x % 2 &
ERk2 7THET7TR10A

AEENRELEEER (B) #F
EEZBEERRRRFETER

[FEATREARIEIC ST 2Q1/QTcMRDIER & i FAEIKIER OBER
AIARMELT BT 5 BRARAOREAE] ICBIT 5 Q& Al OVT

FERAEARE IR 1T BQT/QTcBROIER & BAERVER OB T M B
T HBREREFEMIZ DV CiE, FAk21E10H 23 B AT REHFEFK10235F 1 FEHX
BEHAEETHERERAN [FERARIREICHT 20T/ 0TcMRDIER & EARER
VER OTER AT RS IZ BI 9 B ERARRIFFM IOV T (BATF MRRREHE) &5, )
k@Ml ZATY, '

Ei, RRBMBRIERLEES FRAIF10A 2B T EERRASEEY
HAREHEEE [ [IERFREREICB T 2QT/QTcHIRDIER L R ERIER OE
FERTTREME I B89 B ERERAORFMEL KB T 2 Q&AWL DWTl (BIT TIREEE
BEDL] 25, ) RUERM4ET A 3 BFITERE R BFEETHERTLE
#& T TIERARBARIEIZ T AQT/QTcRFR D ER & EREENREA OB ERI TR
VBT BERERAVEEM ) IWBETAQ&AIZOWVT (3D 2) | (BT NAEHE
TED2] 205, ) KBWTBHLELTERLEZATT,

A%, BAEUEERAFATEERSHICBNT, RO LBVHEFTaNE
BRNEENEBINELEOT, HTHO L, ¥EBOSEL LTEERNRR
EEZITHBMANEES XOBBEHNLET,

728, IRCBOTIE, ks »ble —3%2BMTsLEbic, HE
BERFDOIRVFD2 TRLEQ&AILDSWVWTYH, MBRZ2ERED LTHE
LTWET, FEBERORZHZ b THREBFEEZO1IRUZFDO 213BELEL
=3



Ll

[HEPRREARIEI 33 5 QT/QTC R DIE R & ARERRAER O
WERTTREREIC BT B BEAREOTPAE) BB 5 Q&A

1. LDEEBREOFEIZONVT

f1—1
DEROHFRECEL T, Z0E M4, 1RO OHFRER. HHEOI
TRIE, &Uﬁﬁ% RTTERT DLEMEICOVWTIHRALTT S,

E%1—1

ATARFA T, LERHIGRESREE CHLRE L ZED TWVD S,

BEEINAFECIFEZIED TRV, EMFENEZL R IBRBREM
ERERTOIZLEINA FIAVDERRRIBDTHASS, A FF 1L

BOWTAEOHRELZHERL TWAEDIL, — BRI EEZERL-LDTHB,
HA FF7A AR EARCHREROAAZ Y XFOFMEEZERLTEY, £
HFEBLWVIGEITIX, ATV RNET RSN H D 2 b, QT/QTc FHER
BRIZBWTI, TDEOBE L HFE] (BT LHBEMOKFE Th 5 LI

20 PRREFZFETLI L EZERL TVWS, HFEEFOCIEL—EMLEZM
EEEB—DDFETH S, |

QT/QTc FEMRBRICEA L T, BIENRAAL TR 2B S50 R0 ERR
EECIIHERE LR, RS (LE) 28R T2Z L2ERLTVWE,
12 FELMENBEL T D TEOCEIX, QTAETORTERBEINTHRL., BIE
HOLEBEREOEBRNETHIN, TOBSZLEREIZSDVWTERTOR
BT Z L BHETH B,

B1—2 . |
El4 HA FFA /BT 5, Q1/QTc FHMERBRCMOBERRRICET 2, BT
D LBRATEORENZSWVT, HBALTTEY,
- EEAFFEE (fully manual)
T4 B BEHEE (fully automated)
X EBEHAE (manual adjudication) (R E=—F—D@BIT T, B
FIEIC THEUFT 5 L B BERER) |

EZEL—2
LBEROMBOFRAE L LTREAV DL TV B HFHBIIRE { Z2aESE
nB, TAPL, EEAFEHAE. TEEREEE, ¥EEHAETHS, o




NEDFEHBTBVWTE, FEEORIR, THROKADREESL UK DER,
BB T A EBEICONT, ELDERLZFERETEN TN S,
DEROHAIRUTORFERBIZOWTERINIZERH 5,
T (raw waveform) ; H—DFE L ¥ B S io LEREF
RE\MEF (representative waveform) (LI, BEFA I V) ;
E—DRE0RTOXER, EECEDCEERFOT -2 AV, RE
(aligning). #4& (combining) #EWl, AV E2—Z—IZ L BHEH
b7 o¥ Rz L - THRERSh-ER ' ‘
+ BIERIET (global waveform) ; RIFFICEEE S iz, T3T, HH N
FEONOFHEIIRBITARBNREREERLZ EITLVFERISN,
ZZRA Y AR LMEOBESHEBOSRER T, Thik, /A X0d
2, ORI RRRGES B ORRER EMETEHT 55,
HHWIOFEEZRWTERS IS,

FLRAEHIE  BERAFHEEORfIZAVARAIIE, avYa—F—
Ik B¥FEOmMB R BV, b hoYHEENLEREREREL, BB
DREE LR ERIBBRLEDISLENDH S, RESRREOEERAF
FHAEIT AR, RENER, BEHEEICAVWLNS, %éﬁ?ﬂw%
FE-FEOCALBRICHAVIERICIE. BARORKIEDCDIZIZ. F
ﬁT%tsum\%5mi%nutmum®$ﬁ%&5mgf%éo;@
FEOREIL, HEERa L EPa—F—RFHEDZEBEAICEEI
w’kf&éﬁ BICRIEREYE B ¥y B) Kbk ViThhiks

ER., HEFEEROARSYFRRELRY 25, AFRHAREERN
5@&5(@ EHREOEDFIZ OV TERNCED AR EECESL
@%%ﬁ_%obﬁhﬁéa_wﬁﬁiméfwﬁ BRI DEMESE

WHAWB XS s gz b,

FLEBHAE ; SEABHANEOBAICE, BESOREL LEN LEOM
BoOHAZ= Pa—F—p7 ) AAZEFELTVWD, LEREDOR
B B EEENIAERTE, ARWET., BEHERIZBWTEERETH S,
KEHOT P F NVLERNCIRBEHERIC OV THAZERT LT AT
AEABEBINTNDE, TLABFHIEEI—BEEEHD, FRENDHD L
WHRREFTAE, /A XBHZHE. AEREOLERDES. PE
RTEMEEBMNEOEES., ROUBENERIBER CICHRBR-RERY L
LI b3, RROER L SEDEREOMERECHANEZX, 2=
—F—DT AT b2, Hr OBBORBEEHD YT Ny =T O/A—D



IZED, BRoTnad, FORR, BBEHIWNETATY ZAB—E
T&%%A W, TAE) XLE, ROCRESHNTO/NNT V30, #@ft
72t BIC BT A FReE R B B,

RAPHIE (2 Pa—2—0@HT ¢, ARRICTEYRT 52881k
) EABEEELE. By a—2—0T7 A3 Y AL X0
DLEBEREFEOEERORELIT IFEEEZE L T3, b MOHFEEX
ZDRICEHELT DR E;owr®7w:92A LAEESORE/BRE
BEL, ava—F T L35 BB ARERE BEDON A BEICIEMIELRTT
5. ZOFEERELLAFHAKEICEL, — B FRECATENTE
D, F7 T AAERAWEHBENCL A8V Z25TET 2%l 5200
5, RABHAEEZRVAIREBEETIR, EEAPHETREE/ITE. F
DEDTBWIFHIEIZET 2 EEBIZE S EEEERIFIZHEVRET D4
E#%é BREZDOSYFEEIX., ThboEEDO—BLAERANTES L

WIS 2 NEXRSH D, EBEAEX. EEFMBORECAVLH
6T&T®&%Kowfiméhéﬂéﬁ&éa%b\ﬁﬁﬁﬁ%ﬂié
2, HEIWETRANEIZRE L TEEBFIEEZAVWS, W5 X5
RERSTEFERROONIBEITIE. ZOHFEZOWTIZM 1 — 315
BSNTVD L) CREMELHRTILEVNH D,

WA E VA N5 A Tk, Q1/QTe FHERBRO & 2 ICLERIC L2720
FHESEER B TH 5 RERBRICR VTR, %é%#%@%##éﬁ%ﬂ%
DWTHIPEHERL TV 5, QT/QTc FEHEREBRBZBIEOHEICIX. BHORBIC
BiT 5, BEREOBEEZRNBIC L ELAFHAENE, @5wi¥a@¢mm
EFHELCVE BUTA FTA22.38B), 0T/QTc FMERBS DB AT
X, REOBRKRRRICBIT S, E2RUAELTAWCBEOLERIZLAE
2HFEAETTH A D, *

M1—3

El4 A FoA /ZiX, RO LD 2REEAH 5. TH LEE2BBERITOER
ERIET DDA L NRT — 2 BAFFE E BE, LDERORMREIEICE
TEAETA RTA L OREIMEES N EEHERH D1, BEFHAEOZYEE
MERLTHEATSZ L 220 RBREEES, BHYR~0RHOEDITT &
ZEEFHALTTEN,




EZEL—3

QT MR L TEROHEEZFET 500, LY EHRshERECBWLERE
BFHAEOREOZ ARSI TW5, BRATIIRE IR 2 E2BBE
BEDEROREEE T LI KBERRIZS bRy, L LEBEREESIC
BWT, BEFREZAVW T FAROAIEZITV. AFE LRI TRE%2
WERR L7 Q1/QTe FMERBROESNLSH B,

QT R ORI E

FLVEBBEHENE, 3 VT2 EEREDO L2 7R fékb®\
AR TIEL RO BN TWAERERR, BEFELRY, LIrLIFLWEEILD
W, A BNEELE R ORI, #HRED Q1/QTc ERMEZ KL
THREREARDDZ LN, BINCHRIEEND Z EMNHFEIRTVE, FTLWE
EORLUEOBRIETRTT —FIIRHINIRETHY, ERERHE-
TEEMREEET, — Btz B9 2 Bland-Altman 7w M 2 HRZNR—RZAF 1 1,
EUO7ZERERCTHRELEZRHEOBRE LTOQc BEITUTROERED
B-HOBEEL, chbOFEZAVWEEERRBOT—F L LbIzgH LA
BERETHBD, '

T $ DR THE

W2 BE OFMEICET 5. LERABHEOENEL, BEE TR
RENTVAY, b UEREEEN, HETOEGR LIc, BEOELIS
WTOESEBEHMERZERELE Y LTAHEAITE, RURORBOLHO
RETIE. BBIEHEES, BELERORRNATY b BIIETEOME
DREF, UROERZZH) IKBELT, ELLHAL, RT3 %R
Tzﬁﬁ%étnﬁﬁw&ﬁﬁgowfi PRI EOR MM LR 57

. BERETECRD b TV AREER, BRATIEARL,

FRROELITHBOREICHEL 5 50T, EAREIZLVERBROEILEA
LNHEIIE, ERAFHRNEIEEBERE @1 -2icEEbY) &
T RETHD, —HFEBOELIRBD ONRNEEITIE, HAEIERS
NTVWSEHBEHAEOEREXETSEBEL 25 THS )

1—4
QT RO RIEREER DD DF LWEIRZ W T, BRIKEER DL
FIAX T EOZYEORBLTHIEIVAHAL TIE SN,




E%&1—4

ICH CAEBRESETORRBRIL, FFECERIIR T AN 2AENR S ZBE
BN R0 BT, BE EOFHERET DI EBELTWS, — I
. B LOWERF OB ORIERPR L OREZRICE Lz b 0 TV,

Bl4 A K542 ®2.5.1 RUR2.5.2 Tid, #£%0 12 FELEH L & by
FRESSBRBUADOFEOFBIZOWT, FHoMnEWI thEDHER LA
WE D BREES2ENTWE, El4 HA FIA Ui E S TLIRE, QT/QTc #F
CERBRICRW T, BEROFEICI DV ZOUEEHATEZ I t0b, 12
G RERN ER R Y OEROBRERI L, BED 125H
DEHIERDYE<AVWSRTE R, hOEFHLRFENROBEDL, BittBo
REINEZHBIBWTIHMET 2 Z ENTRETHS D, HABOENIL. B
FERABEINTWARLTYH, MOFEEZRAWVEZ L L VFRMENATEND L
NRVHR, ThRLVEETHY, AQEADHEELEL 3,

12 FBEEETEERER OMLOF LWEML, BHBEERRICBWTERESN
5%, BEBERARICBWTEBESBAREEN TR TS, FHeRRENO
TR (F 20T QT/QTc FHERER) BV THEEET S Z L RFRETH
A5, QT/QTc SEMBRBRAER SN TWARWESIZIT, BREEE IIUEERO
FUEORBODIMOFEETFTTIENTE S,

B1—5

Eld H4 K542 Tk, £ TOREICIT Fridericia MERERE R Bazett
WEEZRAVTHELEZ BB —#2BH LT RER RN LEERhTNE
TR, TRNERBRETHMETHINHBALTLEEY, ¥/, EU VA N4
VTEREINTWAFEOMIZ, HEISHD QT BROMIEFERHIITRLT
{EEW,

E&E1-5

DREOEEN., BROBMME (Thbb, QT MR ~0OshRICEHELREE
EE22Z b, LIELIERRZFEEF BROBESENERAEIND,
UTIRTERGRE 2 FIX, 2ToERRAR (QT/0Tc fFHMBRER T+ oMo
REB) ICHEATIZ LN TED,
CBRAIZBWTIL, Bazett MIEREIX. EHEFMEMEEANO LHEKOEEIZHE
THEHEE LTEL2RFETHI L EPHLNITRENTVS, LT,
BHED Bazett MIEEIZ L VHIES K QT BIRT —F LT 5 L W5 ied
BRNEBNRVRY | Bazett MIEEEF AWV THEINZ QTHBT —& 12 b 1




RETORFRZBWTHEL SN3HIT TR, 1ZEAEDRRITENT,
Fridericia EER KA3F —# DR NIETITH S LEX BB MR, MDFE
REDVENRBELHDITHS D, HRTEIR—DOMOFERROA (1
—4 FLWERORMA) 2R), BT _REREUTICTRT,

1. ALF—4% %, QT MREHET A3 HORRZETVEROTETLE
BAIT, BRIBEVRRENDIEERH B, Lo T, A T A EIER
THREDIZ, —20HDWITEERORESFE, EFEZRIRTI2D0E
E\ﬁEﬁ%@%&E%@ﬁ%%\%ﬁ%%ﬁ?éﬁﬂﬁﬁbf%<:k
NEETHD, T /VBREIEFENREBIIESHNTITbhE & THD,
NI RA—ZDWEEDFFEESEEZBETHRETHA S, WOMEFIEX
FERFERHLMLLDED DN HEFERROLOOEELH-ER
PO BECOHRANLERDERETHSB,

2. WEBREZ L OUHE—QT BERERAWER—HBRENT —FICEIS<HE
FiEiZ, F—ARBIBOLNTHARNVESRS, BECBWTERE SRS
R=RT A VF—ERDHL L SPRER SFHCAE SN 5 LHBKOFEHE
EBETCETVARNESIZE. DECHELRVTHS S,

2. HE|IZOWNT

fiz—1

N—Z25 40D (Te TIEBLERHBZZEBHLATEY, VA4 FZA40D
ORI FOEERH o, L LARRS, Bl VA BT 0Tk, iz
F2< SME (outlier) %, >450, >480, >500ms |[Z40¥ET 2 Z L & TW
5. ZOREIC Pf&ﬁhthE&&%bTTéw

mE&E2—-1 |

450, 480, 500ms DA T TV —iX, El4 HA FT A VBT, RRIKEEN
AIE (outlier) DA R TOREAT I L EZREL TRESNTWAIE
THhd, PO TCEME L LI OV THEESAHRER Wik TEF] QTc
EIZ2OWTTHY, THIEEHEEETIIERDY 25, ZOEMDITREKLIRIC
IS SR TRV, XY K&k QTc MB (Bl ; 480, 500ms) DHJFAITHED
EVRMRRVTH A I, 01/QTc FHMRBRIIERED Qlc MROEROERZR
ETHERNTT AL ENTWEOT, Bk, RidkEoBRREZERE CEE
TAZENEITH D,




Bz—2 ]

QT/QTc FHMBRBRICIZB MR UKD F ZHAAN A _REMFHBA LTI ES
VN, ZOHRA. QT/QTc FEMERBRIIMER = LM BRI B ENHA L
TLEEW, -

E&2—2

—fxEic, BREHLEBOBMEX, BEEYSIOBMRCLEL LB LT, LA
BCCHIE SNz T BRASE, F7z, KiEid, B & il LT — A&/
&L, BRIEZRAULBENREENZE EDEROBRERIILEDIZS BEL A
A bbb, QT EREAZAETHERI T, L0 PRERIIFE 2D,
TRRA L VEETZ LRSI 2, 28 QT ERERAEETBEAICENT,
B DEENRBEEOATIIMATERNLORHIONEN, I bt
EHBONIOWTIIAETH S,

OT/QTc FHMERRERIL. EREAEREF TRV T, EAC X 5 QT FR~DHEL T
i3 2 &V RFRRETENEZFOBKERRR TH D, A IIFEH, &6
EDHE, ML \Wol, MHNDR—ZT AL DADKEHNAT A—FD
BN, ZNHORTIC L ZEAERICRIT RSO QT IZHT 3G, BE
BEOZRCRBHATERVRERBEZEL IS LIFB LI,

kLY, QT/QTc FEMRABRICIIBUER CLEOB/E EHLAND Z LR, &
ATIRRBRVREE LV, FERORGHEIEZERH B &0 5 IRILSUIERIO Y
BB 55T, MRS oM RE — KGB4R (concentration response
relationship) RN, FAINZ X 5 QT/QTc MR~ REEBZRNT2 L TFH
RBENRH D, ULt QT/QTc FMERBROTEREITE, LT+
SEBRBAEF LS ICHE SN, BEIRZLOTH S, FEZERICBSH
TRECKERITIN, 2, MICHUHEEEZ TR T BN FEINTWRITH
i, RN X S ERSEEAFT 21T O BBV,

3. BRIz ovnT

m3—1

Eld HA K5 A VIZOHREE (assay sensitivity) OEBEMEZHIAL. Bt
RO ZEE L TVW5, 1QT/QTc FHERER (thorough QT/QTc study) | A2
HTHDIZLEFBTIEDITE, BRRICBVWTITEEDRNMONTWAE
MR EAWS Z LT & D SFRESTEST ShTWRIThIER 572V, QT/aTc
SHERBR IR BB RO T 2 FEETHALTTF S,




m%3—1

%%ﬁﬁ BOW TSR, BUE2REAVTVA2RBORKEEDN., Z0%
CRUHABRN Sns BED QT EEEZRHL 5 2887 (DFTEE) Bbo5,hE

#%ﬁ%ﬁét CHWbBN S, UEHBRABUNRICL2ZORED QT ER

%ﬁﬂjr% BZOTHIEHREICLID ZOBED T ERAAH LBV LI,
HHEBREIIIEA L FNELE L OBRED QT ERARWE T IR E 25,

_miotﬁﬁﬁﬁ%%ﬁfé B ODEBNRLETH S,

1. BMMRBITEER e EREZTTHRERDH D, T7bb. ARl 95%E8

RO TRNSOns #BLAMNENDD, ZOZ LT, SRR QTe OIE
EERHTEBREANDBLERL, HREIZOWTORMEDREN,
BRI LY Qe EREZRERWVW L HBFT 57 DDOMNBEEETH B,

2. QT/QTc FFMHERERIL, Sws BEOEL GRHAIEBABLEZTT OTc DELE
) RHI3BAIE, TNERETESRABRITNITRLRY, E-T
B ROPROKRE SHFICREL 25, ZOBROYD, 272D
UTO_->0OFEREZ NS,

a. BN E5ns XY KEW (Thebb, ARl 95%ERXE D TR> 5ns)
iR E BV AEE, TOFEREL OEEEFAICBVWTERTH
B EMIEHASNTWS, LALBESROSGRRKREBE LG
T ﬁﬁﬁmm@Qkﬁﬁ%ﬁﬁb%é##&ﬁﬁéhéf%%
e ZDXIRBEITIE, BHENRBODRERRDFELUINOERIC
VTR LT, ﬁﬁ%%ﬁ%u%ﬁogﬁﬁuﬁw%%%ﬁmbwé
NEPEZHETAZ L HAETH D,

b. ZhEMN 5ms ITEV (TR EDEDEHBEORKXED RHEEMH
S5ms {2 1R 95 %EFER M O TR > 0) BBt R 2 /9 2 Fik.
PEROLDPIVBEETRERAVIGEICIT., BENBOBREOHR

 REURHBEE Lo THETEI I LRREEETH S,

EDOLOBRFERRANLNRD L LTH, BHEMNRBROPERE (BAXHROKREX
CEEREE) PBEOCHRLBECEULTCVWAZEBEETH S, QTc DS
AERTRENDT —F DBRAIIE, BRBRIEOSITREREMNR . Q1/QTc
SEMRBROBERDZIT ANSEEEIC AR 2 TiER S 5,



3—2
QT/QTc FHMERBRICB W THBERNREEHRIET A2 BERIZOWTHEIKLTT
élf\o '

E%3—2 )

1 — 2 TRRZEICLEROHFRABER T CERSh, RESh-HBR
FUEI—BI > TRMEND 2 & 2REET D DICHBERERRBHB SN
TWAEHEIE, TEERLEINEBENROERIIARENITIIEETRY,
X, BERRBOERICELTYH, #HRESSZEAORE, LIFERDE
BREULERT—#OREBIZAVLNAIO L AFOERHBMESHVLNE Z
EEBHRLTWVWS, LrL, REBOMmofE., Flz2 X5 xR L hoib®Ek
HOBREHBENRFE—THIRETHI LI ZEEZBEHRL TV LT TRY,
BiER B EESRILT2HBA0O—RMRFEE LTI, FIAVFI—DFERY
I E A (over—encapsulation) RHITHH 3,

4., BT A eonT

4—1

El4 HA FZ 4Tk, 7 A4 —"—HBROEITICRIT2FMEEB & LT,
WERER L 7T RED, BEZ2 —BIEEEHEOE (R—RF7 4 EiICk
HMER) O, 2HRAEZELERKEZAVDRZ L 28D TS, 772 %
RACITRHREILERRER L L TERREERETIHE6. 2V R—HRECB N Txt
5557 7 e A REROBEESFE LRVBEITBIT S, EAIO QT/QTe iTxt
TEMREFTMT 570D, BbBURFTMERICOWTHBALTTEN,

mZE4—1 o

RETFA BT, THEE2 BRI ERERL 77t RBEOFYHE
DHE (R—AFA MEC L BHER) OFKE] FUTOXIKEDLNS,
TEERIEBED (Tc OEHE CHREMICEIT2EHE) B 7 5 vRED QTc DF
BiE (HBREICBIT 2 EHME) LFAERAICBNTHESL, 2@TORS
IKBIT2EDIBLRAOLDE THH2 —BRIEEFERER L 7T R REOFE
BEOEORKME] LT3,

El4 A FTA ZBITD [R—RF7 A EICLARBR] &5 BRI, &
RO TR—AT A T — I REEINTNEZ L E2EBRT S,

7w AL —S—RBR L BITHEBERBCON— 2T VEOFRMOE NI
DWTiX, M4 —2 TERT 5,



f4—2

R=R G A EOUBERITOVWTHBALTTEW, £k, X=X 71 AEH
HEREE QT/QTC SL BNy o X4 — —HEk b WATHERF LSRR O T
AVTEBENAFNILEFENOBESIIOYONWT, R—RAF 4 VEQORIEFEZHH
LTF&EW, ‘

EZ 4 — 2

R—R2F A VI L BT, B LER (carry-over effect) MIEH, #
REMZOHEOER., RUREOCHEREORANEBOER LV o7z, WS
SHROEMICEVTEBENCER Th S, N—RF4 VILL BREITIIE—D
REOHEL WO HOIF VR, HEENELTOR—XT 4 VIZEET HH
iz, BRRBROERHBEECBVTHENIERERTNERETHS, &
BOR—RFA R~ BACAVEN TV, HREOREICET L, HERE
BWERLRIURENCHES NS (REE2—EKI¥] R—XF7 1k, R
OREENCRESND [BEH) _R—2XF A ThD, [REN —2F4
ik, HREMOZEOREICB VLN S M, AREBIOFEITIIA VbR,
ReR T A OBRIT, RRPLTEMLBERR S o 23— A—FRRMZ K
NRR5,

WATRER LB RRBR T, R 2 —BE BT R—A T A VL, WRERMOBN
BB RE—OEFRBTEMN, TRNEREFR—IXSA X 0BEETSZ
LixTa RV, BITEMEBERBRIEBV TR, BRAP—HERER—2TF L
DRER X, TETHNIRBEAB L VMO BICRESh 2 ONEEN TS
D
—F, FRAA—A—RBRTI, BRI —RSEEAR—R T A VB ESE
LEnin, BRBRFVA CoMER LY, HBRERVRRICESOBAEEOD
FEIL, QT/0Tc BIBOBRICET 5, BHlZ RSB ERER LTI R
DEDFEMIIEETNTHEINLTHD, LoTEFEE, 7axd—"—RRIT
BWT THRERT N—ATAVEBRWAZLIIENTH S,

R—R2 G A Y ROEDHEDERICTBWT, BEHMO 5 bICEHEIOLERR
EOBREME FlxiE, 3EREQCLERBREIZRBITA T A—FDOEY) 25
BELY, QT/QTc MBOBDROENDHEERELZBOLIZ N TEDTH
A9,

5. QTc F—# [Txh1 2 KYME — RIGET AV OFRICONT




[ 5

ICHEI4 A T A (3.2.3) i0id, EKWIRE L QT/QTe FARDOLML L DBIR
OOV TIBRRICHFED TN TWE ¢ H D F7, ZOHRICESNT,
ERARRBICETIEDRE-REET ) 7T 268827 7o —F 38
HirHINETL L 25, BYRE— KL% (CRR : concentration—response
relationship) DFEHLS EFD X 32 QTe T —F OFFRPENRNZTL & 5D,

[E]% 5 .
CRRIZQTER YV AZ I T2 V7  AOEEMNRFMICB W TEERER
BER L%, CRRIZAREEOHEOREBRSLMERD Q1/QTc FHHRBRO—E & LT
FHENDHOTHY, SLRIFMOBELLRVES,

QT ERDV R 7T A2RANLRTFMTERINSE D E LT, FERET—
%, QT IZB9 2 hIMER O, QT EROBRFHEL, SNEOYTIY H
TR BEICB T A BTENLRTEREROLV 7TV ERVELI/REDRE
BENRDD,

R E - RRT — & O O~ OFEFAITZ, kY72 Pharmacodynamic
(PD) ®F N (BIZE. #EXiL Emax €7 V) R, Pharmacokinetic (PK) &
FN (AER-BE-—RGETNV) & PD TEFNVERUDTERBHEFNR Y,
EL DREIBENRD D, A—F—Zizd LT, BERZRECESSEFLE
AWCEDRE - RIGHENE2ER LRSS, —BLRVWERPELNLD TTEEM
BHDHZEEZHMENTNS, LER-T, NATRAZEBIVELEDIZIX, £
FNVDIRE, EFVEROBERRETNVOEZORINE, fEIFICET - TH
ELTRBZEBRERETH D, e, BEZENRABICE SN TET VO
B 23, BEET N, BNBROEE, HEE) . FIE2RY ERcHE
THIENEREINSD,

MEFAREEE L LT 5 & QT EREAREBIEIIHFEL, MEL LT AT Y
VAREUBRBE-RISEBRERIBEN DD, IR, FUNTEERRE
NI EREOEDORRE LT ERZ R ZTEALHRGE~OEEE T
FANL, e ATV U RERTRHRERSH S, B ATV VRAEHLIAATE PK-FD
7N BT, Bha v = A FEFARE — o F— R FN) 3R
BREDBELRVED, T, EPRE—QT BRI, BRR2F—Z0OMRO
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