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15. ZOMDEE

15.1 ERRR{ERICE D <158

(heEHE)

15.1.1 ARANC X 2 HEHTERAHDORRIED»HE ST b,

% 3% 15.1.2 AHECHENM S M7 Bl ANE B E 23 G & L2170 KRR

)

BRiZBWT, AHl%E GLIEE R PURm R 5L 7 5 v R &
BRI LT, BERDL.6~1. 71> 72 DWEDDH 5,
BRI A TH o 725 DGR (DAL, 225855 &gy
IiE (M5 12 & BTN L Do T2 BB AHI D3RR (5193851,
SEIYAERNS2. 4% 5 56~99i%) Tl JETC K ORI 4% 6 5 (AR v
— VR L) OB T 5 e RE L TR - 72,
F 72, SETOEEREICBW T, ERYUSMRHE D I ERHT
KRNI & AR IE R D LRI G-35 L oWt d 5,

(DR« DONRE (BREBRETTIEMREDIROShEVIFEIC
fB3))

15.1.3 A CEM S N2 KD DWERESFORBMERL HT 5
BEZWHRL L, BBOHS SH ORI 7 F 1 A RIEHR R
BROBRHRERICB VT, 208D FORBETIE. ARSESHE
RRHDOFID Y A 7 D3P DHEGHETT 7 e R LKL T
Folze BB, 25U LOBFICB T HESESHREN
ORBDY) 27 O ERIZED LT, 65U EICBWTIEZD
Y27 WA LY, (5.2, 8.12-8.15, 9.1.6B]

15.2 FEERRREBRICE D < 153

15.2.1 ol (7 A, v M) OFAEEREICB VT, 2L
Jifigs (M~ 7 23mg/kg/HEL E. MES » F10me/kg/H) BT T
RIESE (M~ 7 Z3mg/kg/ UL L) OFAMED A HESh
TWwb, ThH R >EETRImtT a7 5> o kit
EHMELZLE LTSN T WS, T v bOABAFER
BRIZB T, 60mg/kg/ H (e i B R HE 32 B D 10065 12 AH2Y) @
W P51 TR E NES DS EHE O LA SR Tw 5,

15.2.2 YV o AR 53Rk B VTR 9 Nk 2R,
MRS, A 3438 [ ~52:8 MR ER 0 25mg/kg/ H UL O JI & T,
JE IR BRI  A i ofeis PILHLAR AT T 3938 B 5% D 50m g/
kg/ HU EOHBETHEENRTWDS, iERT7TIETIV—
HEE DB O WA VIR TR 2 B DIREE 2 D)
WEL-boLEZ N, B, IhofiEor b
BT SEEAHH15mg/ H¥E. ZO%6H H30mg/ H XHE
OG0 VIR IC BT IR ED5 6% A FTH Y. £
72 & MHAHICBT 2 HRIEDS5.4% DT Th - 72,

16. EYHE

16.1 MFRE

16.1.1 BEKS
RIS T V) ¥ 7T — b 3mg (NP A Bl S VS5l 8¢) 2 72 I IR L
[ G- U7, IR R 2 L ARIR BE 13 32 5- B K9 S I Ca LT E L
AT RI600E ] T o 720 LIEN I ESE3mgiI K 7R LTS5 X



BKE EHITHEG LDV BT H @53 mg & A~ W45
Th o7k LY M16-1. #16-1. Kd Y- 1 K16-2, #16-2)7,

20
oo CIRE G OK 72 L)

PSR

AR 7 1) ¥ 75V — Vi (ng/mL)

0 24 48 72 9% 120 168
e 1 IRe 1] (IRF 1))
X16-1 fEHERANICBT 2T ET 5V — ) 3mg i e 3% 5 o ifil 4t
PR EEERE (DI BEE K 7 LIRS

#16-1 7V ¥ 75V =V 3mgH G OEYBE T X — 5 (EN
SR L)

H tmax Cinax tiz AUCiesnr
- (hr) (ng/mL) (hr) (ng * hr/mL)
TRl 5 314+1.35 1353 +3.262 59.63 £9.740 6304 +191.3
(k%&L)
Hrd e 3.29+245 1352 +3441 59.07£9.778 637.6 +209.7
CrI3gfi £ Bk 2, 214610)
20
e TN EESE kD 1 )
—o— sk
15 | 2041
SR + R (R

AR 7 1) ¥ 75V — Vi (ng/mL)

0 21 18 72 9% 120 168
P L1 1) (Rg )
[X16-2 fEHERNICBT 2T ET 5V — b 3mg i [l C13% 5 o ifil 4t
TR (DI BESE K B b 25

#16-2 7 ¥ 75V — )L 3mgHilul e 5K S BHRE S5 X — & (TN
HEESEK D Y 3% 5-)

P tmax Cinax tiz AUChesnr
- (hr) (ng/mL) (hr) (ng * hr/mL)
PIRE il 5 2.70+1.56 14142721 60.61 +16.28 6539 +219.2
(k)
W d e 275125 15.11 +3.635 62.70 1891 678.2+2388
CT3gfil £ B2, 20610)

16.1.2 R{E#HRE
REREREAISBIC T ) ¥ T 5V —3mgx AH1H1M14H AR S L
R, 7YET IV — Vol REES G141 F CTIlCE W REBICEE
L. BEPE 515 O 2 0 E K65 T b - 72 (£16-3)" [7.18H]

#%16-3 7V ¥ T IV =N 3mg G 5RO Y BB T A — 5

N tmax Cunax tz AUComr
L&t hr) | (ng/mL) () | (ng - he/mL)
KZEAR | 3713 | 1200+796 - 159.0 % 95.1
et LA
1H @ _
H (OPC-14g57+) | 18486 | 0632063 82+82
REAA | 42+34 | 44262928 | 6459=1539 |6780+4130"
o BRIV L)
14 = -
HH (OPC-14g57) | 6267 | 1088642 | 110236494 | 18572934
(= SEMEF, SFIfl = B 2, 1561)
A, o G B oAUC
16.2 IR4X

16.2.1 BREDH
REHEE NI T V) ¥ 7 TV — )V 3mgk 22 U A B8 5 L 7R,
TIET TV =V DCunax L AUCI JUT T EF O BILAD SN o727,
16.2.2 $EHINA A TNLASEU T«
R AICBTF L7 T 5 — VRGO N4 F 7R, 5
Y54 387% ThHo(MEANTF—%),

(5)

16.3 9%

16.3.1 A HEHE
EFR N BT B1IHLE T ) ¥ 7 5V — b 3mg SRR 514 0 5545 4%
fi138.86L/kgTH > 720 SHEIDREE NI BT Z T ) ¥ T TV —2mg
FR N4 - 0 434 25134 941/ kg Td - 720

16.3.2 MEZEHFEEE
RECAROMTGEEARKEERIF%LL LT, EELTTATIVERAL.
HIRAICBWTIN T 7)) v EORGEHIIEL v, T2, BRE#WT
% %OPC-14857 DG F IR A3 H99% Y 1T % (in vitro, FHHENTTE) o

16.4 X3
TIET IV = VTR TRE S, PEbEER R v, F&
L CTCYP3A4& CYP2D6IC & » THAKFEIL L KMfL % %), F7=CYP3A4
W&o TN-RT7 VML Z 2T %o BLkFK(OPC-14857) A4 HIZ 5
FBERBWTH S, OPC-1485713 7 ) ¥ 75 V' — b GREALIK) & Rk
DACHEEE L OUHHREIIC X > TR s 2, ERIREES14HE) T
EARZEALKRIZHT T 5 OPC-14857D AUCHEI13#927% Tdh %o [10. 2H]

16.5 HEittt
FEHE R N ICMCEEER T ) ¥ 7 9 Y — L 20mg & iR 5. L 7=, B2 5 st
HE D27 % J 1860 % 752 NZ IR P R OSSR S 7o RZEABR
FFITHI8% R S v, iR S h e d o 2 BHEAF— % )0

16.6 HENDEREH T 2BE

16.6.1 Bi#EEEEEE
P DB RE R ERE 6B (2 LT F= > 2 ) 7 5 ¥ A<30mL/min) |2
B RBTIE. BEREREIC X 2B BN OIS R o
OBHEATF—=%),

16.6.2 FHREREEEE
TR B B 58 4 B 7 1940 (Child-Pugh A ~C) 12 B 2 iRBRTld. JFEE
HEREEIC L 220 7 5 Y ANOEBRE - 72" GHEAF— %),

16.6.3 S
FERE RS (655 LA 1) I 7 ) ¥ 75 Y — v 15mg & R LI 5 L 72
Dr T T v AE, T (18~64i%) X U K20% KA 728 (FHEA
F—%)o [9.85H]

16.6.4 1471 - B2E
ATV ET 5V = 15mg#k BRI Lo T7T )75
V=V OEYBHEIEE AL N oY T MAKWERET
DFHERBH O, BAIZT Y TS5V — L OEYBHRICEELY b 2
HHFTIRLEDo722 BHEAT— %),

16.7 EWHEEER

16.7.1 ¥=o >
REHEE A BT, CYP2D6DOBLERAZ AT 2 F =Y ~166mgk 7 )
E7 5= 10mgOPHICE D, 7V E T TV =)L dAUCIZI07 %5 h
LV FEATF—%). [10.228]

16.7.2 XOx%&F >
REHERAIZ BT, CYP2D6DLEEH 43 %80 F 5 ¥ 20mg &
TYVET IV =A3mgDIHICE ), 7YV ET TV = DCra L FAUC
& ZN2N39% KU 140% 3 L7210, [10.2% 0]

16.7.3 41 b5+ =L
fEFER NI BT, CYPBAMAO M EEHEZAET 24 T aF V-
100mgs 7V T IV —=V3mgDPHIZL Y, TYET TV =D Crmax
B OFAUCIEZ N2 19% K UM48% W L 7212, [10.2%H]

16.7.4 4 haFVJ—J
REHGE A BT, CYPBAADRERAZ 43 57 35V —)1200mg
LTVETTV = 15mgDBHICE Y. TUYET TV =V DCuac KT
AUCIEZNZN37% B 0%63%H M L 7= SHEAF— %),

16.7.5 AL EE >
A I IE LA A IR B BT B W T, CYP3AAD B EA A %
HTHHNVNTEE Y400mgk 7V ¥ 7 5V — L 30mgd Pl 512 &
V. TYVET TV = DConx L TAUCIEZ N ZH68% I UT3%ACTF L
W HEANF—%), [10.228]

16.7.6 SEMR
R AICBWT, 7Y ET TV —15me¥k G- 1R [ # OGPk 50 4%
5.C, TUVET I V= DCrnax L FAUCIE Z 2141 % S U1 %MK F L
P INEANTF—%), [13.228]

17. BERERRXHE

17.1 B RURLSMICET 255K
TXYY 7 7 4§l OB E DT IRT,

(&K RIE)

17.1.1 ER%EAE IR
TUET SV — VSRR L2 EEMRBIC BT, Rilgh
72N - MR OHP (6~20mg) T DM AL R Z53IBNIB T 5 T 20K
BIROEBY TH Do, FEFMFEH Th 2 BB EOLHFD
2. 47.2% (25/5360) TH - 7219, [7.22H]

17.1.2 ENE DHEHER

(1) e S e KR 242000 2 BTS2 Mt U 72 J2 3ot IR — s Mo bk sk s B
WT, 7YVET IV —V6mg/HZBMEMNESE L. 24mg/H % iR & &
& UCLHLM S E 283 Bk 118 5- L 7zo FHFHIIEH Td % il ik



KHBIEICBIT B EERV IV TIRTEB ) T, AR T 24
WVEATRD H N7,

34 il Y

TIVET TV — VI ERE 111 46.8% (52/1111)

RIS BUBEE 1. 12080709361 (77.5%) Tdh > 720 ELBEMNIZ. &
HE (i) 3681 (30.0%)+ 7 4 ¥ ¥ 72661(21.7%) . #&ik2561(20.8%). £
RAIRLABI (11.7% ) B O 3R 1361 (10.8% ) TH - 720

(2) A5 2R e FE 24301 % W G AZ FE it L 72 923 e I — H ML BGRBR I
WT, 7YVET IV —6mg/H%EMIEMEE L. 24mg/H % I i H =
& U CLHIM &2 83 IR I8 5 L 720 FEFHBEHH Td 2 i 4t
YHEEICBT 2UEERVELTICRT LB ) T MAERMECHT 24
BPEATED Hh 7219,

RES R YR

TYVET T —NEGH 119 31.9% (38/1194)

RIVE R BUBUE 13, 120608761 (72.5%) Th > 720 FREIEMIZ. A
IR (i) 42650 (35.0%) . 7 7 ¥ Y 71761 (14.2%) . IRER1761(14.2%) . 1k
HIRA1651 (13.3% ) o O"ARAIRLIABI (11.7%) TH - 720
FTARTOENER AR EHRETERS M Tw 720, WET 22
L TRIROBRDRD LN D PEPIIMIES T v, [7.281]

17.1.3 ERRBIRSHER
SRR AT B & AT AN SR H & L 722408 B DL L% 5 o B 4 533
B (6~24mg/H. ##&530meg/H) TO. A LIIERF 252602351 % I
R AT IE D B 35391332, 5% (82/2528) Tdo - 7219, [7.25M]

17.1.4 @SB MARHER

(1) A EH e
WA R IE D SPEREN O BHZ R L Lz, 4d 2 Wid6HEMK S0 7
b AR ML R (31061, 30581, 420%) I2BWT, TUYE
T5—VIE T T REE L i U TPANSSA R AR N 4 L oz
AW L7zo PANSSERESGM CFYZLRE) I, TIET TV —
VI E R (15, 30me/ H 31320, 30mg/ H) ™ 2 458 %5 L 72258k T
3. 7o ERBE: —-2.9(1026), 15mg/H# : —15.5(99%1). 30mg/
HEE: —11.4(100%0) X377 LK EE : —5.0(10361), 20mg/ HEE : —
14.5(98%1), 30mg/HAE : —13.9(966) TH Y. 7V T TV —IVFEE
JHE (10, 15, 20mg/H)™ 2 26l %5-0RBTIE, 79 R
-2.3(107%1). 10mg/HEE : —15.0(103%1). 15mg/HH : —11.7(103
B1). 20mg/HEE : —14.4(976)) Th o 72 (% B L 7T £ KB & OIS
Hi3p=0.01),
2B, 16mgZ B2 5 EHMEE100E5mg X Y ERPEHE VW) Y
FURARHB O TWARV, [7.283H]

(2) BHFBhER
BN D BBV A I R E3I0 2 5 & L2 7 7 R i il
BRI RER (268 3% 5. 15mg/ H™) 2BV T, CGIRFED 5 \»
IZPANSSZ IV CHSe 2 38 Ly E A RYE SR B 2 [ 1E 2 s
MRS ETOMM]IE L. TIET IV =V T TR LK
LCHREDOGEHREHS0% MWD S8, HRETOMMEABICERELL
(p<0.001. log-rank#s&). ®IVEMZEBME L. 15368176851 (50%) T
Holze FHREEHIZ. AIRAE3CH (24%). 7H ¥ I T711H(T7T%). A
L (7%) BB (6% ) K O IRER8HI (5% ) TH - 720 [7.22H]
#)WERFPEELG LOKERZ R, RRERUEEE . (1
it )y THRSERES )L TR ), T ), TR, [Pt ],
[HHEAL ], DHEAHE] TR L7,
18) RAORBE N HE RO EIZ, [1TH6~12mgZ P&, 1H6
~24mgZx MEFE R & Ly 1RDOE 20N 50 TR S35, 1 TH 5.

CUBMEECH T 2 RERDSE)

17.1.5 $H I HEEEHFHER (R ER)
BRI Y — FUGRAEZE Y — Fa 2 L2200 T 8k 5E B3 (256
B, HARNBETIBZ GE) 2 WG HKH L7275 & ARt B4 L —
EEHREATEE R LEBGREBRICB VT, 7Y ET 5V — 0 24mg (BEEIIS
U CI12meg~DRREHE) %2 1 H 1n 3 M $% G- L7205, SR ab i 1 381
%X ¥ 7 B EEA R B (Young-Mania Rating Scale, YMRS) 4t i
N—=2F4 ¥ 5 OE b (P = BERE) ETVET IV — VR -
12.0£12.9. 77X -6.0£14.4T, FEMHZ L Z D95%EHHIX H1x
-6.0[-9.4, -2.71CTH V. MEIFINRAEAEIED Sz (p<0.001,
N—= A5 4 i f OB T L2 6 48r) (£17-1)17,

K171 WG BIT 2 YMRSEF M ONR=2 5 4 ¥ 25 D% LR
(FAS. LOCF)

YMRSHEF 75 b AREE L OxF Y
PR | BB N A
) 53| um | A2 |spmatem| oW
DEALE "
75 CARE | 125 | 280597 | 2201523 | —60 1441 o
5 : <0001
iz)tva? 7| 122 | 283596 | 1631337 | 1201294 | [~94,-27]

CPIH £ B, a) N— A T 4 VRO C e L 723655 i)

(6)

RVE S8 BUBE 1. 123601117451 (60.2%) Th - 72 EAEIETIZ. 7
B Y VT2 (18.7%) RI4H(11.4%) . AMEAET1H(8.9%) . M-
1141 (8.9% ) Je OVHE LM% 981 (7.3%) TH - 720

17.1.6 REIRG5HER

(1) EREERRER
WERER & 52 T L7224 #h B0 (9981, H AN 3260 % &) % WG F i
L7279 v R IR - mE BT EEGRRIC BT, TVET IV —
V12~30mg % 1 H 1228 F#% 5 L 72, YMRSH M ORI T RO
LB THo 1 (KI7-2)¥,

#£17-2 YMRSHEHE0HER (FAS. 0C)

PRt N—Z54 v 434 12:8 2238
75 EARRE | 86+758(42) | 97+955(34) | 7.3+10.22(26) | 31=625(19)
Fy—
j _} }f/; 7| 74£702(51) | 33%365(42) | 26%254(32) | 14+159(29)

CEYfi = B0 7 GEAmB1%) )
EIVEFAFEBUBE &, 5460113911 (72.2%) Th o 720 EREWEMIZ. T4
TYTITHI(31.5%) HRERSHI(14.8%) MEBFEIRSHI(9.3%) AIfES
B1(9.3%) B O #E# % 5450 (9.3%) TdH - 72

(2) B ERHER (ROREEMA)

R % 52 T L7 BARR) - ASER R ORI RA Tk fl 5961, HA
NEBHENFIZ &) 20 RCEM L2 FFERABRICB VT, [oREdk
LLTRBYF I ALEA VTS M) 7 200nFIrlH o T
T, 7YVET 5V —V12~30mg# 1 H1M2208 i #% 5 L 22BE. YMRS&
ORI TROEBY Tho 72 (£17-3),

#17-3 YMRSHEF R oHiR (FAS. 0C)
R=2A54 v 438
30.5+7.75(55) 11.0+10.53(45)

12;8 2238
5.1+650(29) 3.8+6.30(23)
(Pl + BN GEATIBIE) )
FIVE S BBAE . 565113961 (69.6%) THh - 720 FAEIEMIZ. fAE
BOm1161(19.6%) . 7 > V7 1080(17.9%) . BHR7HI(12.5%) K Ok
W76 (12.5%) TdH - 720
(3) ENERRHER (RORTEEMA)
BT ey — FUIRAETE Y — F2 2 L2k T RSB F 416 %
FEACENE L2 IEERABRICB VT, JORERL LTRBYF 724X
AV TaBEF b AOWTARIFOHEHTT, TVETT V-
12~30mg#% 1 H 1 MI248 I $% 5 L 720, YMRSEFHE ORI TEO L
BYTHho 7k (FIT-49)7,

#17-4 YMRSE#HE 0HER (FAS. 0C)
R=2A54 438
23.2+550(40) 8.1+823(33)

12:8 2438
2.3+3.39(28) 15+2.80(19)
P + B 2= GRAl 150 )

IR S B E, 4103851 (92.7%) TdH - 720 EREMEMIZ. 74
T YT 1961(46.3%) . MHR11H(26.8%) . IHEIBI (22.0%) M OV HEL8H1
(19.5%) TdH - 720

(D29 + D 2REBEFEAETTIENREIRDO SN BEVHEEICRS))

17.1.7 EME DHEHER
P9 DHIERET H 0 BB HRATRD S e vk 9 Dt B I E 58641 2
SR E U727 T Rk BV 2 Ak — 55 Bl A7 BF B L kB & 92 0t L
7oo BIET b= U FIRY AAMEH (SSRD Xigtwa b= -/ v7
FL Y VIR AABER (SNRD) (ST FEF v, ZURFHI v,
VLTIV, INFYTIYREFaud T V) 2 ARRME - R
TRHM LG L. T RREPROOLNZ VT & 2 HNICHEEL
72#. SSRIXIESNRIOHEH FT. 7Y ¥ 75V —3~15mg L iE3mg
Z1H1E6H PG Lo & 3 flli 12 45 1F % Montgomery- A sberg
Depression Rating Scale (MADRS) FalsiDOR—=Z 5 4 V96 0% bE
BTRIRTEBYTHY. 7TIET TV =N 3~15mght & U3melf D
WHEC, 7T KBS LTI 2 A 3 2525580 S 7z (3~ 15mehE
p=0.006. 3mg#fp<0.001., X—ZF 4 i THIE L 723 (3~
15meht. 3meht DML X % HIuE FIR) ) (F£17-5)2

FK17-5 WA APiRF 12351 2 MADRSEETHON—Z 5 4 ¥ H 5 D24
it (FAS. LOCF)

MADRSH &S 75 KL ORI
PHRE | B o~z | ’;j;z HERE "
- Plopd » o 1= " p
G4 AEAI R OB [95% 15 MiIX ]
75 RME| 195 | 255+74 | 18198 | —74+81 - -
FUEsS 0y
V—)v 194 | 25373 | 158+94 | —96x75 [-37 - 06] 0.006
3~15mghf o
FUEsS al
V=) 197 | 252+72 | 148+93 | —104=83 ) <0.001
[-46,-15]
3mght

CPIgH = B2, a) N— R T 4 TRk L 72 3808 (3~15mght, 3melt o
M X % FE TR )



RBIEMZEBBIE X, 7V ¥ T 5V — b3~ 15mght T194% 4 1324
(68.0%). 7V YT S5 —3mght TI97H111141(56.3%) TdH -
2o ERBVEHIZ, TYVET IV —N3~15mglETIET A ¥ Y7716
(36.6%). Iik2051(10.3%). MBNE1341(6.7%). MHI3B1(6.7%) K
CALTHIM13%1(6.7% ) 3mglET7 7 ¥ ¥V 72861(14.2%) . Hilit15%1
(7.6%). ALTHIM1451(7.1%). I=i&1241(6.1%) KO ASTHI 1041
(5.1%) Th o720 [7.48M1]
17.1.8 ERREAHSHE

&N 85 TAHRRER 2> © DBATHI B OH 72 1A AL S 1726578 L _E DO SSRI
JUESNRI(S a2 F v, ZFVRFHI Y, VTV, INVFTT
Y ROTF2u T V) BEGHOK S DREEREBZ 15560 % W5
J2hti U 72 96 B eIt TR R Bk 12 5 T SSRIIZSNRIOPHH T T, 7Y
Y75V —3~15mg% 1 H1M528 % 5 L 72, MADRSH & D
BEITHEDOLBY THo72(F£17-6)2,

#17-6 MADRSHAFH DR (FAS. OC)

TIVET IV = N— 2 - - - -
Tl Sy 63k 1234 2438 5238

BN 18296 | 126+87 | 123+97 | 116+93 | 8883
(AT & 37 BLI) (155) (144) (136) (108) (84)

Bl 16489 | 130+88 | 126+99 | 116+94 | 9186
(122) (118) (113) (95) (74)

BRI 248+93 | 109+79 | 10785 | 113294 | 7362
(65724 1) (33) (26) (23) (13) (10)

il = B AR 2 G150 )
BIVERIZEBUBE 1. 155811561 (74.2%) TH > 720 EEWETIZ. T4
TIUT4260(27.1%) ARERIM2951(18.7%) . fEIRISHI(9.7%). k14
B1(9.0%) KO~ 770 &) FEIMUA(7.1%) THh -7z [7.480]
CNREIOBBAZNY b7 LFEICHE S BRIBME
17.1.9 ERE MHEHER
DSM™-TV-TRIC & 0 FIPIYERE S & B S . Bl % 43 % 592
B (6~175%) % X FAICHENE L 727 5 b Rk B e 25 b = 3 5 Aie 47 7
WG, 7Y ¥ 79 V=V %1~16mg/H T1 H 1m&E ¥ 5- L 721,
IRAEFHITIG IS 51 5 ABC-] (AT F = v 7 ) A b HAGERR) o B
THREAITOR=Z2F 4 Y502 LRIE, 77 REEIHLTY
Y75V — VBETHENAN A B A b7z (p=0.044. %58 K
OR—=Z 54 ¥ DREKX S (=40kg, <40kg) ZHTFE L, XN—2 54
VIR E L) (£17-1)%)
1) American Psychiatric Association CK [ ¥ #ii P %% 4%) @ Diagnostic
and Statistical Manual of Mental Disorders (K fiy B OBW - ik~
—aT7N)

FK17-7 BAEGHMIREIC B 2 ABC-J AN P NEA 27 ONR—-Z 54
b DAL (FAS, LOCF)

St T R 7 77 ERE L ORI
LR | I ez Aﬁ%x ;\:;Z iﬁfﬁaﬁ?& o
74> Al OB [95% {5 #IX ]
TIRHRME| 45 | 268%65 | 20291 | —67=110
FUETS 39 0044
owa | 47 | 201£72] 158101 | ~113%91 [-78-01]

CEX il + B, a) 58 R OR—2 5 4 ¥ OREIX 5 (=40kg, <40kg) % A

FE L. NR—=Z T4 &R L L0

RV ZE BB 1. 478928190 (59.6%) TdHh - 72 FRFEWEM L. Bl

2451 (51.1%) FHRIESHI (10.6%) M OIBRIE3H (6.4%) TH - 720
17.1.10 BRREIREHER

[ P 2 ATl 2 52 1 L 7= 5 8501 (6~17i%) & W G2 s L 7= I Ik

WEMRET, 7Y ET IV —VZ1~15mg/H TLH1E$ S LK,

ABC-JHEVE T RIEZA 27 OB TROEBY TH- 72 (K17-8)%,

#17-8 ABC-THUAEVE PR IEER 2 7 OHfds CHAMERATE 44 . 0C)
N=2F4 v 83 2438 4838 96
177+100(85) | 135£9.9(83) | 133£9.9(62) | 11.6+83(46) |149=10.3(26)

(Pl + BEf 2% GRIF1 0 )

FIVERISEBUBIRE 1. 85BH A7 (55.3%) Tdh o 720 EARIMEM X, Bl

25%1(29.4%) . PRERIN16H(18.8%) . FHHEMZ 651 (7.1%) K O ERKIT

H#661(7.1%) TH o720

18. ZFEhEIE

18.1 fEA#F
TYVET IV =NE, NI VDeZBRERG T T=2 MER, k83 v
DyZ R 7 T= A2 MEA. v b= V5-HTuZ B RS 7 T= 2
MEFARO T b= V5-HTaaZ 8K T ¥ & T= 2 MEA & g3k
HTHbD. HELRBRFEIAHTH LA, IS OIEAEHHRICBYT
HZEMECHEGLTwEHDLEEZSRTVS,

18.2 SEMAEFM
ZRBRRARBRT, MIABE P F/8I Doy B M FAI YD B
tu b= U5-HTu 'k b b= Y5-HTaa 2 BRI H L TR i

PAERL, B P P8I YDy, B b=Y5-HTe, B bEOT M=V
5-HT7 7 v PRMEZa-7 FLFY ¥ Re b 2% I VHiZARIC
WO BAEER R L7225, 7 YBEKRAZAY) Y M, T v MOIEA
AZA) UM B OENVE Y FEIGA R H Y ¥ MeZ BARI5 2 Bk
Ao 72 (in vitro) o
18.3 /NI U D2ZEGFES7 I =X MEA
R Y DeZ BRI LCTEG 7 T=ZA P& LTHEH L2 (n
Vitro)o X7 AR T v MZBWT, F283 UEBEmRIzEA T L
FZIRETIE RS YDeZ BRI LTT vy T=A PE LTIEHL. F
283 EBIPE RS EAME T L2 IRETIE 83 VDo RIC LT T
T=Z bE LTI LAY,
18.4 FINI UD:ZBHES7I =X MEA
R8I YD RIS LT 7 T=Z & LTEM L72%) (in vitro) o
18.5 €O b= 5-HTwRAHHS 7 I =X MER
b= U5-HTuZ AR LTS 7T IT=2 & LR L 722 (n
vitro)o X7 AMNOL T = GHWS- Fa¥ A4 ¥ F—VEERR G
WEREASSE, Ty MERBEOtO b= v a—0 VKR EREIL 72
18.6 O P = 5-HTaZ A 7> 2= X MER
Fy MIBVwTEr b= V5-HToaZ R/ 7 T=A MV #fsh 2
TEZALZIH L20 72, k@ b=YIi2& %5 v FPIAIEAICa”
BEEDBIIN A P L7z Gn vitro) o
18.7 A KIBAESERICEEY 2EMMET )L COHEIEAR
I PHEROIERE E Z 2 5NT WD T v MRS 2 J0H L. A9
ROBEETHLEEZONTWET Yy Fa2 vy 7Y 7 MUnZ#HI L7z
18.8 HEL 7> —E&ER
T Y ARGy MBI BT AREEN R HFEEFAATBIEEC T 2
N VTV —ERIEMOEDEO M RILIZ, zurru~y vy Eine
NRY F=V L) KREDP-72D,
18.9 M7 OV F L BEXRET 2 TEAMERN/NI P DZ2HME K
ER:2(3:]
F v N TFRAFIEE R8I VDR AR LTS T T= A b & LTEM
L7 (in vitro) o

19. BEXSICREY 2IE(LERIAR

— & - 7V ¥ 75 V=) [Aripiprazole JAN, INN))

%4 : 7-[4-[4-(2,3-dichlorophenyl)-1-piperazinyl] butoxy]-
3,4-dihydro-2(14)-quinolinone

BFR  CsH2rCl2N30:2

SFE :448.39

MR ARG REOR K TH 2. XY IV TV I—VITHETR
4L R (100) ISR E TR K 7T M= MYV, 25—,
TF )= (99.5) LIEAFH VI L A LHET RV,

EEBER :

/ \ H
N NCH-CH-CH-CH-O N _o
— A @
Cl Cl

20. BEVEDEE
WML E AT 27207 Y A S — RO FRETH T L

22. @
(TEY 7 71 0D$E3mg)

T A& — 1008 (105E x 10)
(TEY 7 710DgE6mg)

T A& — 1008 (105 x 10)
(TEY 7 71 0D#&12mg)

T A& — 1008 (105 x 10)
(TEY 7 71 0D#£24mg)

T A& — 1008 (105 x 10)
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B N3y —v E OMELEH (200641 H 23 H K.
CTD2.7.6.3)

FNER AN EY Y OMELEH (200641 H 23 H AR
CTD2.7.6.3)

RN T OF 3 IR O SR B TR (2006451 )1 23 H K2
CTD2.7.6.3)

FEERE RO IS & b & L 72 IR AR (20064F 1 H 23 H K&
CTD2.7.6.5)

ALPVERL © BB B 12 45 0T 2 i IR A9 2 0] RRIER (- E AR
I ERR LR RER) (20124F1 H18H &2, CTD2.7.6.3)

ALPVERL @ OBUR A R 12 B0 B B IR0 3  RIB G- (R E
Mol - E R IL ) RER) (20124F1 H18H KGE. CTD2.7.6.3)
AR © BUBPERE 2 330 F 2 BRI 33 2 S I -3k Bk (R0 258
SEOE I E MRS © ERR L FEAER) (20124F1 H18H KGR, CTD2.7.6.4)
AR ¢ BUBPERE 2 330F 2 BRI 33 2 S I -3k Bk (R0 258
SEOR I BB EINERARRER) (2012451 18H K, CTD2.7.6.4)
FENEAL D 9 OH - 5 DIRBITH T 2 IR (2013456 ) 14 H K2
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FENEAL © 9 OH - 5 DIRBITH T 2 RIS (2013456 )1 14 H K.
CTD2.7.6.4)

R ANBBIOE AR S b T AR SRIBE S 5
JI3RER (20164F9 H 28 H 7K. CTD2.7.6.2)

R NRBIOEHM AR b T AHECHED BRIEEICH T 5 &
JI3RER (20164F9 H 28 H 7K. CTD2.7.6.2)
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