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BEEBEANCT ) ET T — )I/Smgtr RIS RS B AR TS L 72,
V= DCrmax X AUCIZ R AT T RFOREERO SN hr o726

16.2.2 HMEINAATNATEY T 1
BEBACBITLT ) T T — VRSB OMK N A 4 7 _A T8 7 4 1387%

R OTRRURL, -

TIVETT

Tdho7" GHEAT %),
16.3 2
16.3.1 B
BERE A BT A1HLE 7 ) €75V — L 3mg AR 3% 5K 0 5345 571 138 .86L kg T

o7z, SHEIDRBES A BT 2 T ) ¥ T T — b 2mgif IR M % 5 0 45 A 28R 1
4.94L/kgTdH - 728,
16.3.2 MEZAMFEE
RELEDMBERAMEARIZIOOLUET, FELTTATIVEFKEAEL, BAKAICS
WCTNT 7 ) vl OfEEEIIIE L v, F 72, IFC;&T%’C%Z)OPC—I/@SWDJIM%E
TREEHELI9%LL L TH 29 (in vitro . FHFHENTE) o

TVET T = VRIS A, BIRLEERRIE D v, e LTCYP3A4E
CYP2D6IZ & - THiKSFEIL & kiR L% %17, F72CYP3A4IZ X - TN 7 )V F b 52
7%, BiAKFEMA (OPC-14857) »SIEIZB51F 5 £ TH 5, OPC-148571L7 ) ¥
7T (RE 1t14k> L BRI S O 12 & > TREBN S 210, sEHIR
E (#514HH) TIERZEUE IS 2 0PC-14857D AUCH EI & 13#927% TH 59,
[10. ZH]

16.5 HEitt
HERERL N ICUCEE T ) ¥ 75— L 20mg & R %S L7, %5t e #927% K OF
609% H3E AL AUR P B OB A HRIE S e KA ;tﬁqﬂ f’]lS%ﬁF(ﬂié?{L JRH

IR S o 7210 (BHEATF— %),

166 BENEREHTHEE

16.6.1 BiRERERE
EEOBREEERRES (Y LT F=2) 7 52 Z<30mL/min) 12513 HREBET
& EARREREE I X B PSR B AN O BB D B o 7212 (BHEAT -5 ).

16.6.2 FHi#pERERE

I B R R 0k R 1961 (Child-PughZM4HA~C) 1B 2 3BT, IFHREREIC L 5
7N T T ANOENIA o728 BHEAT—5),

16.6.3 HieE
GRS (65mLLE) 127 ) €S9 — 1 1bmex BIAEI %S L o2 )75 >~
Al FEEERE (18~64i%) L0 H20% KA - 7210 MEANT— %), [98 BH]
16.6.4 PRI - BT
BEEBAICT ) T T =V 1bmgk ARG L7280 7 ) €75 — L o3y E)
BICHERIA SN LD o720, F o, A RIIEES TORERIRIT O R, BEIL 7
VT T — VORI 52 A RT Tl ko729 BHEIAT—4),




16.7 EMHEELER

1671 ¥=3>
BB AIZB VT, CYP2D6DMERAEZFET 5 F =2 »166mgk 7 ¥ T TV — )L
10mgDBEMIZL Y. 7Y ET T =L OAUCIKI07% AL 7216 (SEANT— %),
[102 ZHE]

16.7.2 NOXEF>
HEHER A BT, CYP2D6DBENEH % 5 /80F 2 F > 20mge 7)) ¥ T T —
W3mgDHEHIZ LY. 7 ET T — VD Comax e INAUCIE Z 112 139% M U140 % Hi i
L7217, [102 2]

16.7.3 41 hZ3FV—=Jb
BBV TC, CYPSAMDOBEEMA AT 54 F 73+ —V100mgek 7 ET T
V= A3mgDPFHIZ LD . T ET T = VD Cma L CAUCIE Z N2 119% J U048 % 1
M7, [102 28]

1674 4 haFJ—J
BEHERAIZ BT, CYPSAAOHEMMAA T 57 F 2TV —1200mge 7Y €75
V=W 15mgDPHHIZ L D . T ¥ T TV = D Cmax i NAUCIE Z L2137 % J2 U°63%
BmL7219 HEAT—%),

16.7.5 HILNTEEY
A SRR A A AR E R IS BV T, CYPSAMDFHEEME AT 5 7 VN~
FE 2 400mge 7)) €75 = 30mgD %G L), 7Y ET T =D Cnaxft
UAUCHZNZI68% K UT3%IET L7220 (JHEAT— %), [102 ]

16.7.6 JEMER
BEBRAICBWT, 7 ET T — )V 15mgl 5 1R B B O k50gH 5T, 77U T
5 = WD Comax e WAUCIE Z 41 % B UB1% T L7220 (JHEIA 7 — %), [13.2
2]

16.8 ZDOfth

1681 7V K75V —idmg [HET] &, 7V ¥ T 5V —)VEEbmg [HET] %iF
MR L L7z & ISR S L HE S, RIS & Ak SR,

1682 7 Y7 IV —ViEl2mg [HET] &, 7Y ¥ 7T —V§ibmg [HETL] %
MR L L7z & IR SR LW E S, RIS & Rk ENTB,

17. ERIRAIE

171 FHHERVORLMICEET 258

(AR AE)

17.1.1 EIRHEAE 11H:5R
T KT T —)A~30mg* &8I MIRR G L 22 IFE MBI BT, A RIS
129602 B 2 EABREIERDO L BY) TH D, FEFFMIEH TH 5 RE e BEEOR
WA ($, 488% (63/12961) TdH -7, [72 ]

MARA OB SN2 MER ORI, [H%. 1H6~12mg% MaH &, 1H6~24mg%
HEFEHIR L 50 Zd. ARG, AERIC X D BERINS 545, 1H&®IE30me% B2 2\
Zr.l ThHh,

17.1.2 ERFE MHEHER

(1) A I B 24200 % 1 RACFHE L 72 ERWN M- EERILERARIC BT, 7 E
77— )vbmg/H Z B HE E L. 24mg/H % el aE & L CLH 1L 2[m] 858 i
5 U7z EEFHIIH H T b 2 i S 12 B 5 s ZUFIRT EBY
T, MARIIE N 3 2 HRMEL0 b/,

it G PSS

TVET T — VR 120 45.8% (55/120f31)

EIERSEBUREE X, 1208099301 (775%) T o720 EREMEMIE. AR GE) 366

(300%). 7H Y7266 (21.7%). 256 (208%). HHAAIEILE (11.7%) K*

HEREIL3E (108%) Tdh-7z20,

(2) A I B 24300 % o RACFE N L 72 EHRM M- EHFRILERARIC BT, 7Y E
77— Vbmg/H &G E L L. 24mg/H % il & L CLH2M8HE #1425 L
7o FEERHIIHE Td 2 R SR HIE IS B AUEEED U TFIRT LB T, s
IRV 3 B R DS

X G eSS
7 ET T =GR 120 31.7% (38/120%1)

FIFEFSEBUE (& 1208008761 (725%) THh o7z EAEMEMNIE. AR GiE) 426
(35.0%) 7Y 7176 (142%). Rik176] (14.2%). AEHA 166 (133%) KO
FRRRLABE (117%) THh- 7220,
FTATOFENEERRBIEERE CER S TV b 720, BT 2 2 & TR0
DIRRD SN ENIHEE S LTV, [72 ]

17.1.3 ERRAHRSHBR
IR AR AT E A AR & L 722408 B DL B35 o0 B 5358k (6~24mg/
H. #@30mg/H) ToO, #A R B #2046 (2508 LLRE & $525-#k68 L 72 5EF]) 128
VT % e AT MRF O USRS 1341.2% (84/20481) T o722, [72 B

17.1.4 BHE MR

(1) SRR
A SIE D BB OB S Z R L Lz, 4d 5 WIZGAMBS-O 7T L AR
FILEGRER (31061, 30561, 42080) (2BWC, TUVETI V=V 7T IR L I
L CPANSSEREEART R & OIIEZ 7312865 L 720 PANSSEREAGN A (F1
ZAbE) (X, 7Y ET T = VEERE (15, 30mg/H XI£20, 30mg/H) & % 438K
%5 L2 Cld, 79 AR 29 (10261). 15mg/H#E : —155 (9961). 30mg/
F#E: —114 (10061) Xid 7t AR8 : —50 (10361). 20mg/HE : —145 (9861).
30mg/H#E : =139 (9661) THH., 7V 7TV — VEEME (10, 15, 20mg/
H) ® &HW-6BEE%SORETIE, 77 EARH: —23 (10761). 10mg/HE : —
150 (103%1), 15mg/H# : —117 (10361). 20mg/HEE : —144 (9761) THo7z (%
BEL 77 R L OSSR 13p=001) 2,
%3, 15mgH 2 A EHREEN10E15mg L D AEFEVE VI TEF Y A ES R
Twians, [72 2]

(2) BETHHAR
LM & B VM A R IE B E3L0B A R & L7 7T AR B B M B
(263 #65-. 156mg/H®) 2BV T, COILIHEDH 5\ IFPANSSZ IV TTHJs % 3k
L. EEAMUHIEE % [#EEALEN 5B L TCOMM] &Lz, TIET TS
V=L T T R L L TGk E F50% A S &, FEE TOME A A EICT
L7 (p<0.001. log-rank#sg) . MIVEHIZEIBE X, 1536147661 (50%) TH -7z,
FEREMERNE. AIRAES6H] (24%). 77271 (T%) AL (7%) . BEFEIBI
(6%) B OYRESHE] (5%) Tdh-7-2, (72 B
#) UEERIIREEUCED L oUGER A R, AU, [HHE ], [

B ), TRRECE L AL, TRERAL), [HSEE L], THEAL M5
AHE] CREML 720
) ARFOKR S N RO EE, [TH6~12mg% MG, 1H6~24mg% fEF;
e Ly 1EDOGE2EN2 50 TR S5 3 %.] Thbo

(UBHFEECBf ZRIEROEE)

17.1.5 HMAEBRHEFERR (EHHR)
PRI — FUGRAME LY — F& 2 L0 I MR R (25661, HARNES
T % Et) RRFRICHENR L 72 7T 1A IR AL EE MO TR BRI B
T, 7V ET TV —V24mg (RAEME T12mg ORI HE) % 1H 135
L7z KE, SAEEHMREIZ B 1T 5 Y v Z BRI E (Young-Mania Rating Scale.
YMRS) AatHON=AT A 2 b 0ZAbi CFSfE £ RS &7 E¥7T =)
H—-120£129, 7T ARBE-60=144T, BEHAEL ZD95%EHEIXMEIX-60 [-94,—
271 TH Y. Ml R A EEDED S (p<0.001, N— AT 4 Al OETHEE
L 724653 i AT)  ($17-1)6

F17-1 G 31 2 YMRSAEHDON— 2 5 4 ¥ h 5 0% i (FAS, LOCF)

YMRSE#F 75 b R ORI
BRI R [x—z254> BRI "
NATAL iy | b ogfes | [95% k) | P
754 AP | 125] 280+597 | 220=1523 | -60=144
TIET T - 60 <0001
G upe |122] 283596 | 163+1337 | —120%129 | [-94.-27]
CEI9M + BEIRE, 2) ~N— AT A i OFCHE L 723650 iohh)

BITERISEBUBE X, 12307461 (60.2%) Tdh o7z EREUWEMIE. 7422 7236
(18.7%) . RHE14B] (114%) AMAELLE (89%). Wart1161 (8.9%) MK UNHiHL#E%9
B (7.3%) Tdr o722 20,

17.1.6 REBEHER

(1) ERHEERES
BB A ST L22A%hE) (9961, HARNBEI2EZ &) 20RICERLAET TR
b B T MO AT GRS BV T, 7 ) €79 Y — v12~30mg % 1 H 12258
%5 LW, YMRSEFTEOMERBIITROLBY) Tho7 (#17-2),

#17-2 YMRS#at 04 (FAS, LOCF)

HGHE B | R=AT 4~ 438 1258 22;8
77 v KR 42 86758 119+1213 124+1398 12.1+14.33
TIVETT-VEE| 54 74%702 6.6+9.37 69+11.36 63+11.54
(P3fili + (R )

BIVE MBS B X 54613961 (722%) THho7z. EREIEMIE. 742V 71761
(315%) . ik8ml (14.8%). FEBFEIESH (9.3%) AMIESH (9.3%) K OUIBZLS
Bl (93%) Tdh 72229,
(2 EBRERRE (KRAREEHA)

TR A 5E T L 72 BALE) - ANER RO RAT53H0kp] (5961, HARNEA116% &
tr) ARICHEN L 22 IFERRBIC BT, AaEds LCTRERY) 77 233N v 7
O by AOWTRPIF O T T, 71 €75 —)V12~30mg% 1 H 11812258 [
%5 LW, YMRSEFTEOMERIITEROLBY Tho7: (#17-3),

#17-3 YMRS#&at £ 04 (FAS, LOCF)

ks N—=AFAL 438 1238 22:8
55 305+7.75 131+11.63 104+11.69 9.7+11.84
(P fili = Bl

FIESEBUERE (L. 56613961 (69.6%) Tdh o7z, EARBMMEMIE. RERIINLLE
(196%) 77271060 (179%). MEIR7E (125%) K OHRETHE (125%) THh-
7‘:30}\, 31!0
(3) EMEERHE (KRAREENA)

BT E Y — FUGRAMETE Y — F& 5 L7z BUE T 8RS BE 4160 % o S F2H L 7
FEBRBRICB VT, RAREEE LCTREE) F7 A3 7afEF by o a0n$
NRIFIOBH T T, 7 E75 Y —)112~30mg# 1 H 1248 4% 5 | 728, YMRS#&
FEOERIEITEDOEBY Tho7z (K174),

#17-4 YMRS# it A0 (FAS, LOCF)

Bl% N—=AF4 ¥ 438 1238 2438
40 232%550 88+846 51%719 44%723
CPIgfif + kR )

RIVERISEBUEE (X, 4161386 (92.7%) Th o7z EREIEMIE. 742 Y 71961
(46.3%) . WGHRILH] (26.8%). OB (22.0%) S OEL8H] (19.56%) THho
7232). 33)

18. FhFEIE
18.1 fER#F
TNVETITV =i, /83 YDo% o7 T=A MER. /83 U Da iR
7I=ZMEH, o b= YSHTWZEERBS 7 =2 MER RO+ 1+ = > 5-HToa
SEET v 5 TZA MER 2 PR ROHEHITH b, WL ERIAHTH L0, 2o
DI DR ICB I 2 HERHEICHG L TREb0LEZLNTREMN,
18.2 2E{AEAM
SZREEARBE T, AW F F293 UDay B MRS 2D, B hkT F = U5
HTuaKk Ok bt b= V5 HTaa AR L THWEREEZRL, & M K793 YDy,
bt b=Y5HTe, & bta b=Y5HT, I PREEH a1-7 FLF) Y RO
v b RS I VIEERICHREOBMMEAR Lz, v VKA AT ) Y M, Ty
MO A A ) Y MR OEIVE y M E A A7) ¥ MeSE 2RI 3 2 BRI KA -
7239 30 (in vitro )
18.3 F/NIVD2ZAEFHWA7I=X MER
R8I Y DeZ BRI LCEG 7 T2 A M & LTI L7239 39 (in vitro)o <7 AN
BTy MIBWT, B8 AAEEIPERRE D TOHE L 72 N E AR S 2 i N A o)
LCT7 vy T=A e LTERL, RS AEBIHEMRRRE DM T L 72 REE Tl ko9
VDRI LT T b E LCER L7239, 39,
184 N/NX UD:RAEGHS7I=X MEA
RS2 VDI LTHS 7T T=A M E LTE L7249 (in vitro ) o
185 A M= 5-HTWREHHI7I=X MEA
tu b= USHTIAZH BRI LTS 7T T=A & LTHER L7239 (in vitro)s <77
AR DT b = RS- Fu ¥ o A v F— VERER G R A D S T v M
Otu b=y Za -1 Y EKER L,
18.6 O M= 5-HTARAHFT7 > 2T X MER
IYABNTEE b= USHTwEZAET7 T=A M X ) F5E S B ITEZAL & 3] L
7242, F 7z, km b= 2k 2T v PPN CaZ il o BN & # L 7249 (in
vitro ) o
18.7 MARMERERICEET 2B ET IV TOREER
B EEIRDIEEE L £ 2 5T B T v b SRRl UG & 0] L. ANEHEROIEE T 2
EEZOLNTWATy bary 717 NUBEHHIL 724,
188 H AL 7Y —EElEA
IUARDT v MBI 57 REVE AFREEFETHIGERS T 25 LTV —F
EEFMOEDsEO AL, 27 a7 a<x Y Y RUNERY) F= L L) KEHo7239,
189 MATOT Y7 F U REZRMT 2 FTEFMERN /NI L D2AKICKT 21EH
7y M FEAREE RS D BRI LCHS T T A & LCER L3 (in

vitro ) o

19. FRIRSDICRET 2L EFER
— B4 FR 7 €75 —)b (Aripiprazole)
1244« 7-14-4-(2.3-Dichlorophenyl)piperazin-1-ylbutoxyl-3.4-dihydroquinolin-2(1 7 )-one
53 F 3 1 CasHzrClN3O2
g3t 44839
MK ARoOBRUEHESREORETH 5.
DUUURY AEFRT K TR MY A= VY ) —
Vo (995) 121ZE A LT .
HMEED RO LMD,




ShAaeoS

22. @&

(FUETSY—Ie3mg [HEL)
1008 [10$E x 10 ; PTP]

(FYETSY—Iieemg [HEL])
100%¢ [10%€ %10 5 PTP]

(PUETFV—IvdE12mg [HEL])
100%¢ [10§€ <10 5 PTP]
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2) HE#EOH%G-RBRO (€ 7 7 1§/ 20064E1 23 HAKR,  HIGTEORHRE

2761)

3) H#EOHG-RERQ (28 7 7 1 $8/8% - 20064E1 H 23 H KGR, HIGH &R ZE
2712)

4) FAEREOFGRAER (28 7 7 1 §8/fk  20064F 1 H 23 H KGR, HiGs &R Z
2763)

5) MAAMERT b BEE LA 2017 0 74 (4) : 423432
6) HHZLZWHEOME (€Y 7 7 A 5/ 2006451 H23 HA&GE, HIRSE R

276.1)
7) MRS FTRAFTE) T4 (T T 7 A FE/ik 0 2006951 23 H KGR, HE
CERIETE2.76.1)

8) SAERE (T 7 7 4 §E/8k : 2006451 H23H KGR, HIGEE RN E27.23)

9) IMIEZEFFSER (L) 7 7 4 $i/8: 200641 H 23H 7 RS EORHME%2.7.2.3)
10) FRa <1L')774fmk 20064E1 4 23H HES G R E2723)

11) i (2 7 7 A $8/8: 20064E 1 H 23 H KGR, HGEERHgSE27.2.3)

12) EEEERE B 2EWHE () 7 7 1 §E/6k 0 20064E1H 23H KGR, &%

FHESE2.7.6.3)

13) WFREE R ICBT HAWEIRE () 7 7 1 §8/80: 20064E1 A 23 H KR, HIRE@
FHESE2.7.6.3)

14) 4G, WIS X AHE (28 7 7 4 §E/80: 2006461 H23 H KR, HI RSB RHE
276.3)

15) BHEFESEWENRE K OSSN () 7 7 A §8/80: 20064E1 H 23 H KGR, HiaE
ERIEE276.3)

16) F=V v EOMENEM () 7 7 1 §E/80 20064E1 H23 H KRR, HI RSB RS
27623)
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19) 7 baF V=V EOHEER (¥ 77 A §i/#: 2006461 H23H AR, HaEE
FHE2E2.76.3)

20) WYY Y EOMENER () 7 7 A $E/H 0 2006451 23 H AKRE, HEEE

FHRZE2.7.6.3)

TR PR GRE OB (€))7 7 f $8/8k - 20064E1 H23 H KGR, HIGH&E

71‘!%%2763)
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22)
23)
24)

ABE (e 7 7 A e/ 2006451 H 23 H KRR,

RARES)
BRI R B D

@ﬂm%zms)
25) ﬂw FE () 7 7 A §8/8: 200641 H 23 H A

26) BUBRPERE S B 2 BRI 2 R (ZEE
(¥ 7 7 1 §i/i/ WA/ ODSE : 20124511 18 H 7 HIRE R 2.7.6.3)
BURBPERE (2 30T 2 BEER IO 3 2 JIIEER (CEE MR - ERILmEEE) @
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@ (=¥ 77 A §E/8/WAH/ODSE : 2012451 H 18 H K2 H i EEE2.7.6.5)
RUARPEREE L BT B BRI 3 2 RIS 3B (S5 2ee bt I s Heatn
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FEREILERER) © (=) 7 7 1 §E/8/WAE/ODSE « 2012481 H18H KRR, HIFH

R T2.7.64)

BUPERE (2 B0 ) 2 BHEIR I 3 2 BRI G308k (G52 e 360 I I B Meatis

FEIpRItEEER) @ (=¥ 7 7 1 §&/8/ W/ ODSE © 2012421 H 18 H KGR, HiGS

EHRMEE2.7.6.5)

BB PEREEL 51 2 BER I3 2 Rl 55k (5002 oe SE0F I st

FEINERRER) O (=) 7 7 1 §i/80/ P #/ODSE © 2012451 18 H K2,

FERHESE2.7.64)

BURAERRE 12 31T 2 BHEIR IO 3 2 BRI G-38 (GU002 e 30 I B matn
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