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2. BE(RDEBEICHBELEVIE) WRoc4s 7'a) ) 5E8mg[ DSPB] | 709 &) ¥ i#2%[ DSPBJ
2.1 FIEREO LY [FRRESET 2 B2M55 5] - A | FEORBA D i FHE D)
2.2 7SN — VBRI OHRCREIIIA O 2 T wr | ED ) _
&5 HBE HACRIIEIEH R s 5, ] g
23 7RLF) v a5 oBZET FLFY) v e T+ 745 7% = X
F L —ORANE, LIHEBHEBIC BT 22D L <& kxx | (mm) | (mm) | (mg —
(ESERRI B3 2 35 & % B <)[10.1 2] #9 | #32 | #240
x%| 24 4 FFaFV =, KY)aFy—, I3+ V= VERHL MBE (35 B
FEEFRAL, BN, 7vady—, "X 7Vady—, K G K
FaFU—, ) FELEGBEAL ST, T FF
Ul RATYFLFEN. 2y Y FLLEN, avy Ry y | *5. MEEREHMRICEIET 3EE
A AGEAL TFT T YT e OB AANZ, BHIE LC 12 oSBT 52 &, [9.755H]
[10.1 ] *6. AERUVAZ
2.5 REN DR U BHOE DO BRI D b % B # WHE. RACIETeF ) e LTl 4mg, 1 H 2 &
] i 5 & 0BG L. #R4 RS 50 MR L LC1H 8~ 16mg
3. %ﬂﬁk‘- E27N F2WNCHT TRBRIEST 5. B, b SR K D ET
5.1 #rk WIS 575 1 H S 24me ki BR 20  &
Wg# | 7mFre)>§Eimgl DSPB]| 707 2 &) §t4mel DSPB] 3. NRIZIE T O R ¥ 2 LT 2mg. 1 H 2 i
RS | P70 ) Yomg | 1ERTET 70 Yamg LUK O BIAL . Bk M B0 AEREREZ LT 1H S ~ 16mg
S st ot A % 2B TR S 50 b, i, RIS X Yl
AW ATFTY YR TAR YT A BT 25, 1HEIZ16emgx Bz RnwZ L,
Wisc# | 700> 58ma DSPB | 70> 2% DSPB] 7. RARUVARICEET 228
o |G a o2y v8mg | lgh7as €Y ¥ 20mg * 7.1 ARICBOTHET 2541213, LEBL Lo MEY 51 7
FUBKAI, 5L o — | SUBOKAI, 5L o — 32 ko AR TR LASAOREMIMT L Twan,
2, EKEBREE FoF Y7 | A, b FadFyFoent (TEHREERDS A 72 )
g | TEVEIE-A LR bn- 2 BEIKT AR | w72 BT, TR ) SRR b 5 KA~

y7ua¥itenro— 2, i§
Bk 4. ATFT) VR
S AFN

ATTY VBT AT TN

3.2 REOMIK

Wt 7'ua) Y r$E2mgl DSPB] | 707+ »§¢4mg[ DSPB
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FREMBACY DRI MHETH 2725 BHEOREL 5B T 2
CEL WDEHRAICELTIE, TaF ) R IR SE o
[FRREGHR ] OHASZICHEEZBIRT L2 L, &b, KHlLT
O k) Uk I & IS5 2 LI X Dl
BRGICRLEVEIEETHI L,



8. EELEXIER

8.1 AA DTG IV TRNBLE RS L9,
BLAVOHETHZ &,

8.2 MRA. WHiEJ) - b)) - RAHEERE SO T AR 2 2 L
BB DT, REFG-HO BB HE OB G E
B OB S VWEIEET L L,

8.3 HifE, FAME. MUEEOBMEERE B S /5 RSN D 2
DOTEGEE T TV LA A S N7 A I o iE R
YR 575 Ml R REELT) L

8.4 ARHIDFELGITL Y, EILEECHIRIEOEALD D &b, R
Wt N7 Y M= A, BREHFIEICES 2 EHLDOT, K
FOFEGICE LTI, H50 Lo h s ORITEHARH T 554
Wb lrw, BEKRPZORBETHHIIL, G, S,
LR, BREOERY D SbNGEI, BH 5 % Pl
L. BHiOB8EE2ZF2 L9, 8T 2 &, FOHRB L2
DR D 2\ & ZF DfEBINT 24T 2 BH 2OV TIE,
DOPEHEOBLE % 571479 T Lo [9.1.5, 11.1.98 K]

9. HENEREZHI2BEICHTIEE

9.1 &HHE - MEREDH 5 BE

9.1.1 - MERKE., BILE. RIEZhS5DRVDHDEH
— W DMTERE TS b b Z Wb b,

9.1.2 N—%2 VY URRUILE—/FRIZBEED & 3 BE
BRI HAEIRATEAL T B BE A D B,

9.1.3 TAPAZEDEEMERER. XFhsDOREEDH 3 BE
BRI T S5 BZNNH 5,

9.1.4 BREROBERVERESREF T 2EE
IEIRZ B2 BENDD S,

9.1.5 BRI IZZDHRERDH 3 EBE. $ 2V IIHERKORIE
B, S, EGEEOERROGCKREFEET28E
MAHA 7T 2 295, [8.4. 11.1.95H]

9.1.6 Bk - RETRREZE 45 FBFNEEDH D BE
EEEBEREASE 2 D 29w, [11.1.1 54

9.1.7 AEYRRE. RHEEAGR. B, HAKREZFOEH
IR AR | FER IR LA 55 D AR SR E 25 H s ST B [11.1.7
2]

9.3 fFikmeEERE
MHBREDS AT 2BZN0DH 5,

9.5 1147
TR SRR L C W B 0 & 2 LW IE. i R oA R
ARt % L2 MM S M A EICORES T 5 2 &, TR
BINCHURBR ARG SN TV B YA, BRI gL 5,
TR, IR RE S, IRER, i ERIRICT . S 55 o B B R %
HAIMEIEIRD D & oIz & OWED D 5o

9.6 #ILE
EWLOFFEROTFARBEOL L ZE L, HAOMSEX
EHIEEBE T 5 2 Lo BIYEB(T v M) TR OBATOH
HENTWD,

*097 NRZE
AR E IR, Bl AU, AR 12 R o N B & 4
& L7ZBIRRBRIEFERE L T, [5. 88

9.8 EE
BEORELZBEL 2P ME IS T2 L, —RICAEIRE
BEDMET LT 20T, MigfEss ba 3 2 Whetkasd v, S
AIEIR S ORITER 25 & b3\,

H

P

HTLEEICH

10. HHE{EH
AANx, T L CHEMABIBEFECYPIAATREISINS, [16.4.3

2]

101 SFRAZRWALEVC &)

* 3k

A

FEARAEIR - 5807

B - fabriE ¥

7 KLFY v
(TF749%F7—d
ESECRIEY NIy
FUIRZ BT B IR
fed L < A3 mE R
AR 556 % B
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(KA3I V)
[2.3%1H]

7 RLFY OEH
ZHiE &, BEL
MmEKETFTZ2R3 S
LB 5,

7T RLVFYVIET
FL ) AR
a B-ZEEOR
WHITH Y., KA
D a AW
HIZEy, B-2%
AT BV 1 A3 o
L, MERET
EFASHER X N %,

CYP3A4 %5 < [l
ERCE Sill
A Zary—
A M) V—=)
R aFV =7
£ 7xYF)
I aFV N
#l TR AL
BHh)(7wa Y — k.
7+ 7 ¥)
TNAF = (Y
TIVI V)
KATNVaAF)—
mra v 7)
Ky arFvy—n/
77 4 V)
UV hFELEE
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2 5)
Ty FENMLA
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aI¥VYRAYy bR
HLRANT R4
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ur7y V=7
F U 1)
U F =TT
TAT)

(2.4, 16.7.3ZH]

AH O ML R REAS B 5
L. TEHASE®RS 53
TIH D5

AR O FFAR B
#TdH HCYP3A4
ZIHET 5 720,
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AT B hE
Db o HHEICE
WT r b aF Y —
IVERETAD - EIN A
FE5e) & DRI X
D ARFDOAUCH 17
&, Cra S 1345128
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Hbo

10.2 EREBBRICEET B 2 &)

WH 4% BRATER - f5 B | BT - RN
TRLFY U EAEREECMERTZ2E 7 FLFY YIET
BRI A CFTIERDH D, FL Y e

YRAAL Y - T F av B-ZHEAROR
LFy v BHITH Y., KA
D a SRR
MLy, g-%%
AT B FH ASBE
L, MERET
TER AR s %

BENWDD S,
AR R ) MEICER 2 B3| AFA LTINS D
T a— ) 5D DHOT, |FHEO PR AR

WS 5 EEEIC
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A2 B AREIR - $EE | ) - fabRiA

AR (EIES MEAAEHE53 % [ A HNE s v
LR 738 DB 5 BN 2 A
TaEs ) TF LTWwaZEhb,
L AT (3 R ]
BT, EH
MHEHLT B I
£ %,

B e 38 FEEE 25 R 3 2| KA KL TR S0
VDD, H O FEEAEIC
X5,

T ARNS, v
[16.7.1 2]

A H O AL I EE AS b | A H] 00 T BAR
HL. EA»H®3|E TH HCYP3AL
LBENRDHLDT, |2 HET D720,
BEx + 4514 [ROz0V 75 R
VBZIR U TR T (2543 % W hE
LR EEEIIERS T IVH L, ) AT
LTk, <A EDHH
LY ARADAUC
32785, Coaxh324

fEizmLzen

WG D Do
FLV—TF 7= EN I v
Ta—R #Th HCYP3A4
[16.7.2 28] ZIHES 5 720,

wOZVT7 5 VA
DA B ] R
Bdhhb, 7L—T
TN—=rJa—2R
EDOBEHICE YA
FIDAUC, Cmax?dt

18RI L7z &

DEED D %o
CYP3A4HEEH % AH D FHAR
A9 %A FTH HCYP3A4
sy AaxA vy ZHET L7720,

YruARY v
INFTEL %

BOZ)T7 IR
A S Bl gtk
2 %o

CYP3A4 BN % | A H o i v 38 BE A3 | A 0 32 A 3 1

VIR aE 3] T L. YEH 250855 9|3 Tdh 5CYP3A4
A= N EBENND D, BHET D720,
HANNTEE v ROZIVT7T I VA
AV AR 0 AIHIIN$ B Wl gt
SEAR Db b,

DRy VAV
11. BIfER

ROVEMDH S5 bND I LWDHDOT, BlExE 412470,
HEDWROONTE TG 2RIk 5 2 &Y 2 0L E 2 1T
5k,
1.1 EXLEIEAR
11.1.1 BHEREMREE (5% A)

MET)HER, GREE O IRMA, W T R, BUR. MUEOZEB)., FIT
FENFBLL, TNICHIERE AN AL N YHIE, &2
L, e, RowimEoEGEME & b I#EY) 20 % 17
I T & AIEFIERFICIE. AIMEROB ML IMECKD EAAA S
NBHZENLEL, 720 IA70E VREED) BEREOIKT 28
RONDL I END DB, B, HHDFERE L EAREEE, 10
TEBRE, WAEIR, SMEBRENEBATL, CT LI LN
Hb, [9.1.62H]
11.1.2 BRMED XF 2T 7 (5% A

BWHESICX ), ODFBEOAMBESH D S5 bNE T LA D
DT, TO X BIERDD S bN AT WE T Ik %
ET2IE, B, HGPILBEOIERIFHRT 22 LB 5,

11.1.3 BREEMEA Lo ZCEEEAR )

W R B (AR, Tols - IR, 25 LWL, B0
VISR R N O 9 o S ORER) E R L. FRETEA L
ABATT B 2 LD DT, BEREDD & b7z,
G ek d 5 % L@ R RLE LT 2 &, [15.2. 18]
11.1.4 FFRAIVE > REE D IRIEREE(SIADH)(HEAH)

AT b7 e, RSB AR, R T b 7 2RI o B,
ERHRIR, O, RERRREEAE 2L D PURUR AV E VA G W
BHESIADH) S bbb DD b, DX ) BHHicidy
ok Ly RGBS #EY) 2L iE 2479 2 &,
11.1.5 HERUHBEARE SHE A )

AR, Bk CK LS. M RORB I+ 7ae r L%
R SN E IS Ak Ll R RE AT Lo F 72,
MU RUFRE I & 2 SHEBF RS ORIEICIEE T4 2 Lo
11.1.6 EFEWIRE. BMERRD (31 BEAH)
11.1.7 FHEERRGE. REPERIRMAREE (37 B AW)

P ZER i, BIIR ILAGAE 55 0 IfLAG ZEARIE AT ST W B DT,
Bz ATy B, W, Mo, ISR
ENLEECIE BSERIET 22 S ANEEIT) 2 L,
[9.1.72H]
11.1.8 FF#REREZ I A H)

AST. ALT. y-GTP. ALP, ¥V V¥ ¥ %0 L5 %0k IFHek
[EENHSbNEZ LD 5,
11.1.9 ZM¥E. EREMEST b7 K—2 2, ERFMESET
b AR

5 MU 2 B SRR DIBAL DD & AL, BRI 7 ¥ K=Y &,
ERBHEIECEL 22D b, LB, S, LR BRSO
FEIRDFEHICEFE T 2 L & IS, MEEOWEE1T) &= &5
BBISEITO. BEFED SRR, 52kl 4 >
2N YEFORG5EOMY) B UEEITH) T Lo [8.4. 9.1.55 ]
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5. BUN.L #.,
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ARSI ING LN
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D RERD S 5 DN E IR EITIE Ui 3l s —F
VY VIEOBRGE, EEREET) 2 L.
12 BEAHNZIZ 7 a ) ) VIR O H TR 5

NEIWEH 2 & T

14, WA EDZEE
14.1 EHIZIREDEE

14.1.1 AHOWIIEROFE 22123 <,
BEERGICIVHERIN TS 20, ARIKHT 2 X948

AR O 4z

HTHZ k. [16.1.22H]

14.1.2 PTPUEOHEANIPTPY — A5 ML TIRAH$ 5 &9
fRES 52 L PTPY — POBKIZE D BEOGAHEAS RSN
~NHIA L. BICIEGILE B 2 L CHtR N 285 0 B 7 & 00iE &
RTEI LD D,

15. ZOMDEE

15.1 BRERfERIICE D < 1E#R

15.1.1 AHANZ & 2 idgT, REAP ORI HE S Tw b,

15.1.2 ZMECEE S N7z S kel HE B H 2 x5 & L7217 DR
AEBIC BV, RO THREARELR G T 7 RS
L I L CREHENLO ~ LTS - 72 L OMEV D 5. 2B,
AH & OFEIC OV T ENTBE ST, BT 2V,
72, SHETOEERAIC BT, ERPUE A b IEE B
KA EE & ARICFE RO LRI ST 5 L OWMEND S,

15.2 FEERPREBRICE D 158

15.2.1 B EBRA X)THILAEH 2520 S iz7z0, o 3EHIC
o il BBRAZE. MRS X 2 Wi IR & ANBEMEAL S %
WHEEAYDH %, [11.1.35H]

15.2.2 Fo liBi(~ ™ A, T v M 104 BRIRE TG L 7225 AJK
PERBRIZB VT, v A(lmg/kg/ A UL L) CHBRIES;, T RRIE
¥ 7 v Mlmg/kg/H) CHMIEL OFAEFE D LADPED S
2o TNHOFRIE, 70T 7 F VB L72ZLE LT, o
WETIR I ML Tw D,

16. EMENE

16.1 MiRE

16.1.1 HEE5(ZERRS)
(TR IR 8 Bl Z2 I M 1 8 L1 5% 15)

Eeasn Tmax Cmax ti2 AUClast
(mg) (h)? (ng/mL)” (h)» (ng - h/mL)”
4 1.5(1-3) 014 +£004 | 10794 | 091 =034
8 1.5(0.5-2) 045+022 | 120+44 | 282+1.38
12 1.5(1-3) 076 £ 044 | 162 +49 | 6.34 =6.34
a) ML (R M- B R fiE) b) ST ME + AR
(ng/mL)]
E 3 —=—4mg
iR \I —4—8mg
i \ \I I —+— 12mg
K \[ e
Z’ 01 M \I\I h
7] #\l N\I\I\I
M
v
i 001 4 \ \I
B T
] ST + A ff
0 ' 1‘0 ' 2‘0 ' 3‘0 ' 4‘0 ' 5‘0

G- 1 R¢F (h)
16.1.2 BEHRE(REERS)
EHHEBRRIE GBI 5 Coax L AU Corz 1, 22T G- & TRk L
T, TNZEN268R R U269 At Lo F72, EREKGIEDTm
T O  RE (MR T) & 2R G- ISR THRICIER L7225,
T B B k)l T2 E D SN h o 720 [14.1.1 5]
(RO A 12610, 2mg™ BRI S)
. Tmax Cmax AUCoa2 MRT kel
BT (h) (ng/mL) | (ng - h/mL) (h) (I/h)
ZefEE | 1.8 £ 0.6 [0.06 = 0.03] 0.36 = 0.17 |7.19 = 1.26/0.16 = 0.03
% | 38+ 17 014 £0.07| 083 + 0.38 [9.63 = 4.04|0.15 = 0.05
FIGNE + B 75
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0011 o frfppysy
S it = A g
0 ) ' !L é é ' IYO 1‘2
P54 5 1 )

16.1.3 REHR5(BERE)
(EEER A 1060, 110 2mg™ 1 H 2 [ - 4 £ )10 H B RAER %5

Thmax Cinax tie AUCo12
(h)? (ng/mL)» (h)» (ng * h/mL)”
2(2-2) 057 =£0.19 679 £ 276 322 =110

a) AR/ IME-IRR ), b) FIME + B

*16.1.4 /IE

16.5.2 HEittse
REHER A 6 BN MC-T 1 F » Y ¥ dmg % WA 2 W B Bl 5 L 7z
&AL R RO IR, Z NG BT R O 59% K OF)
30%H kM & 7z, IRAICRE(KRIZRO Sy, B E LT
BEED 7V 70 v BRERDAE L. F2, 3Rt
PR G AU B 0D 5% AR H 2 D YFHEA 7 — %)

16.7 EMAEEER

16.7.1 TVUZROYA ¥ U HABOEYENRE
(R 12607 T F > &) ¥ 2mg® &Rk 19[10.2 2]

Tmax Crmax tie AUClast

(h)2 (ng/mL)? (h)» (ng - h/mL)»
Hiphpe 5y 2(1-3) 026 =011 | 149+85 | 1.94 =£1.03
Bl P G- Rge) 3(2-3) 063 +024 | 270 =11.0 | 493 + 1.65

a) YR/ ME-RORAE). b) “FIIME = BRdE (R
o 7uFrey YEGTHH LV RGWHE T ) 2031 ¥ ¥
1200mg/ H (G 4) % KAEREI G- L, 7ad v w) Y5 RET )
1< A4 ¥ ¥ 300mg% P
16.7.2 JL =77 =YY 21— G RABOEYENRE
(R A 126027 aF ¥ ) ¥ 2mg™ 2 Wk g) 0 [10.2 58]

N A SR (12 ~ 185%). 1 H 2016 + &7 £265), 4~ 24mg/H®,
AR 14 51

RiMLEH O | M7 a ) &Y v ikEE(ng/mL)
ors e | PRIILREET - : L
1 I 54 638 28~363H | 52~ 6038
R _ 0.46( 114 )0.26 _
4mg b5 ot | 025 012 029+ 013 | 019 * 013
(38) (6) (21)
S B 0.79 ;) 0.30 B
8mg
045 % 0.19 | 041 = 048 | 051 + 0.27
it
bS5 740 36) 6) 12

I + BLE R (BT RY
N E B2 ~ 187 aF v k) Y4~ 2mgx 1 H 2
[ 530 TR B J OV BB AT 45 5 IRF D I3 v it B2 (TR T S 42+ 132
Bl PEET— & % 0 347 7 — #) % M TRHEFISE Y B RE AT 2 921
L7258, 1 HH#S5-2258mg i3 16mg D B O AU CossHE M (T
fili + BEHEAR )X 2 21 9.04 + 348ng - h/mL @2 Bl). 17.7 = 946ng -
h/mLEOBN)TH > 720 F 720 155AKM & /NEEF 6 TRy B
FMLL TV,

16.2 BR4Y

16.2.1 DRIRE
84%(F v 1)

16.3 9%

16.3.1 MEEAKKEEE
99.7%V) L(in vitro. & M. 10ng/mL ~ 2ug/mL. P &Hi:)1-0

16.4 X8

16.4.1 ELHKBED
N-Bt =T WAk (in vivo SEBEME © KREALKD 1/44 ~ 1/25)7
78 DEKBILER NS D7V y a v Rfaak
BN TIE EE U TREIUE R ONBLZ F VRO D 5 N5 v b
4 X, Hiv)e

16.4.2 XHHERR
TaFrE) vk, ¥ Y VBRONBTF VAL L ON-F F ¥ M.
Yrut sy yROBL, ShCELBERIGD 2 VIRERS VY
OB IRHICAAH SN,

16.4.3 RE@BR
7uF by Vi, FE LTCYPSAATR#ENS #2515 (in
vitro)o [10.Z]

16.5 HEitt

16.5.1 HEttiZEs
PR OV HEAE

Tmax Crnax tiz AUClast

(h)? (ng/mL)? (h)» (ng - h/mL)»
Hphbe 5 2(1-3) 022=0.13 | 123 =117 | 1.73 £ 0.96
B4 505 2.5(1-6) 039+025 | 15787 | 317171

a) FAE R/ M- RAB) b) ST fE = R
c) 7ut ) G605 KGRIV =T TV =Y Y a—
A 200mL % I
16.7.3 4 b OF YV — IV EREDOEYENEE
(R 126017 0 > &) ¥ 25mg™® % 8 E I 5-FHE N 7 — #)) 12
[10.1 &%)

Tmax Cumax ti/z AUClast

(h)? (ng/mL)? (h)» (ng - h/mL)»
HiphPe 5y 3(1-5) 032=0.13 | 209+90 | 260 =139
Bl P G- lRge) 4.3(2-5) 422 +205 | 182+55 |4517 + 2282

a) SR/ ME-RORAE), b) “FIME = R

o) 7ut ) YEETHR X VEGUH T b 2F Y — )1 400mg/
H SUAERR I 5-

1) AR OKA S - HRIE AT H8 ~ 24mg#% 21125
Ty NI T HAmg & 0 BISH L 8 ~ 16mg? 2 M 4 T A
RORGTH 5,

17. ERPRERAE

17.1 AHHERCRLMICEET 5k

17.1.1 ENEIHERBREAN)
A SRR A (15 DL L) & KPR AR R Rk L L7
TE E BB O A S R (16 DL B) 2 RIS R Y
F— &R HgE e L " HEERILBARE LB L 72 7a)r vty
¥ (8 ~ 24mg) X IZRIWFE() AR K2 ~6mgig/Hna XY F—)b
4~ 12mg)lE 1 H 2N 5500 T R O %8 EMRE OG- L7z,
I HEEFATIRE T O B P - Bk RE IREFAN R E(Positive and Negative
Syndrome Scale ; PANSS) DA it 2 2 72 bk, SGEER RO FH1H
BHREIIROEBY THoTze BB, VANRY FrLoltiilizc
IEPANSSHRIA I 72ALREIARZE -7 HNBERY F—)b & DGR
BRCIIWER(L=10%) 2 A ERFEEHE L LTTyadF v »
ORISR & D IS B MG L 72,



JARYRYED | AOxY F—LEd
BB e aRER 1Y
TJaFs )y | YARY K | 7arse) s | a)F—)y
ARl A
PANS; 1 iﬁ ! 7910 = 1730115 = 174]100 = 184] 78 = 182
e (156) (144) (114) (111)
AN DD
95% 2 e ] 440 ~ 348 261 ~ 7.00
. rff;x Loy B10% 56.6% 61.2% 51.3%
Riiatelaiutin 79/155) | (81/143) | (74/121 60/117
iRy | 0100 | B LED 07D
HHIE DD
059% {5 X I 57~ 169 2T~ 224
FH1HE S | 163mg | 40mg | 158mg | 8lmg
a) ¥ fili + KR 2

Y AR R EDWERBET, 7)) Y GO
313 94.9%(148/156 ). F 2 FEIVEAN LT 7 2 T 27 5 » H51(45.5%)
TEB)HEP2(35.9%). ANMAES35.3%). IRE&((B0.8%). T 7 > ¥ T (28.8%)5
Tholzo NENRY F—)LEDHIEREBRT, 7utrv) VLR

DEIEHFEBIE1L 82.2%(106/129 ), - 70 RIVEF I3 HRH#k(27.9%). 7 %
VYT 256%)5ETH - 72,

17.1.2 BNREAHRSHEREA)
I A S IE R (16 A 1) & b A, RIS T AH EROR SUBRAe © ik

Bt L 7o RIS 53R, 45 AR R Bk & L C R 5 R BRQ)D K
ORI 53R BR(3)00 3 3l & FEhti L 720 & allfIC 31 2 G o
B, AEHERE OBEER L O 1 HIG R0 EBY THh- 7,
BllG | BREI#S %G
BB FER(2)0 ABR(3)
39%(2/51) |24.6%(15/61)| 24.6%(79/321)
75.9%(22/29) | 75.0%(36/48) | 51.9%(137/264)
70.6%(12/17) | 86.8%(33/38) | 55.5%(86/155)
SEABIED) | IR ATEATIE |60.4%(29/48) | 68.3%(41/60) | 48.1%(153/318)
IR 1 0B 144mg 12.8mg 130mg
a) TIAMPUR R IR O U
b) 1 H 2 #5530 :
AU 142 » A K
o) 1 H 25, #5001 : 26 ~ 56 B H
F P 5350 0 B S8 B3 12 65.4% (34/52 Bl). EZEIEM LT
BT VT (288%) AMAE25.0%). IRik(15.4%). HEHE#EZ(13.5%). @
MR(13.5%)+ 5 M (11.5%). HFA(11.5%). [1i8(11.5%)5 TdH - 72,
F P55 BR2) 0 FIE I S 3L 13 72.1% (44/61 ). T 2 BIVERIE 7
H YT T(328%). M7 T T 7 F LINR5%). $EHK(21.3%), AR
HE(18.0%). MHilR(14.8%). [1i8(14.8%). EBRRE(13.1%)55: TH - 720
R 53 5(3) 0 Bl T 8 B3R 13 68.5%(220/321 ). 32 70 BRI 1%
7w 5 7 5 2 89.9%). AIRFE17.1%). 7 7 > P 7 (16.8%).
HRIR(15.9%), HFE(12.8%), HHE(11.5%)% TdH - 72,

ek
(th 25 e
L Eofi%/ |52~ 56 3

039
280

I TR B I %2 50 6 7

*17.1.3 ERFELHERBRCNE)

INBAA RFRIE B (12 ~ 181%) & MR T T & A3 IR HE IR
REEEER L 720 7uF 1) ¥ 8mg. 16mg XiE 75t K%1H2M
W CHAER RO BRI 6EMBEORS Lzl &0, "=254
U HPEG-6MBEOPANSSEFI A I T ELRIIKDOLEBY TH o720,

PANSS&&EI AT 75 R REEE OILE
5 6%
N— A BIFHXR—=2
B (BB 94y |54V hL0 e 22 .
A [95% ] | P
S | R
B 22 |l = BEHE R
75 K| 47 898 =1041| -106 = 2.78 — —
8mg | 51 |865 = 1353| -15.3 =276 [_12;;73.031 0.230
16mg | 52 |887 =1381| -205 = 271 (17 ;‘19'92 %51 0.012

a) BIERDR 2 B G0E, BRI, N — 2 T A PR OV S-TE & Al
Wl DA HAE ] % Je4e i & 47 MMRMIC & B 0T &2 920 L 720

b) BB L LT, 7R BEE TuF v YA (TR v
) > 8mg & 16mg HED - &HE) D Lok % A F AR HEM ] 5% TIT V.
HEAEVTROONYEOA, FEEBELTTRF VY~
FHERE L 75 2 REE L ORI 2 A BKIEW M 5% TITH 2 &
T, MEOLEWZRE L7z, B—EBOT IR RHLTOF v
L) VBREEE L ORERIC BT HplEld 0032 TH - 720
F72. 5K OBEDON—ZF 4 ¥ OPANSSG7t 2 2 7 (F¥fi =
PR, 7T £ KRBT 854 + 8.35(14 6l), 8mg kT 815 = 9.87(16
Bl). 16mg T 86.9 + 11.80(16 B (LARERINE), X—2F 1 v 955
6% OPANSS Gt A a2 78 bw* [/ Ml ©95%15 HEIX )]
&, -5.1(-15.15,4.88), -8.0(-17.56,1.51). -26.8(-36.23,-17.43). 7 J & K
TEE 0z [ FHHO5%EHIX )] 14 8mg T -29(16.73,10.95).
16mg B T-21.7(-3542,-797) T - 720 15U EOBFEDON—2 5 A
Y OPANSSERFA 2 71d, 917 = 107533 6l). 889 = 14.44(35 1)
804 = 147136 Bl), N—A T4 ¥ » 545 6HHEDOPANSSERIA 2
TEALRE*IE, -13.3(-19.73,-6.78), -185(-2501,-11.92), -17.6(-24.06,-11.14),
75 b R E D#138mg B T-52(-1442,401). 16mg BT -4.3(-1349,4.80)
Tholzs
o BERREBGRE, FHEFEL, X—2F 4 SER OG- LG
i D22 B AR % Je 25 4 & 3 2 MMRMIC X 2 fif#T & F2i L 720
TSy v GO BER B 8mg B T 54.9%(28/51 ).
16mg BT 755%40/53 By T . FEREIWERIZT 7 ¥ ¥ 7 (8mg B,
16mg BEDNEALZ LU BE. 13.7%. 32.1%). HAHR13.7%. 17.0%). &7
057 F EO8%. 17.0%). 715 2 F »HilNG.9%. 13.2%).
HRI%(0.8%. 94%). YA b =7 (20%, 11.3%)%5Tdh o720 F72. 15
Al & NRB A B CRICE B IERIIBO b e 572,

*17.1.4 EARBIRESHR(NE)

[P 55 AR BRBR 2> & RAT L 7o/ NI 45 2R ARE S8 35 % 0 G2 I 5 Mk
FRMP G- RB A M L7z 70T v V4~ 24mg % TR
L CLH2BNZ 7 TR R R OV R 52 B 15 L 72 & & 0,
RIBRONR—2 Z 4 ¥ 685 52l $ TOPANSSARF X a 7%
LHIZKRDEB) THhH o722

e PANSS&l [R—=25 1 ~
Rl ] BIE 297 | peoni
RHIRBRON—2 54 > 106 68.7 = 1601 —
12 7% 9% 620 + 1526 | 56 + 11.34
283 81 603 = 16.12 | 67 + 1351
5238 63 56.1 = 1529 | -0.7 * 16.18
eGP (LOCT) 105 629 = 1882 | 60 = 1577
I + B R

a) LOCF : Last observation carried forward

F 720 153 AKME0 )0 EH O RYIREDO -2 T 1 ¥ DPANSSH
FEA 3 T CFEE £ R R )X 67.3 £ 14060 N—RA T £ ¥ H 5 ik
FHIlIFE(LOCTE) E TOPANSSHENA I 7 25 b (P ¥ fitl = B 7)1
93+ 1153 TH - 720 15 LT6 F)D EH O BWRBEONX— X 5
A Y OPANSSERIA 2 712692 = 1678, N— AT A 2 &b Il
FH(LOCF)Z TOPANSSEEI A 2 7 2LfIE-47 £ 1707 TH - 722,
FIVERIZE 1313 65.1%(69/106 ). EZR@IERIET 7 2 ¥ 7 (179%).
RH(16.0%). ¥ A M =T (113%). 7177 F VIUMEO4%). KREH
mNO4%). k7w 7 5 2 H810.4%). EIRO.4%). HHNG.7%)% T
Holze Tz 157AINM & /NEEF 2B CRIMEHFEB A ITEIIE
OONEDoTz,

3 AFNO/NEOKBEHEIZ]1 H4mg L VBB L 8 ~ 16mg TH 5.

18. FERhIEIT
18.1 {ERIHFE

In vitroZBHHREERBICB VT, 7ur v VG FSI Y DeRE
K777 3 ') — (D2v D)0t b= ¥ 5-HToaZ BRI LT
AEAR L, e LT Lz, EZAHWTH LN
FVARD B3 VDB 77 73— (Dos D)k b= v
5-HToaZ R0 U CHAMEZ R L7225, K283 Y De Z BN OH
MEE 7o+ 1) 0 1/10TH -7 Nz Fufkizto b=
Y5 HTwZ B R O 5-HTe Z A AR LT d BRI RS 57z,



$72, JutrrR)VETRLFY) Ya, BEAY I VHL AR

UM L UM S50 ZHRICT L CEEHTH 2 K783 VDoAY

777 39— (Do D)ot b = ¥ 5-HToaZ BARANOHANEIC L

RTECHEIEEZR L, N F VRS 7 FLFY Yain BAS 3

YHiv A A A Y MSEOZEHRIT 2 BAIEIZAK D 5 72 1019,
18.2 FIR(EH

BWEBIZB T, ROFBIEHDRD 5N T 5,

1 O ED & %\ & EDso(mg/kg) .
(BVWRE, ¥ 54688) 7T s> ) v [ haxy F—u "
S8 I S S $ 1)
1EH
Ha# 5 (5 v | EDso: 055 | EDso: 0.62 |30 #lw %04 &
w1y 7 L WEZR L A1
KBS (9 v b,
RO
MAEREN K283 Foe3 VIRFC
5T X % E B e . o A RN
SO (5| TP 083 BDIL 3 e e
by ~OVER]
ALY Ty IV s e s~ O
B R DR o

RABEEOU®  ED:1 — P eshats
ket 0TI 0
e ’ ~OFEH
Ay LTIV
—ﬂ‘:?& 571 EL b e B
" m’i‘ﬁ'fbtﬂf Hfﬁ EDso : 0446 | EDso : 0287 Efff*ﬁﬁnﬁ

B

D)zn
Ty )T v .

O R I
7w IR ED 03, 1 - ;—;f;fgﬂiﬁ“
(¥ A, #1)? o
7HRELE FHR
VAZANYE TN e . RO B O 3 A
Sy (7| D 03T EDIL S e
bR
NILT Y — R e e A

_ 2V T S AR AL I
W, "‘1 5 : X -
Eﬁfg)( 7 b #E| EDwil6d | EDwi563 |Copnt
SKF38393 & 5 5t o
R E | < D ‘:l% iq;f f;f;f%
FI(F v kAR * A b

ED : fEM . EDso © 50%1FEH &

19. RS ICREY 2 EBEZHAER
— 2 Fr - 71 ~ 4+ v (Blonanserin)

1b4:4 . 2-(4-Ethyl-1-piperazinyl)-4- (4- fluorophenyl)-5,6,7,8,9,10-

hexahydrocyclooctalb]pyridine
5313 CsHaFN3
Grf 0 367.50
IR - B OFESEOR K. BERRI00)IZEITR T, 2 7 =V id

LY 7 =9I RREITIZ KL KIZIFEA EHEIT RV,
e (\N/CHZCHS
‘ N\ N\)
¥z
F

RiRL 0 123 ~ 126T

21. AFREHF
R ) A 7 EIREII 2 KO b YN ET S 2 L,

22. @Ak
(FaF > &Y > 2mg[DSPB])
100%¢ [10%E(PTP)x 10]

(Fa+>+Y > §E4mg[DSPB])
100$¢ [10$E@PTP) x 10]
1,0008¢ D, ~F]

(7Ot §E8mg[DSPBJ)
100%¢ [10$EPTP)x 10]
1,000%¢ D, 73]

(Fa+>+ & 2%[DSPBJ)
100g DK, 2371

23. B
* DFENERE  NERELIERE 2R E L2 7T R (o
e/, 20214E3 A 23 AR, CTD2.7.6.1)
* OFEPVERE - NIRRT S R A P G & L 7 Rk - (1
e/, 20214E3 A 23 HRFE. CTD2.7.6.2)
* QR PTEAR © N RHE A JERE R R KR & U 7o B AR TS By B R AT
(75 »8/Bk. 20214E3 H 23 HK##, CTD2.7.2.3)
HREPEEL e NS AR A O (e Mg, e Mg T v 7
I VB L Wal-BYERE N % Mo Eh (e -k v sE/8. 2008451 H
25 H7&FR, CTD2.7.2.2)
SRR b MG ARG ORE 2 (Tat vk VB XUt
W& 7B a 1 v 8 /8k. 200841 A 25 HA&RE. CTD2.7.2.2)
OMFEPE L - b b 72 A IR OMET S (B HEIAEIEY) & oM TAEH
DOENE T 8/, 200841 7 25 HAKRR, CTD2.7.2.2)
AR e b ol KRB X O oIR8
20084E 1 H 25 H&#, CTD2.7.2.2)
I - b MUBCYPOIRE(T & » §E/8. 200841 H 25 H K
A, CTD2.7.2.2)
ORI H - MCEEFAR 2 W e~ 2N T v A RRBR(T & v B/
20084E 1 H 25 H&#, CTD2.7.2.2)
LOMAAFI UL A + BRAREHhSE 2. 2008 5 11 : 891-899
TIAAFIUE A+ BRACRE A ZE 2L 2008 5 11 : 901-909
IR - 7 b3 — v & ORI R A IRER (T 5 & v B/
20084E 1 H 25 H/&#, CTD2.7.2.2)
13) =i E N« ERAREFISEHE 2008 5 11 : 297-314
TORIEFEIR « BRARE SRR 2007 5 10 © 2059-2079
1SRG« B RS AISEEL 2007 5 10 : 2241-2257
1A FFIE : E:u»r\#n?ﬂlﬁf;ﬁ_ 2008 ; 11 : 135-153
17)RAEHG T A+ B KS hSE R, 2007 ;5 10 © 1263-1272
1 R : F283 UDay D3 Ut b= U 5-HTaZBHICH T 5
TEB) i RO FE P (e 1 >~ 7 — 7. 201946 1 18 H 7K 2.
CTD2.6.2.2)
19HPIER - 2 AT Y U M2 BN DA
20194F 6 H 18 H/&#, CTD2.6.2.2)
20)Noda Y., et al. © J. Pharmacol. Exp. Ther. 1993 ; 265 : 745-751
20MNERL D A Y YT 2 7 3 VBRI ENRZ IS B IR (e
v EE/Bk. 20084E1 H 25 AR, CTD2.6.2.2)

24, XWFEKERVEVEDESE
K7 7 — <&t
T 541-0045 jc&iﬁinl%tiﬁﬂkm 268

L{gbiEHREVY—
TEL 0120-034- 389

26. BUEEREEEE

26.1 BL&EBERFETT
FER77—7OEKRESH
A BRAF R B I DO ARET33-94

26.2 BR5EIT
EFR77—VKA St

KB R X EEET2-6-8

BAEOEFErT—7,




