® B E &

ﬁ#*%% ¥R 294 5 A 23H
EHEFRELEETER () #HF
BAFBHEER - AEHERERLEELEER

TIEAREIREC BT BQT/QTCRIB OIS & REARIER OEBIER
TEEMEIZ BT A ERARRFHE) BT Q&AICONT

FEIREAREIZI1T 2QT/QTcRIRDIER L EAREINRIER O BFERI FTREIEICBY
T HEERAFHEIC OV TIL, ER2IFI0A23 AT REFEH1023F 1 FEX
BRABETERRBHN [FERTEIREICRIT 5QT/QTcHMBOIER & BRI
YER OBTERFTREMEIC BT 2 BRERAOFEMIC W Tl (BAT TRRE@AN &V 9.)
WEVBMLIZEZATY,

¥, BRBMRIERGEEXER2TE 7T BB TERRMLAHEEE
BEEEES [ IFERAEREICR T 2Q1/0TcHRDIER & EREIRER O#
TEROFTHEMEIC BE S A RRERAORTMEL ICBT 2 Q& AT\ T (BT NPAEEHE
Bl VI, ) KBV TRBHMLELTERLIATT, o

A, EESRFFMERSZICBNT, RO LB Y WET SN ERIGE
ENEBEINELEOT, BTHOL, 2B05EL L TEENBREESIC
FREMNZEL & D BREWELET, .

2B, BIRICBWTIE, b2 HETTHLLbic, BEHBEKRTRLIEZZD
MOQEAWDVWTHEBLTVET, REFBERORHE S > TIHERER
IIBELE L E T,



B

[FEFLREIRRICISIT HQT/QTcHEDIER L EAREIRIER O
BIENT RN ET S ERROFME] ICBT5Q&A

.u%@ﬁéw$&kowf

Ri1—1
DEMO¥FEEIZE LT, TOEH, 18RO 0HFEELE, HFEEOI
Bk, ROYGEZEMR T CERT ILERIZOVWTIHHALTT Y,

E%1—i
AHTARTA 0%, DERYHRENBREE THDIREZ k%@bf“é#
%Ekéhé%m@ﬂﬁ&imbfm@w BT AN HIER L= 12 1 TR B 25 5 Y

ENERTHIERTAL RTADESR 9%01%590ﬁ4k74/

BWTAOEOHFGEEZHRE L TWBH 0, ~E&@ﬁt%“lbt%@f%5
TA R4 IHFEARVCHFEEROAT Y FOFEEERLTEY, £/
HEFEENLZWHEEITIE, N YIBRETRRERH S Z L, QT/QTc FHER
BRICBWTIE, OB L=HFE] (T LHEMOBFHE THHILET
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NEETH D, TF VBRIIEENREEIE SO TITbhARETHY,
NI A—ZDWEEDOTHELEELZBRT IETHA 5, MOMWEFIEIL,
FERFERH O LOED DNICHESFERROID OEMER T 372
Mol BB DHAVLNERETHD,

2. BREZLOLHE—QT BRERAVEE—HRENT —FICESSMHIE
FiEx, F—E2BBIIBLNTVWARWVWEESRL, BIECBWTEEL S5
R—RFG A T —ERHRL L OERERGRFIZBEIN D LAROHE
ERBCETVRVGEAIZIE, SEKHBRELRNTHAI,

2. HEIZONT

2—1

N—25 40D (e IEBRERDHDZEBAMLNTRBY ., H1 I D
TR IZF DEER Do, LHLARRE, Eld A KT 4 T, I
#72< . SME (outlier) %, >450, >480, >500ms (Z08ET 5 L 2ED
TW5, ZOFEICBWNTHEERRVWERZHAL TTFaV,

EZ2 -1

450, 480, 500ms DA F Y —%, El4 HA RS54 12BNV T, {BREEEN
ANE (outlier) DREETRTOICEATAZLEZBEL TREINTVSIE
Thbd, PHORTEMEL R OVWTHRESARLR SN TN DX NEF ] QTc
BIZOWTTHY, THIEBEELETIENDHY 55, ZOETITHEMERIT
IR ENTWRWVA, XV KR&EZ QTc Mg (B ; 480, 500ms) DIFEITIELD
FVBERRNTHS S, QT/QTc FHIREIIFEERED QTc RFRDIER OETR 2 1R
ETHEMNTTFA L ENTNWEDT, B, IO RERERE CEl
TR ENEYITH B, ‘




f2—2
QT/QTc FHIERBRITITEER OO %:ﬁ’*ﬁ%k]\hé NEPBRALTLZE
Vo ZOEE. Q1/QTe FHERBRIIMAERIZ & T FFm AT E?’Mﬁtl:’uj]# NEEREA L

TLEE,

B2 —2

—ixr9iz, EEHLED B %%m@%ﬁ&@ﬁﬁ&%?bf O
B CHE STz QT BRRAE, it\ﬁ@i\%éawﬁbf AR AR DS /)N
S, BHZRULHAEREREINTZ L EDERFANDOBREEIILEDIT I REL R
H5ZE00, T ERIEAZAHTHERITIE, HEDIZS PREEITFEL 2D,
ATRIBA L VIERT S LR EIND, 2B QT ERERA2F T HEAICBNT,
RIGOHENBRBEEOALATIIRATERWVWEDORHEDONEN, I HITEDTE
EhHDONIONWTIIRETH S,

QT/QTc SHMERER T, EREREICH VT, BRI X 3 QT BR~0EE 1T
T2 &V BRTFHARATERNEZEBEEERR TH S, 62 ITER. &6
EDOHE, HRIE Wol, [HNDR—RF A4 DAL NRTA—FD
BV, ZN00RFICLBHA/EMICEBIT 2EHF D QT IZxHd 3 KN, BRE
EOERTHIIHATERVWRERBEZE LIRS LIFE LT,

kXY, QI/QTc sHMmERBRIC i%ﬁ&@ﬁﬁ@ﬁﬁ%ﬁaxné o LA
ﬁfi&wﬁ%ibwr£ﬁ®ﬁﬁ ICHEZER D B &5 RILSUIE RN 27
BN H AT, R & ORYIRE — R EIE ORENT 23, BHFIZ X 5 QT/QTe
B ~D %%ﬁﬂ?éifﬁﬁ&%AmhégL#L&ﬁE\MMREMﬁﬁ
BROXELRBINL. 2FEFATHLI B AZE LS ICHE S, ElRsSh
B0 THDH, TERFITITEVTIREORERP TSN, o, bz
AT BRI SN TORITIIE, HRNC & B E SRR 217 5 LEIX 2
VY,

3. BRIz oV T

fi3—1 '

Bld HA KT A IIOWRE (assay sensitivity) OBEBEMZMAL. Bk
SROFERAELER L TS, 1QT/QTc §¥M3ER (thorough QT/QTc study) ] 2Sf&
HTHDHZ c‘:%ﬁ?ﬁ‘ét Wik, RRIZBOT QI ERDRESHON TV S
HXRREANDLZ LI ﬂ?rﬁ}#blﬁﬁiéﬂ“ﬂ\fﬁﬁﬂ X7 5720, QT/QTe

FHEABRICR T D it 5(‘1‘,%'@0)1%@3 M2 R 5 FEEBRBALTT S,




E%3—1 4

BARRBRICE DTSRRI, BLEREA TV ARROBKEN, Z0%
BITIT U EEABRN Sns BED QT EE R L 5 285 (SHRRE) 2ibH50E
PERERTHDICAVLNG, YERRABMESBIC L 52 0RED T EE
%@ﬁ?%&ﬁ@ﬁ“&ﬁﬁﬁulbH@&E@miﬁﬁﬁBhtW:&ﬁ\
LRI IS B ELE bORED o EBEARVETHIHLE A5,
_@iom\ﬁmﬁ%ﬁ£¢5 EZODEEBMLETH D,

. BB RIIEER O EEZTTLERD S, T72bb, ﬁ@s%%ﬁ
EW@T@@OM%ExéMEﬁ%éo_@_ai\é ZaRBR DS QTc DHE
BB TEIRAND B Z L 2R L, HREIZ OV TOREDRE,
WRIEIZ LY (Tc EREE TSRV EHWT 30 DOUNARETH S,

2. QT/QTc SHIRBRIL, 5ns BEDEL GREIYBNELETT QT DEKE
B BHHBEITIT. TRERETEZEABRITNERLRY, E-T
Bt R DB R DK & ERFRFIC H%k&é°:@9%®tw\¢&<&%
UFTD_o0FEREZ LD,

a. ﬁ%#5mibﬁﬁwW¢&b%)ﬂ%%%hﬁ:%@Tm>5m)
B R E V5 51k, ZOFEREEL OBEEEFAICENTERATS
BZENERAINTNS, LLBESRBOPRPBREBEDHEIC
X, MEZERBAN Sms D QTc EEFHHLES 75375>%%Fﬁﬁé?§’b5f§>5
5, ZDXIREAITIE, BETROBREEZRANEIUNORFRIC
wfﬂﬁbf\ﬁﬂéﬁﬁ%u FFORHEMHEIC ﬁw@%%ﬁmbwé
DENEZHWTTHZ L HERETH S,

b. ZhEM 5ns IZAVY (FTFER L DEDEHBEORKIED SHEEMED
5ms 12U < AR 95 % EERX MO TR > 0) BBtER R 2R3 5 FiE,
BEO XY /NS OBEREE RV SEEAIIE. BESBOBEOSHE
RO REBENE Lo THETEDLZENREEETH S,

EDLSRFERAOLNDE LTH, BHENBOHRE EAPROKE S
LERHEE) EEOMELEEICELL TN Z L SEETH S, Qe D/
SERTR SN T — 5 OHAICE, RREOSBRENEBRE SN, 41/aTc
SEMERBR DR R DT AN B2 5 TR B 5,



f3—2 :
QT/QTc FHERBRIZB W TN B2 ERILT D BEMIZOWTHEICLTT
VY, '

EZE3—2

M1—2 TR LSICLERIOHFRNER T CERIN, HESINERAR
FIEIZ—RBITHE > TEBIND Z EERIAET I -DICEERS RBRPFHE I
TWAEEITIE, ZEERIEENT-BHESROERIIARENITIIEETRY,
T, BHERRBOERICELTH, HRESL T FERORE, MIKERDOE
BEOCLERT —FOIEHCONZ DL FOERAIEELA LN Z
EEBHRLTWS, LML, REBEOMOMIE, 52 XM REE & thoTREEE
HOREHMERR—THINETHDHLEWVWI ZEZBHRL TS DI T,
BB EERILT 3 BAD—RERFIEL LTI, 5’7/1/5’ I—DFERH
T E A (over—encapsulation) NHiT b5, :

. 4. BBRTFFSL viTonT

4—1

El4 A KT A Tk, 7 v 23— "—RBROMITIZIT 2FMER & LT,
WREMRL 77 ERHO, Bl —BISELEHEOE (N—R T4 VHEITEK
LIER) O, £HFMEZBLIERREZRAVWDZ 280D TVD, 77 Rx
RAATRERLLEBRR E L TRBREERT 2546, O£V F—#HBRE ISV T
5357 7 e RREROMEENIFE LRVBEIZBT 5. EH D QT/QTc (254
THONREFMT 27200, BRLBORFHERZEICOVTHALTT I,

EI%4—1 .

HRERT VA Vb 5T, [REE2 IV HBRER L 77 e RBEOEYE
DE (R—RF7A4 MEIZLDRER) OFKKE] FUTOX3TEDLNS,
WEREBED QTc OEHE CHBERICBIT 2 EWE) K75 RED QTc DF
ﬂﬁ(ﬂ%ﬁl BT 3EHE) EHRBERRICBOWTHES N, £ TORR

BII2EDI BLRERROLD%: TR Z — BRIV HRERE L 7T BRBEOFE
ﬁ®%®%kﬁjk?é

Bl4 HA RT A BT D [ R—=RF A4 AMEIC L DABER] L) BRI, #
FHETIZBWTR—R T A VT — I REBEREINTVWAEZ L E2EKT S,

7 AF—"—3RBR L WITHEF LB RABR TOR—X T 1 VEOFMOEWIZ
DVTHL B4 2 THWT . | |




54— 2
&—x§4yﬁ®%£ﬁmowfﬁﬁbfTéwoit\N~234VEﬁ

MEREE, OT/QTc FHERRN 7 7 24— S —RBR & WATHHLBERRO T ¥
4/T£méné%h%n®FA_owr R—Z2A5 A MEDORIEFEZHE |

LTFEV,

EZE4—2

ReZ 5 Nk BRI, BHB LR (carry-over effect) DIRH, w
BREBZOREOER., RUAFOEERLOBNEBNERL o7, 1<
SO EBICB O CEBENICER Th S, =25 V2L BREICIIE—D
BEEOFEL VDD bOIRVAE, HEINEETOR—R 71 VICEET 5
Wi, BRERRBROEMHEES BV CENCEZESNTVWINETHD, &
FEDOR—RTA VPRIV ON TV D, FREORESITELL, KR
BERERIUBMINCBIEENS [RMZ —EKIE] X—RXF7 1 &, HRE
DEREERCEE SN [HBER] XR—RATA U Thd, REFM] ~—XF74
Vi, BREBOZDOFHEIZAH NGNS DS, Ewwﬁmiﬁ*imwan@m‘
NR—2 T4 DRIT., REBRBWATHRBI LB v A 43— N —RER)IZ
WRZ3,

WATRERILLEGRBR Tld, B2 —BIBER—X T4 1T, BHREMOBEN
B AY— DEZRINT 50, ChEREMA—RTA VL VRET 52
LIXTE R, WATEREERRIZBW T \ﬁﬁ% BESRER—RTM
DORERIX, FIH T&hiﬁ%%%i@%wwﬁ ﬁénéwﬂﬂﬁmfﬁ
B

—ﬁ\0mxﬁ—ﬂ—ﬁﬁ?m\%@%~ﬁéﬁtx—x?4yﬂﬁﬁﬁﬁ
EENR, RBRTYVA v oMEIZE ), HBRERORRICES O BNERD
BT, QT/QTc BIROZRICET S, L2 —BE - BRERL 77 2R
DEOFHHIZEENTVE N0 THS, Lo TEFEI, 7 a A F—/N—3RERIZ
BT [BEET R—ATALV2AWVWAZ LILEYTH D,

R—=R 5LV RPFEDHROEEEIZEN T, BMOMD 5 LITEKE O LERBK
- EBEOPEME BIxiE, SEREOCLENREILRITA NI A—FDEY) =5
BZZEICED, QT/QTc MBOMROEILDOEEREZRDLI LN TEELTH
%9,

5. QTc 7— 5/ 1A 5 BHRE — FISE F A ORIBICONT




5
ICHEI4 A FT A (3.2.3) IZik, EWHRE L QT/QTc FFRDE( & D BfR
DT OV TIRERICHERITONTWAE EHV ET, ZOWEICEINT,
EEGRARICBT2EMBRE-RIGET ) VIR 28BN T 7 a—F 033
blebENTZTL & 50y FEYIRE —RGBROFE»L ED L ST QTc T—

S DIFRPBEINDTL X DD

B2 5 - ,

EYBE — RIS T, 2@TOREIB I 322 TORATERT =& M,
HH|D Te FR~DOEPEOTRERZEMMTTE LRV bOND, KE—
RISHNTIE, ROV 27 SEERET A OOFERERL LT, El4HA N
FTANCESKBERT L DN, 5 \WI intersection—union test DD
WZRV/D, WThITE X, BYRE —ISHEITORERIT, T ER Y X 712
TAHIET VADBENRFMICE W TEEREBRESR L 25,
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