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TYVET T VNE S E3me BRI =¥ 7 7 4 W01 % &, ~
TAF—N— 2L ) ZRZFR1A(T ) ¥ STV — )b & LT3mg) K
ANBFIHE AR 5 U Tl rh R ZE LR E 2 e L. Ao hzd
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138.86L/kg T - 728 MEDMHBERAICHBT ST ) ¥ T TV — L 2mgi
TR P4 51 D 534 A3 4.94L kg Tdp - 727

16.3.2 MEEER/EER
REAAD MG & AR EFRIZON LT, EELTT VT I v EMHAEL,
BOMAIIBWTTINT 7)) Y EORAEIBIIE L v, T2, EHY
Td % OPC-14857 D ILIHHE G AR H99% UL ETH 58 (in vitro . FHE
i) o

16.4 X34
TVET TV — VT TRH S, MEEEERR IS WY, T
L CCYP3A4& CYP2D6IC & o THiAFEIL & kML % %), F72CYP3A4
WX o TNLT W F AL E 2T Do BAKFEAR (OPC-14857) ASMAEH 2 B
2 ERBWTH D, OPCL4857IET Y ¥ 7TV — b (RZEALIK) & WAL
A ORI & o TR S 210 s iikig (3514 H H) Tld sk
ZALIRIZH S 5 OPC-148570 AUCO #I4513#927% Td 51V, [10. ]



16.5 ittt
RN UCHE# T ) ¥ 7 5V — L 20mg % %G Lz, %51 fig
DFI27 % J V°60% H3Z L Z AR S O FEAE A I HEE S 7z, R LRI
I8 % HRME S, RHICIIBRIN S e Ao 7212 BHEAF—4).

16.6 HEDEREETDEE

16.6.1 BiEEEESE
WO PR EER T 6B (2 LT F =22 ) 7 F ¥ A<30mL/min) I2 B
2 RETIE, BRI X 2 M SE BB O B ko 721
FHEANF—%)s

16.6.2 FHHEHEEE S
JHF 5% BB B 2 B 5 1961 (Child-Pugh/-HA~C) I B 2 R TiE. IFiknE
BEIZE D7 )T T Y ANDWEBIA Lo 720 BHEATF—4).

16.6.3 BE
fl S i # (65 LA 1) 127 ) ¥ 79 v — )V 15mg & HillfR 8 5. L 720
20T 7 A, FEEEE (18~64m) & U b #20%1KA - 7215 (SLE A
T—%). [98 ]

16.6.4 MRl - BYE
EBANICT Y E TS —)V15mg#w HEROELG Lo T7 ) TS
V= VOB A SN Do 7210, Fa HAERERETO
BEERURAT ORGSR, BUELE 7 ) ¥ 75V — VO EHRE B A 5.2 5 K
FTR Do 2D BHEAT— ),

16.7 ZYHEE{ER

16.7.1 ¥F=Iv
TR AIZB VT, CYP2D6DEREIZH T 5F =Y »166mgk 7 ¥
75 = V10mgDHMICE Y, TV ET T — v DAUCIE107 %1 L
7218 (BHEAT— %), [102 BH]

16.7.2 )\OFtEF
fEHERAIZ BT, CYP2ZD6DRLEEH 29 %780 F 1 F > 20mge 7Y
Y75V —L3mgD I ), 7Y ET TV =L OCna L NAUCIEZ L
Z139% % U 140% 3 L 7219, [102 K]

16.7.3 4 k> OFY—)b
EHEEAIZBWT, CYPSAMMDOMEEH 2 AT 54 53 F Y —)1100mg
ETVET TV —A3mgDHHICL Y, TYET TV = DCnax L INAUC
X FNZN19% K 048% M L7218, [10.2 SHk]

16.7.4 o K3dFVY—)L
ERE A BWT, CYPSAADOMERH A3 57 F2F Y —)200mg L
TYVET = 1smgdPtHIcE ), 7YV ET T = DCmax L FAUC
1 NENIT% R U63% B L 7218 SHEAF— %),

16.7.5 HILI\XEEY
A ISR E A A R G B B H 2 B W, CYP3AADFEE 247
FHHNNTEE 2400mgk 7V ¥ T TV — h30mgd S ICL Y, T
1) ¥ 7TV = DCmax Jz IWAUCIE Z I ZH68% J U73% KT L 7218) (4[]
ANF—=%). [102 ZH]

16.7.6 jEMR
BRI B VT, 7Y ET TV — ) 15meik 5 1R # o G YE 50 g 5-
Ty 7UVET TV = DCmax K PAUCIEZNZ41% B UB1 %L F L
7218 (JHE AT — %) [132 ZHH)

17. BRRREE

17.1 BWERUZLMICET B35
T ET T — Ve (EEsE) O E LT ISRT .

(RERFE)

17.1.1 EASEMAERER

(1) A SR E B H 24200 2 1 82 F2 0 L 72 F238 0 I = i { AL EGRBR IC B8
WT, 7UET SV —l6mg/H %GRS L, 24mg/H # sl L
TIHIESOX 2RI H R % 5 L 7zo TEFHMIE H T b % ol M i
BT BUHRDIIUTIRT B0 T MALRIEICNS 2 G5
b 5720,

Ut
TVET T — VPR 45.8% (55/120f1)

FIVEHISSBUEBE (& 1206009361 (775% ) TdH - 720 L mIEMIE. AR

() 3641 (30.0%) 74 3 ¥ 72661(21.7%) . $Eik2561(208%). LA

14161 (11.7% ) Je OS5 513450 (10.8% ) T - 72200,

(2) A T B 2431 2 x4 92 L 72 J2 30t I i E UL EGAERIC B
W, TUET IV —vémg/HZRGHREE L, 24mg/HZ &R E L
TLH2MISH RIS U7z FEFHEEH THh 2 Sl M HEIC B
HYFRDIILTIORT E B0 Ty HALMEICHT 2 A3 Hh
7~:20>O

W)

VRN ENZ LN i 31.7% (38/12011)
VRSB EE 13, 1200018751 (72.5%) Td o 720 LAREIEAIZ. A
(i) 4261 (35.0%) . 74 ¥ I 71761(142%) . Rik1761 (142% ) . KERD
1661 (13.3% ) e A RAEL4H1 (11.7%) Tdp - 7220,

[E| PSRBT R CEE SN T Wb 20, Hid 52 & THRD

BRASTED SN B PEPRIBEES LTV v, [72 B
17.1.2 /B SE MAEEER
(1) 2EHAEHER

A RO AN EN O BB 2 NG L Lz, 4b b5V IZ6HMEG DT 5

AR IR E ML R (31061, 30561, 4206 I2BWT, TYE TS

V= ix 7T 2R L L L CPANSSE R EGRT R E OIS Z A =12

¥ L72o PANSSEREAF M CEHELE) X, 7Y ET IV — VEEH &

(15, 30mg/H 21320, 30mg/H)™ % 4l #5228 Tld. 77 &K

B —29(10260). 15mg/HE: : —155(99%1). 30mg/HHE: : —11.4(100

B) 75 & RBE © —5.0(103%1). 20mg/HEE © —14.5(98%1). 30mg/H

B —1390966) THY., 7YY T T — VEEMERE 0, 15. 20mg/

H) ) & H w726 5 0REBRTid, 79 2K —23(10761), 10mg/

H# . —15.0(103%0). 15mg/H# : —11.7(103%1). 20mg/H# : —14.4

(9781) Td o 7= (BREE 7T LK BEE OB F13p=<001)2V,

B, 16mgh Mz 5 R HEHAT101E15mg L Y FEITEHE VS T

YRFELNTW AW, [72 BE]

(2) BRETFHER

LN H @R IIIE R30I 2 G L L7 7 b R EE

Mt sk B (263 M #5-. 15mg/HE)) 125 W T, CCIW#EED 5\ i

PANSSZ H\WCTHIgs 2w s Ly 24 R UEEGE B 2 [ M2 LB 2 5

FHREICTOMMIE LA, TIET IV —VIET TR LB L CHED

fa b % #9150 % A S 2. 5 E TOMM % A BICER L7z (p<0.001. log-

rank#5E) o BIVEMSEBUBE X, 1536BIH 7661 (50% ) TH - 72 E 2 EI1EH

E. ARHREES6HI(24%) 74 3 F T1BI(7%) . A2 (7%) . FRGIBI

(6%) J D3EHLSH (5%) Tdh o 7222, [72 BH]

#) U ER P EEYED LOYEERE R T R EE. [FHK
) T, [EEGE . [AZL [EEE L) [hasEEE],
[FHHEAL L THEARE ] TRHI L 720

) ARFOABENHER ORI, [1H6~12mgZ BMHE, 1H6~
24mgZ MEFFHE & L, 1R 3UE20N2 500 TRO% 53 5. [ TH %,

GUBMHEBEZE (C B DEREIRDEE)
17.1.3 S MEEFLRHRER (GaHER)

BRI EY — FXREAEMIE Y — F&2 8 L2 T BIEEEE (25641,

HARNBRZTIB % &) 2 6 RICHEME L7277 & B3 BEEE AL = E 5K

WATEEM RIS BT, 7Y €T 5V — v 24mg (AAEMEIE U T12mg

AOJEHE) & 1H 1SRG U7z, &Gl 12 B 2 Y~ 7 B

AR EE (Young-Mania Rating Scale, YMRS) & #tHONR—2 54 b

DOEALE CEE £ EERFE2) 37TV E 7T — VB -120+129, 75 & X

T—60+144T, BERIZE L ZD95%EHXIIE-60[-94,-27]1TH Y.

AT FI A BRSO 5Tz (p<0.001, N— AT 4 Ml f O TR L

T2 BHT) ()2,

£ IRAGHIIRE 12 B 2 YMRSEGEHHONR=2 5 £ ¥ H 5 o% b (FAS,

LOCF)
YMRSH RS 7R L DRk
PR B | g | NTAT m
570 st | 1225 | st | P8
@ DAL 5
- 280 | 220 -60
TIEAB 125 | 597 | <1523 | =144 60
; : <0001
FUVETT| | 283 | 163 ~120 [-94,-27]
V' — VB +596 | +13.37 +129

(Mean+SD.. a)N—2AF 4 Vi L O TH % U 72 6 55-5055H7)
BV S BUBRE 12, 123B0H 7400 (60.2% ) T - 720 EAEIWEHIX, 77
D723 (18.7%) . IRE14H (11.4% ) AURIELLH (8.9%) . WaI:1141
(89%) M UNHHEM %991 (7.3%) T - 7229,

18. FHEE

18.1 {EFAER
TIETT—=lid, 83 VDeZBEEES T T =& MEA. K283 VD3
ZHEERST T=A MEML v b= U5 HTIAZE RIS 7 2= A MEA
FOta b = V5 HT2AZRRT ¥ % T2 MERZ R 23ATH 5,
Rk 2B IR TH 525, SIS O3 AR B 5 A HECH
HLTwabotEzohTwas®d),

18.2 SEMFHRAE
ZRMRECRE T, A M F/SI YD2y B b F/YI VD3, b hkew
F=Y5HTIAK O bta b= U5-HT2A2BRICH L TRV BAIEZ R
L. e FF/¥%3 D4, B bt b=Y5HT2c, & bk b= Y5-HT7,
Sy PR E a1-7 FLF Y Y ROk b A% I VHIZEERISHRED
BHMMEZ IR L7ce 7 VBEIRL A A ) M1, T v OIS AR Y M2
CENE Y Ml a A A Y » M3Z AT 2 SRR K A - 7228) (in
Vitro ) o

18.3 RINZVD2ZEAFED 7 =X MER
F 83 U D2 KIS LT 7 T= A b e LT L7220 (in vitro) o
RTARDET v MZBWT, 283 AAEEER R E AT L 72 IRE T
PRI VD2 BKICH LCT v 7 = A PELTEM L. B33 AEEIE
MREAME T L2 IR TR RS VDB RIS LTT7I=A LT



R L7228,
18.4 RINZVDsZHMAFED 7 =X MEA

F/X3 YD3ZRKICH LTEHS T T=Z b & LTHER L7222 (n vitro)o
18.5 €O CZV5-HT1ASBHED 7 T=Z MER

o b= VSHTIAZEBICH LTHS 7T IT=2 M & LTIEM L7 (in
vitro)o X7 ANO T b= U AES-€ Fa x4 ¥ F— VR &=
AWML, Ty MESEOLD P2y 22— 1 VKA L7230,
18.6 EO M= V5-HT2ARBAH 7 V5 I MEH

Lo b= U5 HT2AZRERT T= A M2 X B SN BT822 3% L
oo 72, kO b= 2 X BT v PPLIKICa2 i BE o BN % B0 L
723V (in vitro) .
18.7 MAKRBERTIRICEET 2B ET IV COREER

P PEER DR & % 2 STV 5 T v b4l SUE 2 30H L. A2tk
OEETHHEEZONTWE Ty ba vy 7 7 bEUSZ P L7232,
18.8 h¥ LTV —&#e/EA

<Y ATy MIBIT AT AT FFRERTHIEETCNT 27
L7y —EREIEHOEDfEOHRILIZ, Z7uLTuaxy y ROaR)
P I KED»o7:3,
189 M T7OS I FVREEZAMNT D TEMAFE RIS VD2ZHAFICHT
B1ER

5 M FIEMAFE RS VD2 BB LTS 7 T= A M LTEML
7239 (in vitro) .

19. B2 CRAT HEB(LZMAR
— M FR - 7 U ¥ 75 Y — )b (Aripiprazole)
12444 © 7-[4-[4-(2,3-dichlorophenyl)-1-piperazinyl] butoxy]-3,4-dihydro-2
(1H)-quinolinone
C23H27Cl2N302
448.39
7Y ET TV = VA B~ E A GO USRS B K TH
5o
AL

/ \ H
N NCH:CH:CH.CH:O N _o
cl Cl \@j
22, G

FUETSY—-IVNE&ESaE3meEA LD
2810 (74, x 4)

(PUETSV—IVARESE6meBEED
287, (74, x 4)

(FUETSV—IVARESE12meBEa1)
287 (740 % 4)
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SR

LI 7N

A, CTD2622)
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3)ta M= YSHTAZERT v 7 T=Z MEH (¥ ) 7 7 4 : 200641
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