV (FTERE OEDPIEDRAED SHEEER
5ms I < Fril95%EEEMO FR> 0) Bkt BEHE AT 3 Hik,
HROL VNI VBEERREBVSEAICIT. BETROBE DR
EREIRBREEE b THETE L BALEETH S,

ORI RFERRAVWLNALELTH, BEMNROBRE ERHBROKE
LIEMRE) RBEEODREBEIZFELLTWAZLNEETH D, QTc O/
FMARBIND T — ¥ OBEICIT, RBRECOWRENSERE SN, QT/QTc
FMERBROEROZITANSEEIC 2 S RMEEENRH D,
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fl1—2 TR~ X5 I LBEROHHEAERT CEME S, IEShERR
FIRC— B> TEREINDI I ZERIET I D ERECEABRAHE N
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ik, BEABOERAICERLTH, HREST 7 R0RE, MIRERORE
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EEEWHRLTWS, LaL, REROMORIE, 621X 0%k REE & il DIGHEE
HOBREHNRESR—THDIRETHLLE NI ZLZERL TV D DT TRV,
BERESERIETDBED—REORFEL LTR, FINVFI—DOFERH
7 EAEAE (over-encapsulation) BHIT b5,

4. RETFFA 220 T

Eld HA FFA Tt 7 e 24— "—HROMITICKIT BMER & LT,
WEREERE L 7 P ARB O, HlE —REELEHEDE (X—2 71 EIC K
LPREE) O, 2HMEFEBECEERELZRVWIZ LEEDTWE, IR
FRAEITREFLLERAB E L CRREERT 256, 2V R—EREFICBWVTH
T A7 7 ERBREROBIEENBFE LEWVWEEICEIT 2, EEO QT/QTc (oxt
THODREFMT 500, FbENRFHEEEIC OV THRBALTTIWY,

Eg4a—1
REBRFVA Vb o, R —RS BRI 77 E RO THM
DE (R—RTFA VEICL BTEER) ORKE] ZUTOL3CEDLNRS,
PEREERED QTc DEWE IEREMICEIT 3EWME) N7 7 ERED QTc DI
BiE (HREFICRT 3 EYE) LERERAICEOTHESh, £TORA
BT BED I LRADLOE [HEE—RSELERENL 77 ERHEOF
WEDOEDRKRME &7 5,

E4FTA RTZANCRBITE R—RT A4 MBI X DPER) L9 BB, &
FHERTIZCBWTR— AT T — I RBEINTWD L E2ERT S,

7 0 A A —S =3Bk & WATEER BRI T O — 2 5 £ VEOFEHE OB
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R—ZAF A AMEOQOBHBEIZDOWODTHRALTTFIWN, £z, X=X 74 AEHR
MERES. QT/QTc MRS 7 0 R A — —3E & WITHER kB 0 5
AV TCEBENDFNEFNOBAICONT, =254 EORIEFEE A
LTF&Vy,

EI&4—2

R—2 5 A AT L DTEIL. BHHE LR (carry-over effect) DM, #
REMEZEOHEOER., RUREOEELRLOBRNEBOZER L Vo7, L
OND BBV TEENIKFEATH S, X—A54 VX 5REBICITHE—D
REDEFEED I BORRWVSE, FTEENZE2TOR~R T A1 VIZEET 5
iE. BERROERHEZICBWTEIRERENTWVWAIRETHS, &
FDN—AF A VB~ EEIZAN DR TV S, HREOBREITELL, HEREK
BRERERAUEZICAIESNS (B2 —BEEik =271 &, HRE
DREFHEHENCHES D [BRER] ~N—XT7A U Thd, [HREF ~—254
ViE EREBOZOREICAV OB, BREBIOFMITITAEV bRy,
N—R T A OBRFIL, RBEDWTHE R 0 2 43— S—FRMHZ X
W RS,

WATREFILEBBR Tlk, B2 —HERTLR—RA T4 ik, HREBOBA
B Y — L DEERMT 55, ThEBREMN—RF 4 VICEVRETS
PIETE ARV, WATRRBRERRICRBVL T, Bl —REEER—RXT M
OBPEBIX, TR THIITRRRABEL VLEIOBITRESND ORBEENTH
5, '

—F., 7 XA —r"—RBRT, R —HIE—R 54 VTBEELE
ahndiavy, BBV COMEIRLY, HRERVRRICES DO BNERD
FEIT, QT/QTc HIROZPRICET S5, ML —HSE-HREH L 7 A 8
DEOFMIIZTENTWEINETH D, Lo TEKEIR, 7R 4 ——RHRIZ
BT B R—ZA5 4 2032 LIETTH 3,

R—R T A VRUEDHROERICRBNT, BABO Y bItERE O LEER
EOREME BlziE, SERECLERBRELLBITANAZ A —FDEE) 25/
BT EICED, QU/QTc MBOBROENDHERELRD DI LN TESLTH
A9,

5. QTc 7F—Z A7 5 RMBE — RIGETNVOFRIZ2ONT
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ICHEI4 A KT A v (3.2.3) ik, EWIRE L QT/QTc FROZEL L DR
| DT OWTIRBERIZERTLA TS EH DV ET, ZOMEICESNT,
EEGERIZBTIEDRE-RIGET ) JIZT2388BORT7T 7 a—Fn
Ll b ENAETLE 30, EDRE - RISEROFHMENS ED L 31T QTc T—
& DIFRPEDPNDTL X D,

% 5

EBE— RIS T, 2TOREICBIT 22 ToRARERT —F 53,
FEHID QTc FR~OFEBOFRBEELFBMTAIZLITAVDON D, BYREE—
RIGHEATIE, BRID Y R EERETHODOEERERE LT E4 T4 F
S A NCESEFEE T E OEN. HAWT intersection—union test D% Y
WRDES, WThilE L, EMRE - KICEIroRREIL, T ERI A7 ILHE
TAEZEF ADAENRFMIBOWTEERBERER L 25,

QT ROV R 7 ICETARENRFMTEREIND I B DL LT, FEEKT—
2. QUIEROERHEL, T ERORE, SMEDH T I ) INETRUEE
BT A BIEN R RTRBIRMER DY /TN LRV BEREDEEEENH 5.,

VR — T — & OO - DT AATIX, 503RAY72 Pharmacodynamic
(PD) EFN (FZIX. B Enax €7 /) P, Pharmacokinetic (PK) £
FN (AE-RE—IGETN) & PD €TV LFEUDIT ABBRAOTT Lz Y,
ZLORGDBERS D, A—T—FIH LT, BRAFEERESCEFTVE
AVWTIRMIBE — ST 2 £l L84, —HLRVWERBELh S T
NHDLZERMENTND, LEB-T, XA TREERIBZ DI, £F
MEDFEERE, 7 NVBRROERE, F VOERORME CEHORRKR
RCRLNET—F 26T 2 EBEL, BITCEL - THELTEB Z &R
CEBETHD, i, BEREPOREBCESONTEF VOB BlxiE, BT
F, BB, EAE) &, LBV ENCEET 2 2 & A HERX
I

0T SEREASMEE TR CEEBGE LAVESRH S, i, 2V 0K
B A BEEDOELDRER L LT AT ER 2 2 TEARLHERE~D
EREERTEANL. e ATV VREFRTARERD D, T AVOREORET.
ERAT VR (BESLDF—207ay b EXATF YL AAL—TF -T2y ),
R OGWEEE (Goodness of fit) IZBL Tik, BB ETH B,

BRERIORSHD QTc BRIEREZHT3HBE. HOVidH ey L REY O
FH Qlc ERIEREET LRI, BYIRE —RISHETIXEEE L 72 5 "THe
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