' B # &
YR2 7THETHAL10R

AREREATER (5) @5
A A B B A

[FERTREARIEIZ BT 5QT/QTcRRDER & EREIRER OEER
PIREMEIC B D ERRAVFHE ] (2B 2 Q& AICDWVT .

FERAEIREICH T BQT/QTcHBOIER & AEFREIRER OEBER IR
T3 BERBEEHEIZ oW T, ERE214E108 23 BT RAEEFRI023E 1 FEEK
BRBEETHERRBN BERAEIREIZRIT 5/QcHROER & EFRER
Ve DETER W REMEIZ BE 3 2 BRIREVFEMIZ 2T (BT TRRRE& £ 5,)
LB ATT,

7o, BEBMICRIEEREE»FH2IFI10A 238 T TERRLRELER
HREEES [ BERREREICR T 2Q1/QTcMBEDIER L EREARER OE
FERATREME I BT 2 BRRRIFEME) 1B T2 Q&AIEDONTY (UT lBEFHHE
BEDL] 205, ) RUER24ET A 3 AITERR LS EE T HREEE
#& | TIEMAREIREIZR T 5QT/QTcMBOIER & EARERMERA OB e
IZET A EREMEEE] BT AQ&AITOVWT (Fd2) | (BT MNPHEEE
WED2] 2WVH, ) KBV TEBHLELTELE ZATT,

A, RAREUEEMFHFAFMERESBIIRBWT, RO L BYHRITEINE
BERISEENREEIhELAEOT, BTHOL, EBEOEZBL LTRENBRK
EHETHRAENES X OBENLET,

2B, BIEICBEBWTI, Fichs o6 —3#BMT 5L L b, IFE
BEKEZDOLIRCED 2 TRLEQ&EAIZSWVWTY, BEF2EE D LELTHE
LTWET, KEBEROREEEZ Lo THEBEKZDO 1L RUTED 2 13ELL
7,




BUER

[FEATEARRIT 1T BQT/QTc MR DR & AR ERIER O
- BEER RIS BT S EERAVERME) BIT5Q&A

1. DERBREDOSEI ST

B1—1
LEBROYFEBIWCEH LT, ToEMH, 1R8BS0 OPEFEEK, HHEE O
Wit, RUHRZER T CEETAMBERIZ OV THRALTTE WD,

EE1-1

BHTA R4 0, LERHGEENRBBHE THAIREZLEZEDTWVDEMRN,
BB L ENAZBEOCITHIEIZIED TV, BHENNSEL-RICERREN
EXRHRETAIZERTA FIAVDEBIZRSBOTHASH, A4 FF14 iz
BWTOEOHFREZHEL TCWADIE, —EMORLZBER LD TH D,
CHA R URHEEARVEEGREROANAT Y 2 OREMEERLTEBY, £
HIMEBENBRITIL, ATV FRETRREERH D Z Eh b, QT/0Tc FHER
BRIZBWNTIL, MPEORE LU 2HFEE] (W3 LHBEMORFEE THIMEL
2) PRBEFEFTMT 2L 2HBLTVWS, HFEFONFEL—BHLEMN
CEEEBZ—mOFETHB,

QT/QTc FHERRBRICEI L T, BIEMRNAL T A 2R &850 RRLERR
EE THEERE L AR, 1aRE (UEB) 28RIET2Z 2R L WA,
12 FEELEEFMNEL T2 THOMFEITIX, ATHETOETEREEINTHRL., B
HOLER L OERKHETHIN, Z0BART LIBEEICI SOV TERTOR®R
ETITH Z e RTRETH B,

M1—2
El4 HA FT7A 2t %, Q1/QTe FHlERCMOBERARIZET 2. UT
D LBHEITEORENCZOWT, AL TTFEY,
SEERFEHAE (fully manﬁal)
T2 BB (fully automated)
X EBEEFAYE (manval adjudication) (2 Eaz—#—O@MBT T, B
FIECTEHGT 5 3 B 8ETE)

mZ&1—2
DEROBBOHAEE LTREAVSNTVAFEIRIARE L E2I0aHEA
nNa, $hbh, seAFHEE, Z2BEEEE, LEeBHAETHE, =




NEOEFBRIBNTH, BEEDOERR, THORKADREESLURDOER,
BROMCBIT D BTV T, B DERDFEFFENTN D,
DEROHARUTORREBICOWTERIND Z BB D,
AWF (raw waveform) ; E—OHE L » BHE I LERER
3T (representative waveform) (B0, BHEYA 7 1) ;
BE—DOREORTOEER, ERBEOEEEOT —~F 2RV, HE
(aligning), #& (combining) B, AV P =2—F—ZL5FH
b7 at R k- THREh R
- BIERVEET (global waveform) ; FFFIZFR& S iz, TT, H5W
XS OFEICBITARENREREZERD Z LITX Y ER S,
TR PVERDBOBREBOSRER T, T, /A XDD
RN, P OREFF R S E 4 ORRIOEE ZMEES T 5 5.
HBEWZMOFEERWTERENS,

SERFHIE  EEAFFEIEOENERAVIHREAIE, = Ea—F—
X BHEFEOMBYE BT, b FOHFEENLERFEREREL. MR
DORBRAERRERIEERZEDIMNERD S, EEAREOELAF
FHAREIZ AT, AROER, BENERBCHVWLNS, T2AFEHE
PE-BEOELBERICAVIEEICE, BRORKRHEEDTDIZIE.
ATeeR 30, HBAVREERULOLHDOERZ L EETHD, ZD
FHEOFLRIL, HRER AV Ea—F—RTPOEDIEERICEEINE
WZ & ThHN, HCBERRYE (B8, B) KhizviTbhick
12, HFRER., WREENOATFYEFBRALRD 25, AFFHAEEZRY
ARBEZETI., BEREAOEDFIZOWTERICED B EREICISL
YEEFIEREI LERDH D, ZOBRBEZOETOHRERXINL DS
BIZRAWD & SIS h2id il bR,

E4EBEHE  S2EHIEORAIIE. BESOREL LEE DR
BOHAIE =Y Ea—d—D7 AT ) XAKFLTNS, LEREOMH
B B BhEENIAER, RRWER., BRENEBICBWTEEFRETH S,
K0T P8 VLB ENERIC OWTHAEE R T 574
XABEHESATVD, SLABFHIEI-BEMERHY, BRENDS L
WOFIEZETEN, /A4 XBHZEA. REEEOLEHDEA. PE
RTEMEEMLOBE. ROURBERIBARYCEBRERE b
LT ZE&RiHD, REBEOER L SEOREOERESLFHAEIL, 2P
—Z—DTNATY LR, HrOBBORESHDY 7 b T 2T O/



VickY, BiRoTWS, 2ORE. BBRHEVETATY XAR—F
Tﬁw%A X, 7A3) XAE, RURESHNTORT V58, Ei
R B BT B MR B B,

EEPHAE (2 Pa—F—0fBT T, AR TEYHRT 3 a8k
B)  LEBEEEL R, By Ea—F—0 T ATY AL DI
DLBREROEERDORERITHOAEEZRE LTV, b FOHFEER,
FORITERES DO ﬁ;ohf@?»:)xA CEAEBROBREERE
BETL, IV Pa—F -k 35N RERE BN 3 B4ICREELT
3., TOFEREELAEHEECHL, —BHLERECSTEA TR
D, it?»ﬁ)fA%ﬁmtﬁ@’ié%b%ﬁﬁ?%%Aﬁ%k6h
5, RABFHEEEZRVIREZ TR, BEEAZHETREHARIXK. F
HED TRBWIZHMEIZET 5 HEHE £o<ﬁ$¢¥$ﬁuﬁw&ﬁﬁéb
%#%6 REZOSHIFEERX. Tho0EEO—BLAEBAXTED X
SITPIEENDNERH B, LABEHEIR. BEMBORECAV LR
5¢&T®ﬁﬁmow1%wéh5&%ﬁ%éo%L\ﬁﬁﬁﬁ%%ié~

%5wiT@éﬂhﬁh@ﬁbf¥E%%m&%mwé b AR !
f;aﬁf;ot:&{z’%mw%né Tik. FOFEIZOWTIERB 1 — 3iT5E
WEINTWD LS I Z2S M2 HER ?62%#%60 '

BREEM VA FZA 2T, Q1/QTc FFERBRO L S iz LERIC L 3720
HmMAEEL B THABKRRRICBWTIL., E2EFEHRIED ¥ B EEEE
DWThPEZHREL T3, QT/QTc FHMERERSBHEDREEIZIL, BEORRIC
BiF 5, B0 BEEMNRIC L2 FFHARE, &5wi¥§@#m&
FHEL TS EUHTA FT7A22.388), 0T/QTc FHERBBEEDREAIIC
it BHOBRKRRICKIT S, E2EBFEEEAVWIEEOLMERICL R
M EETHA D,

fll1—3

m4ﬁ4b74/ IROE S REENEH S, [ LEL2BEMLEROER
FHRIET B +4 %Bmtr—ﬁmkiTﬁk&nﬁ\b%@@%%ﬂﬁﬁ%
TEIRTA RZA L OBEIXMEESNSTRERD S, BEFAEOZYES
MR LTHEAT S Z L 2E0RBREELTE., RS/~ 0RHODITTE
ZEEHALTTFEN, '




EZ&1—3

QT BfR & THEOFMREZFEMT 272H0, LI EEEOEWLERB
BEHAEOBRROZSMIER S T3, HFRTIIBEICRIT 252 8E
HEOERORLEEZ R L REERRIZA DRV, L LBERSEREIC
BOT, BBEHEEE AT O MRORERITY., AFEL L TRYEE
FERR L7 QT/QTc BB O EFILH 5.

QT MR ORE

FLWVEREEHEE, AV EEIEORYMERERT I DD,
HAETESRDOONTWAHEREIL, BEFELRV., LErLHFLVWEFEICD
WT, HEIYSBBBELERFOEEMICE, FHEBRIED QT/QTe IEEHR &R H]
THEIBHDHT LN, EAICREEESNDZ LBHMFEINTVD, FILWEF
BEOZUMORIMERTT—F TRV EINZIRETH D, EBHIIYZ-
TEeaREEE, — Sz 85 % Bland-Altman 72 v b b RIZ_—R T 1 )
EO77eXREANWTHRE LIEFEOBREE LToQIc BLEURROERED
VEROBEDL, SN0 FEFZHVERERBROT—F L LHITEH LN
BERETHB,

T H DT RROFHE

Wk 2 REOFMEICHT 5, LEREBFHAEOETMIZ. BEE T
ARENTWRY, b LIGBREEEDS, HE TOFM2 Lic, BROE/IZS
WTOSERHBFAEEZBREL L 5 LT 5580, RUMOERBOZDHO
R Tk, BB, EEOERORBN 2y b BIAETEORE
DREF., UROERLH) KELT, ELLFEIL, MRTEDZL 2R
THERSHD, O FROWREEITONTE, FRFEOZEEL2ERT L

D, AETELBDLATHAEEL, HER TR,

HRROZEIIHRORBIZEEL 5 50T, EARSIZL VY FEOELEL
LARTZH/EITIL, mé%?%ﬂ&ﬂﬁ*ﬁ@%ﬂ&(ﬁl— CERDY) %
EWTRETHD, —FHFEBOELPBEDONRVWEEITIL, FLEIERS
ﬂfwéﬁﬁﬁﬂﬁwﬁﬁ%iﬁféﬂm&téfbéDo

B1—4
QT MRDORIECREIT D= D D LWEHTIZ oW, %ﬁ%ﬁ%mkwio
FIRXIEFDOREEORBEITNVIEIWIRBALTIEZ N,




mE%1—4

ICH CREEBICEDETORRIT, ECHBIIBITA2REN2AENH HEE
BRAONCR TR T, Sl LOoF#HEZRETAZLIZBELTWS, — &I
. 3T LOETOBEBEORIECZYUMEORERICE LIz b o Tidkn,

El4 HA RS A»?2.5.1 RTR2.5.2 Tl #EkD 12558 LEEH L v Ry
TBICESCHEDADFEOFIFIZONT, ELbnEWVI EhE DHIEBLA
WD RREEA R EINTW, Eld4 FA F7A RRHINTLEE, Q1/0Tc §F
flERERIZ BN T, BHEROGEICL D ZFOMEEHER T b, 12
FEERLLGEEN ERRZLUHEOEROBREZRSZ L2, BEO 12758
LDEFCRDYES AV TE R, thoEFHHREROR L, BiERBo
RESNERBIZBWTHMET A Z EATRTHAS S, bOBEOENI. Bt
HMBARESNL TR TH, MMOFEEAVDZ LI L VFEMAAENS L
NRVR, ZThRLVEHETHY, FQEADEHEEX S,

12 FEEGLGEER UM OF LWEiTiE. ZHBRRRICBWTCER SN
2%, BEMBEERRICBWTEBENEARESNTWRL T, HE-REHO
ZUHEIMORER (B 21T QT/QTc FHERE) B WTHR TS Z LR EETH
A9, Q1/0Tc FHERBRNEM I TWARWESICIE, IBERKIEE T YSERFO

ZUHOHEROT-DITHMOFEEZ TR TI LR TE B,

fil1—5

Eld HA KT A2 Tik, ®TOHRFITBVT Pridericia MIEEK N Bazett
MEEFACVTHELZ BB —#Z 28BH L2202 b dhTnE
TR, CHEIRFATHOLETHEINHFRALTIEIWY, £, B4 HA F7A
YTEEINTWDFEOMIZ, #RIN S T EBROFMESFERHNER LT
{TEEW,

BIZE1—5

DRBOEBNI, %ﬂ@ﬁﬁ@(?&b%cnﬁ%)ﬂmﬂ%ggﬁ& %
ZEZBZEnD, LELIEERRZSEEF EEORERERER SN 3,
UTRATERNRZ AT, 2 TOBKRRER QT/0Tc FHMEREBRITZ oMo
RE) [CERATHILETES,

ERAIZBW T, Bazett #HIEEIL. {EﬁE%ﬁ&U{@ﬂKWGDJL\?Qﬁ@%@J%ﬁE
THEFEE L TH T FETHAZERALNTRENTNS, LER-T,
BED Bazett MEEK LVMHIESHE QT BT —Z LT3 205 %
BRWEBEMBZVWED , Bazett EEZAWVTHESINAZ QT RET —ZiXbix




PLETORFLBOTLEL ShDHDIT TRV, EEAEDRRIEBVT,
Fridericia EEIC L D27 —F DRRIIBEITH B EEZ NN, D FE
RELVEOREELHD2THAH, HERETEXIE—DMOFETZRNAE (L
—4 FHLWHEIFORR) 2R). BETR&EHEZUTIIRT,

1. AL —4%, QT MREMHEST A ORRHLIEFNERAVTHEFTLE
BET, BREDHRBRENDZIGERH D, LERST, AT ARER
THREDIZ, =0 WEIEEOHEFE, MEFEZERT-HOE
¥, MERFEOBRBERORNE, BFEzERT58McEAEL TR E
BEETHD, 7 VERREFHHREECESHWTITONARETHY,
NG RA—H DWEMDARESEZBE ST HRETHSH, OB EFEIL
FELFERH LI UDED BN EFERROLOOREEEFH - X2

Mol FEICDHANLNERETTHD, ‘

2. HBREZLOLAE QT BREBVWER—ERENT —FILESWME

FEZ, T PECHELNTOVRVWEEP, HERBWTEEL SID
R—2F A F =2 B2 L bEREREFICBRE SN 5 LR OHE
ERBRTETOVRWESICE. 5F<HERELRNTHS I,

2. HEIZOWNT

f2—1

R=2F5 40D QTe WIHBLERDHBZEFMLNTEY, HAFF140D
MHDKICITZ DR\ B oTe, LMLARRE, EldHA RF A 2T, HIZE
B2 < . ANME (outlier) %, D450, >480, >500ms iZH¥ET A Z & 2EDH T
B, ZOERECBWTHEERZONEBEZHALTT IV,

EZ2—1

450, 480, 500ms DHF =Y —iZ. BlA HA F5A VICBNT, REAMKEEH
ANfE (outlier) ORHEERTORBERTAIZLEZHELTREINTVAHE
Thd, THOMMTEM L ZMIZ OV THERBEEINL TR TER] Qlc
BIZOWTTHY, THIEEMLELETEERDY 535, OISR
RESNLTWRNA, LU KER QTe KB (B ; 480, 500ms) DFEITITH
EVEBRRNTHS I, Q1/0Tc FHERERIIFEFRIED QTc HROER DOHEM Z 1R
ET2ERNTT VA ENRTNE0T, B, Xl oRERERSE CER
T35 k#ﬁ@f%é




ff2—2

QT/QTe FHMFRBRICIIBHER U LHEOMEEHLAN DS REMFEBLTLEX
vV, ZODHA. T/QTc FHEREBRIIMR = & TG Rl RE A R A B ML EAERE L
TLIEEY,

EZE2—2

—REIC, BERUBEOBML. BEREUMOBHR UL L B LT, A
FTHIE SN QT FMBAEY, Tz, Lok, Bk & b L T—RRBNTER /D
S, BLICALHAERPRE SN L EOEROBRBEERILEDIZ O BEL R
B Eb, QT EREA2ETDER T, HDIE5 SRERIIELARY,
TR LVERT D EHAZSNS, 2B EREREZETHEANTIBWT,
B OMENBRBEOATIIHAATERWVWLORDADONEDN, XLz X0R
EhDONICOWTIIARATH S,

QT/QTc FEAMRRERIL. BEREREFITR VT, BHICX 5 QT BB~ DR 245
g5 E VS RTHRTERMEPEOBREERR TH S, FAITER, &
FEDFE, HRIE oo, MENDR—RFA O AQBEENH T A—HD
BV, Fh b ORFICE ZMAERI BT 2 EHO QT it s R, BE
BOZECHFRBATCERVREREEZALSES L3 LW,

BAEX V., QT/QTc FHMERBRICTIIBH R CEHOmMEFEAAAND Z LB, &
BATHEHRZVPEE L, EFORBHICHEERS S & 5 R UIE R 2T
BRI, AT o PiEE —KIEEM4#E (concentration response
relationship) OfEATH, FEANIZ X5 QT/QTc MR ~DREE2RETT 2 L TEH
REERH D, LoLeRb, QT/QTc FHMERERO TERFENT T, 246K ¢+
RIBHAZHFE SIS CHBEEN, EEESNIHOTHE, ETERFENICBEL
TREDHERBTREN, 2o, MIZHEZEERET ARUSRINTHARITH
. MR K A EA RN 21T 5 MBI,

3. BiERRIZonT

i3 —1

El4 A FT A ViE5GHTRE (assay sensitivity) OEEMZMIH L., Bk
HBOEREZREL T 5, 1QT/QTc FEMFRER (thorough QT/QTc study) ] 5[
HTHEIEEERBTHDCE, RBRICPBV T EESRBDORTWAE
B ERNDS Z LT D oIBRESBILENTWRITIER B2V, QT/QTc
FHERERICK T A B R OBEYHE R FMET 2 HEEZRELTT S,




EZ&3—1

K%ﬁ%k%wT%&ﬁ%i BELEFENTWLIREROEKARN. Z0DiG
Zii 3 ﬁﬁm&mhﬁmmiﬁﬁﬁMLoé?ﬁ(“ﬁmﬁ)m%éma

m%ﬁmﬁét CHAWSENS, YEERPBETRICI2ZORED T IER

ERUETEZOTHNE HREICL Y ZORED QA EERA LRI &I,

WA RIS RSBELE D OBED QT EERZWE THIELE 2,

IDE) RATMBEZRETICE - >OLEEBPBHETH D,

1. BERRIIAER e ERETTHBERDH S, T2bb, Al 95%EH
KEOTREOns 2B 5LENRDHD, Z0Z &iX, HERERN QTc DI
E%ﬁ&f%é%ﬁﬁ%é:a&%L\W&%mowfwﬁﬁwm%m\
WRAIIZ LY Qe EEEZTRI RV LR T 510 DONELEBETH S,

2. QT/QTc FHMFAERIT., Sms BEDOE(L GRRIYNBABLERT Qlc DEHE
E) RBHHAITE, ThERETEIRBABXRTNE LR, 85T
BUEBOBDROKE INFICMEL 22, CORBBDED, 2L
LTOZoDFEREZ LD,

a. MR 5ms XY KEW (FThbbh, AR 5% EHEEM O TE> 5ms)
BB E V2 ik, ZOFERE DEEFFHICBHTHERATH
6 EREHENTVWS, LALBEHRBROMRNKEBE 3BEIC

. HE ﬁ%m&m@Qkﬁﬁ%ﬁmbﬁémm&%ﬁéﬂéf%é
oo_wiot%A i, %Eﬁ%@%ﬁ%%k%%uﬂmﬁﬁ

VVCRHEE LT, BB /AL RO EREEIC w@%%ﬁﬁbﬁé
PEDPEHWT B2 L bITERTH S,

b. RN Sns ITIEV (FFERE OEDOEBEORKRMED KIEEMEN
Sms IZHL< A 95%EHEEE O TR> 0) BiE R E2HERT5 5k,
MEO LV /NSVBEREEZRVIHEEICE, BERBOBEOHR
FHEEBEEE Lo THE T ZENKEEFEETH S,

FOXIRBRFENAVENDELTYH, BESROGR (HBERPHROKE S
LRI PEBEEOPRLBEEICHEULTWAZLBEETH S, QTc DiE/N
FHERTBREN 5T —F 0HAIIK. RBREOSTTEENSERME S, Q1/QTc
FHMBRBROBROZ I ANREREC 2D AREERS B,



3 —2
QT/QTc FHERRBRIZI WV T R 2 Sk 2 BB I W THREICLTT
élf\o ‘ ’

BZ&3—2

Bl —2 TR ) KLEROHFEAER T CERE SN, HESH-RER
FIEC RIS TERIND Z L2 ETT 2D ERERCERSHE SN
TWAHBEITE, ZHEERbEIN-ZBHNROERIIAREMICIEE TR,
I, BHSROBERICELTH, #HREST 7 RofE, MKEARDOR
BERLERT —ZDWEZAVWLENS O L FBEOERABEENHLND Z
EEERLTWS, LzL, REOMOMITE, B2 X5 REE L hoihmEE
BHOREHMERFA—THARETHDILNI ZLEFBHRLTWADIT TR,
BHEREERILT 2H/EO—RINRFIEL LTIE, FINVEI—DFERD
TEAEAE (over—encapsulation) BT EN D,

4. BRBEFYVA izonT

4—1

Eld T4 FTA »Tik, 7 uRAFd—"—REBROMITICE T 2FMIER & LT,
WREBR LTS EREO, BRZ—HIEEHEOE (R—XF1 EICX
DHER) O, 2HFMEZBLERERETANVDI I LEHOTNWE, 77 xRt
R ITRERLLERRE LTRREERT 256, 2E D E—#BREF TRV Tt
ST AT T EARAREFEOREBESFEELRZVESICBIT S, ER O QT/QTc ioxt
TARREFET DD, BHEDRFEERC SV THAL TTFAN,

Bl 4—1

RBT A VCBL LT, (B BRI EBRER L 77 Y RBOEYE
DE (N—X T4 ERZ L DHER) OBRKE] BUTOLCEDLRS,
WRERED QTc OEHE FRERICEBIT S ESE) BT ERBED QTc DE
B (RBEFICRIT2FEHME) S FHERSICBOTHRSh, £TORA
BT ZDIbREROLOY (HEZ2—HEEEREHL 7T ¥ RBEDOE
BEMEDZEORKRE] &5,

B4 HA FIALeBITD [R—RF 4 EIC L BRER] 205 BEIL, #
TN TR AT U F—ZBEREINTNB I EEBHRT B,

7 n A4 —_"—FR L UTHRLEERR TOR—X T [ S EOFHMOENZ
DOWTiE, 14— 2 TERT 3,




Fliﬁ4 - 2

NR—2RG A AMEDBBEHITOWTHALTTIN, £, X—A 51 AR
HERES, QT/QTe FHERRAS 7 u A3 —"—R 5 & WITHBLESRROT
A TEBINDEFNTFROBRGIZONWT, R—AF A VEOBEFEL A
LTTF&EW,

EZ&4—2

N2 TG AN L DRENL. FHHLHR (carry-over effect) DR, #
BRERZEOCKEOER., RUOEEOEEROAATHOER LV o, L
DOPOBERICEBWTEENCERTHE, XX TFA VICLDWEICITE—D
BROFEEWD bOERWE, FFEZNEZETOR—RAT A VIZEET S
Prid, BEARBROERFEFCRBOTEINIIIEREINTNWEIRETHD,
BOR—R5 4 U B—BEICHAVBRA TS, HREOREIZEND, HERE
BERLRURIICAEE NS IMEE2—FKI®k] R—RT1 L& BRI
DEEEANCEIEENS [REF] ~N—2714 0 Thd, IREF X—RXF74
Vi, BBREROEZORBICAVLNAN, BREEFOFMIC XAV b2,
N—R T A OBRIL, AEPTITEHMEERREN S v 24— —FHBR»hic X
WRR2B, |

WATRERI L EERBR Cil, FRZ —BE¥Hh_—2 T/ VL, WREBOBMN
BENRI - OEERBT AN, TNEREFHN—IXS4 VICXVBRETSZ
LixTERY, WITFHEBMEERRICIBO T, B2 —KEBEe—RATF1
DEER X, TETHIITRBREB LY UAIORICRESND ONEENTD,
B

—F., 7 eRA = "—-REBE T, B2z —HEEEX—ZAF A4 VEZEFLE
LEny, KRBTV VOBV, B#RERVRRICESO BNESHO
FREEIL, QT/QTc RIROFRICET 5, X —HRIV-HBRER L 77 R H
DEDFHIZEENTWVWERLTHB, Lo TRFEIE., 7 A4 ——RBiC
BWT [ER| R—RT7A42RAWVEZ LIETTH B,

R—RFA VRUPEOEDBERICENT, HAHEO > bICERE O LBERIR
EOREE Bz, SEREQLERBRERBITILZ T A—FZOYY) 25
5Lk, QT/QTc MBOBROEILOHEERELZEDL LN TEETH
A9,

5. QTc T —# IZH7 2 HHME — BIETT VOFI Iz oWT




F'Fﬁ 5 ’

ICHE14 HA FT A2 (3.2.3) iTik, SKAME L Q1/QTc BIROZEL & OBIR
DI OV TRBERICHRBZITOA TN L H DV ET, ZORRICESNT,
EEMARICBITIOEMBE-RIGET ) VI T 588 RT 7a—5 38
L bENTETLE S, BEMEE—KIGE%E (CRR : concentration—response
relationship) OFEA D EFD L 51T QTc T—F OFERBENN B TL L 5y,

[F% 5

CRRIZ QT EZEE Y R 7 T3 = EF o ADEFEN I BV T EERER
BEF L%, CRRIZAEERHDOHORBRLERD QT/QTe FHHHABRO—F L LT
S0 THY, S6RLFMDESELRVES,

T HEEDY R ICHET2RAMRTMCERSNBE DL LT, FHET—
Z, QU iBg3 3 LB mOfEN, QT IERORRHEL, SMED KT IV I
BITROBEICRIT 2BENRBAEREBOV T IA LRV BIFEORE
BBV D, _

B — R T — & OO DD EFT A2, 32k#Y7%: Pharnacodynamic
(PD) BTN (FlxiE. WX Emax ©F /) X, Pharmacokinetic (PK) &
F (ABRE—BE-RHETFN) & PD EFALEUDITARBEET LY,
< DERIEBRENRD S, A—F—FIiTH LT, BRI EECESSEFNE
AWTEYBE - FIOSMEWN 2 8E L72B6. —RURWERAE LI 5 ThekE
MhBEZ XML TNWS, LERoT, XA TFRARERI LD, +
FNDIRE, ETFNVBROEER NEFTNVOEEZDOBRNE . FBIFICESL->TH
ELTBL ZENEETHD., i, EBENRMRICESHTET VORKHK

(B 213, #EET L, BMEROEYE, BAE) %, TEZBRYEICRE
TAZENRHEEINS,

MmEEAERE L i 5 & QT ERERANEE ISR L., BRELLTEXF)Y
VARBUBRE-ICERE RDBENRD B, MAE, FURNIBERPE Y
RIEHBEOEDOKR L LTI R ZE Z T EFR LGB ~0EE L2~ T
EHT, e XTVVRERTHEERH D, B ATV VA E2HMBIAALT PK-PD
TN FlAE, B = A NEFARE — 0 F—ANA—FFN) 3B
BREOSE L2 VED, Flo, BWRE—QT BRI, BT — & 0RO
DR LFATHAIEERHS. (LLTO 1QT/QTc FHERERD RAR2HEROH
ikl DEZZE),

FIRE — RSN OB RMER., BTICFIET 2 X5 RRICBW TR S
nTwnd,




R DEBEIZ 1T B FFRBIR D 7= D DIFR
FEEHOBOBRRICES VW TERE —SBRIRINEGEIE, Z0F
BITEHORBR TR SN2 AEREZR VAL DICFIRTETH S,

BB I BN TEERN S THRNWEREIZ DN TORE

CRR Z1E4BT 5 Z Lid, RBRICBVWTESERMN SATWARVWAR, Bk #
SR ITEAMERIZEIT S T EEDREZTHTIOCERATH S, BB
BWTRFIWZBEGHENTORNER., SEENO/NE L LB L TEREN
BWEEZBRTNS,

PK (Z 855 IR OSSN RHEERIZ L 5 QTc ~DIEFDFH

QTc ER/ER X, BRZH O OREBRITBIT 2 BIREECH BRI ET
AFEEMEN H A M, CRR ZIRBT 5 L1, NEERF Bz, Fhro—
A P4S0 T A VWA AOBEFER) NIIAEMETF (B2, PK 0EYME
ER) 1oL 2 QTc ERIEAZ FRIT2DICERATH S,

QT/QTc FHEEBR DR BERR A R D B RE(E
QT/QTc FEMRERITFHABLRBRE VL THEN D B,

BBRESHR - BB RO RILASEE ORE ITREELE R S b0 el
AL, T—XORE-FGBENICLY, EBROTEERTFLRELE
2, BENROGEBMOBBTCRLNTERGLAKTHD LN Z
L EBERERT DI LBTFRETH B, '

BRI WREOERN TR TH - BmEe F2iE, EHETEERE
BRLALZNHEZLLPOLOTERAERETALNEGES. DH—BFRT
DHQTIERERRONEHA) X, BE—RISEITNT — & OERICE
AThoBERH 2,

B R EHFDFE DRBE T CRR DFIFIZ & B QT R FFM D L
BREOREFREIC L 2ELEERBZRIZ. BF. EEXRBRIIBITILSE
IR E LTERSNS A, MEESREDRIE & RFICLERZ2ERR
CHEEEFHATAZ LY. REHEOAERCEEICRIT 2 EERN 2 EA
FRMEO T EREAZIMET S L BTERTH D, TOL I REGEEICRIT
BEEMIE. DEOEREGEERO 7ot ATHEERHEIND - LAV, H—
DFEZLRVBL, Z<ORE, BR, BRIFRURRBRICOE > T RUE
YRET — ¥ 2ER T2 LICX DV REERT— 5y F3BLNH, QT ER
PERICEREF O LEZ ONDEREOTFRIC PK-PD E7TAVEBHATSZ



EMTE D, BRRLERENLREABKRERTHONL A T-FICEAZH
5 CRRET Y 7%, QTc ERDOHEA T OBEEEZBDZ LW IOBRNLH
HTEH5bDEEZLND,

6. {EHLBFEITONT

f6—1

ICH E14 HA FTA Tk, EFIOHIZiX, D QT/QTc FHERBRIER T
ERVHDORHDEHICOVWTERLTWET, £0 X 5 RIFEITI, QT/0Tc
EE~DER & EAREIRIER OBEENFTREEIC DWW TEHMET 2 D2, o Lo
XORFHEERVAREIMEALTIEEY,

E%6—1

A ITIL, HERD QT/0Tc FHERBRT ¥4 (REZEEECEIT 5. &
LEVEEARL SHREAROESNNARREIC LS, 7T L RAER LB
RIFERER FIRRRRTE Lic, 7w A4 — S—BRBR) DEERUEL RS HOND B,
TR, AT OB EREYICE T, A EVEAORRIED QT 1
BAOER R SH BHAE L IXEet, BRAEMIIET EOBE» LREERK
BREICBIT BREFENTRVBERHH, LrL, BHACEBREX 5T
BN DHoTh, RROMRICAFBEEXRVE I RFETHIIE, H< D
BAIIL. REFPA VEERT S L RTETH S, B, ERAESE
TRMLBRBCRN SNABA, BERSEE CHRL, trLAEAIOR
BB BESN TV ARBREAT 5 BE TRRAER S LB HARET bR
Do '

) AR E AV 7T R BRI AS R AR RS AT, REORER
THA Lk, EFD QT/QTe FHERBRDO TV A v DM E TE 572174 < AHA
DEICTRECTHB, Eir. EOBAITIE. FEERRETEME (CHSTB A1 KT
1Y) ORLBEIECEETHS, EOMOFABBENRT — 51Tk, B
MOBE IR ERSHERRIC KT 5 ETHRLERT — 5 INE, TR
— KA ORI BRBE Sh 3 HRARE ¥ bBVBREORR COFENS
FNBE5, | |

B EEOBR SOV T, FERIRIC L BRI AT L TITPR 54 b
EHT, BEIHEERSTHYTH D, BENBERARESL2VHEITIE,
OT ERAERAZN LV S RHREZE 2 LERETHS, LHLARD, QT B
B~ & HEE SN 5 BIDR A TOR 90%EMX I _EFRAS 10ns 5k
WTHIT, EEO QT MBI RIET1ER OTHHER 20ns BEICET 2 L 13%




2L,

WEROITEESNT A L5 Q1/QTc FHERBRAER TERVEE,
BEOBERRRICKBITALERT=F Y 7 ORER, FERRRIOTMR R
RO R CHEEICETET 2. PELTWAHERAREL Y bBVRERRT
ORBOBERTERVEL S ARIA TR, FMAERRICIBVT, XVBELZD
BEE=F VYV IRMNBELERBTEERD S, —F, FERRCEHOBERT
—ZiTkoT, BERMICHAL 2 T ERERE2AET 5 2 L BAFRENAVES
i, BHOBFRBRTETHRLERT=F U L IRLEL R L RV TR

bdH B, €O TRINE, Q1/QTc FHMBRIBBHEDOGE L Rtkic, BEORK
RBROUBREOEZEM LR L, BEEMICRBIT H2FHL QT ERIEAOEE
BT AEMABAEDICE=F )V U TERERTAZENEZLND (72
).

6 —2
Eld H A FZ A > TRESRIOBREIZBIT S QT HIEFHFEIZS>WTEER L TW
A, HAXRBBEAFHTCUEROREEZTI Z LAHBEINIONPHBALT
LTEEY,

&6 — 2

2TEU EOER AT S LERAFICRIT B EBHIT VT, BRIICERD
B BIERAEMR RN LW, ICH El4 HA RS A TRESNS Q1/QTc FHER
BRIZL VRSN TV DO THN, —RENTIIPEAXIIREHTO Q1/QTc 3
HBECRAMERARTOEPTHRLBERE=F ) VBB ENRNEEX
bhd, .

EEAFNCET BB O Q1/QTc BIRRIZXTT B ER SRR 2 > TORWES
ik, BHAXIIES Z L ICFHE S h B,

16 —3
BRFFNTERE/ 7 —TVRABOREIZB N T, BREEET
QT/QTe FHEABR A EH T ZLERHDSDPHAL TS,

B 6 — 3
BT H BT ) 7 a—d MRS A F o R AR 57
BEHEREN T &b, BRI X7 2 RRT 5 5 5 T — & SR RS




PERBRBR-CIEBERBENORO N2V O THIVE, Q1/0Tc FMRER%L =
TAHLEFR,

7. BHBRARBRICBIIALEBEHE=4) S iconT

i 7

El4 A BT A D 2.3 (Q1/QTc FHMRAERE DEERRBROFTME) 12k, [Fh
b (F=% V7 —%HBRRRRIZRT 2 M50 ZERT 5@ %20
EREFMOFETI TSR EN TRV EEFHIhTWE T, BHEER
BROFNC QT ERFTR BB o N FAITO, BHOBKFSEIZIIIT 5 QT FHED
WE 2 FHENY, BRTERRELEN TV ORE LT EEN,

=% 7
B DOBRAKBERICRBIT 5 QTc BB E O
QT/QTc FMEABR O BRI, EXOLEESE QT BR) 51 3285 7Mm
TEILThHDLE, HBBECBIBEMY—FF-RULY (IdP) OU RS
PEMMT 22 & TR, LAV R EZFMET A0 ERET —F BHBE
PENERET D Z LM, QT/QTc FMABOENTH D, HHELEENELED
DEEFE LS NVEEZ D QTIER QT/QTc SHMERBRSBIE) B4 b2 B/,
BHBRRRRICBWTERZ LERFHESLE L RDFRBERS S, Bld0
EXFHMEO EEVE, REBARBRTHAV LA AECHTREICBNT, 8
EIND MEROEBEICZESND, BRRRTEEINIMPRET, BE
FHCEHRDOH 5 QT ERBE LD DO THNIE, BHBEFEARICELANR BN H
BREOREMOBERSLEZFR R ERZELEEICOVWTOERLIERELES
CERBEETHD, BRTIHETIBERL., ERARLENMBOLE{LOEL
HRERE L ORIT, KWEEEAH S L5 RESIE. EPk L BRI
BT 25 RIMNETRWVESLELDRD,
BHBKAR CHEINDT=# ) 7 L FMORER., UTOERICKRE
T5H
A. QT/QTc BB CRHBRRR TH b/ QTc R OEE
B. BERMIICEBROH D T EROELZRE (AL, BERERZOM, H
BEWVVIRMBENRERAICLAE LEHORTHIZON (HIXIE, FF, 20
TEEE. HFRES))
C. EXloEpEesdt (FlxiX, hPRECREEHEESIKES V., KED
%) '
D. BTRERI ZA72zm05 X574k, waBEEAOKH (B, FED




DR E)

E. #TREIRY A7 2BOITMEECH FEIEROEE FI2IE EHY D
AMGE, AR, LT ey Y)

F. BRoomoss B, BHE ZetEE, %, BRI/ 5X, b
AT Y VR)

WOBIE, Q1/QTc FHMBRBRCEHMBERBROBRICE SN, HEIND O
- BEFEMOGEEZERLE-LDOTHSD, TRHITERR AL F OL ) RLoE
RILLVEEREINY 5,

B RRBIC 1T 3 LERE=F U 7O
1. QT/QTc FEERBOBEN, El4 VA FT A OB TEIE, IBEHAET
REMETHL, BRARIVLEAHE (BIHEAROARL LKL T) T
I QTe B DERAIER D 10~20ns DEOHBE
B L QT/QTc FHBREBROmAESY ., MRBFEFTEL L Z L BBEERRE
WD RERORBRICHYETI LWV, BEhRoERERHZ R, #
HERARTIE, BEOLBRE=F Y V7 ORZITI T EBHEREIND,
BHECEEANICE LR QT EESR DN TEEREVOT, ZoHEIR
LV REHIRERIEEEhE EELZLNS,
2. QT/QTc FHBFRBORBEEN, El4 A FIA L OEE X ITESE, Hﬁﬁﬁﬁ
THETH D, T QTc BROERIERD 20ns KBFEDOHE :
OTc B ~DEER = DA% S OEH Tk, SRR BE COERHNA
FmF VU TBRRLELRS,
FRARRBRIC BT 2PN RLERE=F Y 7ITIE. 2 20X BB H D,
VD ESBEDBRIL, 500ms 22 ARSI NSERL QT ERBEL
AR DH D BEDEBELITOIZ L THD, 2 2BDOEMIE, FHARQE
R (AL, 500ms 2B X 5 QT LR, 60ns ##B2 5 QTc #INE) OEEZF
ETBRZLETHD,
BEBRFBRRICBWTLERZNETSI I LORREERT D L. BFO
B RIIANE (outlier) T - T, HFALMEM (central tendency) TRV,
SLRFEE BB T, BEHAAMEENRES IR TORY, ZOT=F Y T
WOWNWTHL, FRBERIIBEEETICEBR TITPhaZ 2 EEL TV,
DEXREORHIX., T TIRBALNMIENRTV A ER OMFHEIZESH
THREENINETHD, £TOBRE L. ARMMPTIE. =271,
ERRERVCENHNLERBRENRREINDIRETHD, EbiX, BEO—
B, 230 LERBRICBWT, %EE@%@%%E*@F@%%%-



(Tmax) FEED/ XREEFKEMETCHLLER T —F2NETRETHD,
B—2 b N7 7 OMPIRECHOEBO L2 NEAITR, BB PIRERE
R (Tmax) fETOLEXKT —F OIREITEE TRV, b LEHR, &
BED QT ERIEAZAT L S5 G, LENAIECRKEIIZOENE X
By REThHB, _

3. QI/QTc FHMRBROFBRN, El4 TA R4 v ORMERICESE, (BEAR
TRETHLD.BERAEL D bEAE THEE T IR OERER 28 10~20ns
D DIFE ’

b L QT/QTc FMARBROERAROBRERILS, X< BEMTbhE—LH0E
BORZEBWT, BEAETERE LAEFICALAZERBEERA DO ThHN
(X, bR f] 2 TR EN L O REFRE=F Y 7L, FMAEKRR
BROFDOEIBRBEFOHTERBINIBELELLNDE, ZOXIRBAK
X, BRBEORRVBEOREEFATAEL S LITELRZVEW I BT,
ROTARIENRHDHRETHD, Bz, —BPORBRFEFICEENS (b
CHEHBIIIRETE V) BER, BRCI - THZIORBREECRILI
BETDHLEHEINZDOThHNE, FMMABFABROBEERA2FICBNT,
ERofi 2 iZRmianikl 3 RETHRLERE=F Y VI RRENB L
BUETHD,

4. BERAETEY QTc MROERIERD 20ms 2B 2 2856 -

K& QTc EREAZAHTIEATIE., FIHE. RUENHERROLSTO
BET, EFHARALBRE=F Y 7 R2ITH I LRFENEELONE, TP D
VRZBHBH, BHEARBICBIT2LERKE=F ) VI OMOEER
AL, HowWwad ) AIBBODOER BlE, BEEE=2)7,
BEBOBERE) 25 Th2, ZTOQ&ATINETICHES
NTWARNEITMA T, (Hime0R0ERFM (B2, 24 RFEOEREE,
FLAM)—, EFREORZELESEED T 7BATOLER) bk
E L2 ARMERD D, |

BREIEE X, ThLDFRIZHONWT, FIERBOBIRIZENL-T, B
ET2REE/BICHERET I B33,

* B4 A FFA L OFERITESWE, QT/QTe FHMEREBROEM: & 1%, QT

HERZRD 95% A AEHEERE 0 LR 10ms 2 FTERIBEESZHET,



