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TV e B EORE A LAY FURS 15 251 10 A 45 v IR RE AR DG A R A Z [ G R (HIRAT IR
TF E 7 1 52 AR SR VESURS M0 299036 77 10 J8 5 rh R 2 v IR RE A DG A RSN KU S

B2 R PRI (0 R 1 52 A SR ORS00 25 Wi L2 AT 58 ST 5 DA L IR A
A RSB PRIPT AR AT R OB R ATOR PR SRR ) 1) BB e 2 AR MR U RS I 25038 T 7 AR
T TR AR YT L o AT M MURE AL o A7) 12 52 AR SR ORS00 25 0T 1) SR 1
JS2 20 e MR R AT W, LEUE . 2R 2RI, FEHZAEMAHURS s 2507
SUDTR] H B e AW AE DR P 6 AT 2 MR UG o AESELE R b, A5 LA T AR MR BT RS R 24
Vo), wHER ORI, (EASEE T IL ] 7R, /AT OB RN IR T

RTE IR FE R H AT RS 4 43 ZU0RE 52803 3E AT 0 22 T 7 B L T3l 5 791 I PR 7 (LI
N9, 3WUANL3ED I M .

T 4 TERS 3 2T 32 8 HEAT (9 1] 9~13 J& (1 22 R FA0s R L Tl ) et 7 1) 75 i I

AR 1L
EN
25 mg 50 mg 100 mg 150/25 150/100 150/150
2R mg? mg? mg®
EELAANIIME (mg/dL)

N=367 N=86 N=244 N=238 N=110 N=126 N=115

LI %] -13 1.3 35 0.1 3.4 1.8 0.2
PHE I 4
AR,

HH IR A ) SR 3 LA

L5 % 4.6% 6.3% 6.4% 3.9% 2.5% 7.0% 6.6%
IR 2

i 5 (11/241) (4/64) (11/173) (6/154) (2/79) (6/86) (5/76)
(<100
mg/dL. &
>126
mg/dL)

*YIE = fIVESS150mg, Bl G R4 i = A LSO WL 5425 mg. 100 mgei150 mg. HAtFIEA (25
mg. 50 mgA1100 mg) >k H AL LEMIES BT (U DRARRET O .
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— TULE RS #4320 328 AT IR TR I 1 254K 80 7 2 A0 22 A i Fend e ) (150
mg) BT T VM, A A] 51k L K AR, 29 JH (n=109) 2216315 59-0.4 mg/dL,
53 Ji (n=100) 5+6.8 mg/dL.
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FEASE P A MBS PEBORE #05 245 005 07 1 B8 bWl 8% 3 I i 7 W AR AL

R 8 SRR EAERE 1 70 O 32 i AT (0 4 T2 TR0 1 5 7R B I PR AT 7 (1
TR 9 J, 3 TUA 13 D B s .

8 TERGHI I RLRESZARE T EAT 1) 4 U 9~13 &) IR 22 R0 R L[] 7 A 9 1) 2 R I

NEAZ AL
N
25 mg 50 mg 100 mg 150/25 150/100  150/150
R mg* mg* mg*
LA (mg/dL)
A ] g N=366 N=89 N=244 N=232 N=105 N=119 N=120
LA
-6.6 -6.4 5.8 7.1 -0.9 4.2 9.4

IR B g N=275 N=80 N=164 N=141 N=104 N=117 N=108
ESESe

LA -6.0 -4.8 -5.6 -4.8 0.9 2.4 52
e % N=286 N=89 N=165 N=150 N=105 N=118 N=115
EeSE3E:"

LA 0.7 2.1 0.6 0.3 1.5 1.1 0.0
il =5 N=366 N=89 N=244 N=232 N=105 N=119 N=120
LA

1k -16.7 7.6 9.0 -11.5 -14.1 -20.0 11.9
H AR Ak i3 L)
JIE [ 2 1
CEX T 3.2% 2.0% 2.0% 2.1% 0% 3.1% 7.1%
(<200
mg/dL £ (7/222) (1/51) (3/147) (3/141) (0/69) (2/65) (6/84)
>240
mg/dL)
IR R
HHIER 1.1% 0% 0% 0% 0% 0% 0%
%2 i =
(<100 (1/95) (0/29) (0/67) (0/46) (0/41) (0/37) (0/44)
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HEIER 13.8% 14.8% 9.6% 14.2% 12.7% 10.5% 16.0%

mg/dL & (28/203) 9/61> (11/115) (15/106) 97D (8/76) (13/81)

v =
1B 2k 3.6% 6.1% 9.2% 7.2% 1.3% 3.7% 10.7%
& (<150
mg/dL &
>200 (8/221) (3/49) (14/153) (10/139) (1/79) (3/82) (9/84)
mg/dL)
& YIUE = ANEST150mg, Fif 5 R4 i = A LB N 5525 mg. 100mgEk150 mg. HAhsfE4 (25
mg. 50 mgF1100 mg) >k B KBNS R L O DispKiA%:Y D .

TE— TR 73 2ORE 23R & AT IR KT e 25 R3S e YRR FOR VAN T i s 7
(150mg), g% FELL AR IEIE WL 9.

R 9: K ZOERE K TP 258 Ay A2 e VERT Se i) S MR LA A2 1k

A 150 mg
529 JE 53 &
BIELAMIIE  (mg/dL)

e e 2 A n=112 n=100
-1.2 0.1
=107 =89

1,5 B s 25 9 e ek 2 A5 {1, " "
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R 10: FENGP 2 ZUE A P EAT I 4 TUNH) 9~13 FA R 2RI IR [ 58 77 S A 5 1 14 B AR
WIIME (kg) AR E I IN>7% 1) 52 5l el

ENT
R 25 mg 50 mg 100 mg 150/25 150/100 150/150
mg* mg* mg*
N=451 N=116 N=280 N=267 N=137 N=144 N=145
(R EER Y4
AL (kg) -0.4 0.4 0.8 1.4 0.4 0.7 1.4
(R EER Y4
B N=7%111 3.3% 6.0% 8.9% 9.0% 5.8% 8.3% 13.1%
EL

W46 = AW S 150mg, Bl 5 AR 4 R i I = A ULECE MLE 4125 mg. 100mgak150 mg. AR &4 (25
mg. 50 mgF1100 mg) K EANH SENES FIwr s L DR RET ) .

TE— WK HAF I 25 K30 71 2 A e Vet e AN T il (150mg), 29 FFT 53 J& 1)
A A AR ARSI 73 B +2.4kg (n=134) Fl+4.3kg (n=113).,

FE LR MUAE

AFEPLZ LD AR AR 25—, AARIIRER B AT A ALK T, T Az T s /R
FERINATT W RFSAAE . IARIIREH A SREE 220 B b TR 1 2990 B A B m i AR 7L
I EERD SRR R T SRR

TEVRI R , e R L 3R AR AR A N i (e PERR IR (GnRHD , AT i/ T A4 (2 18 i
PR W 3K — G5 R SR 2 T8 I 451 T LA B R A P RS [ R S B T U A B
Tht. ERZBMARTRmAMNEE TR TR, Me. BUEASEANHZ. SR
FEAEAVERR AL RE IR (1 = L ZR MUAERS W] RE & S BCEAN B 32 00 (11 3 L PRI

AR IR, BRI =2 — NI SHEARA R, EFELE RE
AN LA 1) B T R IR S 25, EFL RO D BB E RO R AR/ RATR
B Y EAT AR 55 AR O VBT 7T b O 313 1A« LR IBR 5 240 L PR s (L Jies + e A R e
ARSI W CZGPEEEREY ) o B H ATy EREAT I PRATE FEARAT o8 22 00F T ARAIE SR 45
TSRS NAR IR B2 AR TR, (BT IR AR R AR, MCVAf HEh e

TERG 20 SR 3 AT AR S K HAGE R 50 (WF9E PSY-3001; WL DIGIRHEFEY O 1, W
B WL AT ] fOW SR BIME AL R BT RO R LKA, HEESEERE (51%>18 ng/mL, %
PE>30 ng/mL) 19 5314 52 LU A i 4 T 2 B RI4H (51.9% vs. 29.0%) , A2 L il
AR MmAE T ZEFA (505% vs. 42.9%) . EXE N, K&AH 4 HlHEZilE (4.2%)
HILTREMMEALRAHRA R N (A2 N=2; FLi N=1; HZEAME N=1 , m2@EF4HE 2
2R (2.2%) WL RERIMEAL R A R B (2 N=1; FLE70H N=1D . A4
H1H B2 RE (0.9%) B Thaekns, EAHSPA 1B H2ilE (09%) HILE
PEFLEHE K

FEXUE A AT (KIALERFAT 5T oA 33 IIFBON) , 12l (N=490) ALz
H (N=358) ML IMEMILRIIE (SD) 405y 14.9 (22.3) ng/mL il 35.2 (39.6) ng/mL.
THRNEE R, B2 E (N=470) AL 2iX# (N=333) ILiE#EALRIIE (SD) 735l
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24.7 (22.5) ng/mL f159.5 (38.1) ng/mL. FEFFHHH, 49.2%[1) L HA2 R F 47.7%1) 5452
H IR BRI S S E, R AT BRI IR A A BN 2o 2 T
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JAR ) A % 5 A S AT 9 P O B2 3 AR

CREALIMERR (Blanoag, G OUUESEEEnp . AT %E) « Mk E 2w son]
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FERE #1732 32 R Th AT (AT E E A& WE . 2RI, 7625 mg~150 mg
FRIFREFE R Y, AR YT 2 B R A R FAF A 32 1503t <1% (1/1293) , 2RI H B
TR K R A Al 1) 32l B <1%  (1/510)
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(Z W R E]Y Rk g
A 2577 8D

e 2 ANHAN 22 LR Eahsn) | AAIIRAR 2 RS P2 ie 2 AL | A i R T AR A s ) S8
i % BRI - AT -

SARGMHELERLERRKE XHZEY

T b 5 PR IR # CRLAE IR AU IR AN 27 A2 LA e PR S 25 13 g 241
HAE . HRAE IR ARIRAR R 25 3 /150t 7T, SRR & I A e FR B A fh e (I
(25030 %D o 1 H, SAGE IR 2T, o i B RS 0 mE OLLER3 %D .

BT 5 A i AN KT ek AR 25 A 1 A AR

B IAAIRER A= St R P450 [F TREAQER 257 A2 B B R R U 2530 7
M EAEH . RSN TER CYP2D6 1 CYP3A4 FIRES 5 T IAFIWRHEA 1) AU s (R GAA A A 7TIE
35 2 WYX LG g 10 400 ) 7 LR IR R ) A8 7 A B RS2 . IRAIIRIA I 4E CYP1A2. CYP2AG6.
CYP2C9 Al CYP2C19 YY), HAKTRE 5 IX L8 A T H #0725 S0 R AE M B R
(251831715 D

(25 A 2R ]

A A& T E I 2 o

A

1 R 2R G AT FE A A R A 2 40 BN A AR g R e

K

1 AR 2R GE PRI 7 R WIR PR 0 4 BN AR 98 7 PO T 52 1 B £ P IR A R

(ZdE]
ANEHRAZR

FEA G BRI S b e 25 Bl . T AR 5 et Tl R4 N R TS, Bl
BE 25 B AT RE TR

EARMAFIWRAR FH 25 S 38 A R, B IR RI IR AR T s i i 1) 200 LAt 24
R, AR B PRGN 9405 mg. LSS AR AEAAEIR (0 55 HEMA AN RADIRAIE A
i o F AT FRAAAIE ATAEBR B0 35 A DR AR £ 2 80 245 B 22 2808 56 T 3 B0 45 R, B P ML
oA JE A s UL QTIRIHSE A o 1451 11 A R Wi 35 1 R 88 4 o5 AR o A A = P Bl
UBL P IE/

R IR P A ) 5% £ = A o R B P 26 3 5l o mT 25 LA 5% i 5 T 45 R 245 )
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R,
Y EILE

USRI, AR T A . V67 NS B A E P 2K
W —Metbiti. HRE 2 AT BN ATRENE. HfRUEEY . MATE M@ WO
fibo REGCIFIEIRTT AIXPAEIR YT o WA IRER TG4 E 1M #5771 o

FEVFAS AT 73 SRR A DU I 2 25 8 A f (14 8O A AT R R A (2 W~ 223

K25 ]
1 FIBLA

A AE R WAL DR AT R 7 A D A AR R R 0 IR 2 5 110 2 B A o A R e )
VEFIMLEI A B (H2, HX TR 2O G T /R Al fEE i AR 2 2% 2 (Do) SZARAN
5-Fetule 2 (SHTn) SRR UM AR BT /-

L

FEARSN, ERIRER R T P AR 2 B 2 (Do) SZARFEFIHIA 5-52 (0% 2 (SHTwn) %
RIETIR], X D2 AR BHT A ZARRILE A6 )1 (KifH) 4378 1.6~2.8 nM. 0.8~1.2nM. 1
FINREH A o Flon B _ERRZ AR Hy RS2 ARFEPURI DTG, X AT REMRREIZ 24 1 — L At
YEA . WA IR R -5 A GE 2 B S AR BB, IR, B LR R SZARTE B ). TEMRAL,  (+)-FI(-)-HF
I P T AR (1) 24 B 2 3 PR AE s PR AT s 2 3 AR

AW
i o3 A
I T AR VERR AR, A A AE LA S 5 S 1R A e 28K A D R IR Il - A 22 4 B A

BRI S 25 2 5, I3 H i R IR R 3R B S T i, I 253K P IR IR 8] (Tona) HIHRAZ BN
13 K, MR S IFET56 1 R, nIRFEE 126 K.

FE =W B TE R AR (25~150 mg) 1Y Conax EEAEEWUEBALIES (1 Conax 25155 28%.
FERSARIAIT I BRI SR 1 RN 8 R e =M ALERALEESS 150 mg A1 100 mg FIEKIA M, 7B
AL A 2GR R T BN IT T I EE o A b FRDRE R s AN 25 245 5 SR A BB R NI 2
WIEFFSARFFTEIR T IR VS B2 P, 7E 25~150 mg LG Y, A (1045 24 751 55 i R R i 1
SRR EZARIEL, 4257 8 50 mg J&,  Coe (EIE IR BT ESGMAOHEEE, £=
FNLERALIE S 45 F 100 mg S ERIA M5, Fa SRS IREELLIME Y 1.8, B ALES 45
ZiIf, FRASI IR L E N 2.2,

T ARG, WRIURERR) (+) F ) e iR 2 B ] R A A, (2 FRfkS ()
SRR AUC Z AT 1.6~1.8 Z ],

FEARZR N V1220 i s B, WA R ) 20 0 A5 AR 391 Lo MHAIIRER 403 e 44 11
MK EALEEFN 14%.
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(ANZI RSP S

FE— T o R MC-IRRINRERAIT 78, BRI 1 mg FRE AR MC-Ma R IR RS 7] 1 8 5, A
PR HE SRR 25 &5 45 2550 R 59%, SR AR WIR R 72 PP Hh AR )i AR . TR T IR
SHE AT KL 80% MR I, 11%MIEAE R R, EANILHIA T 4 FrQSHRE, RIBUGE
FACER . AR IS T SR SR TT IR, H BRI AT ] — M@ AR AR 1 B2 KR8
HES RN 10%. REERIMRG 45 RIER CYP2D6 M1 CYP3A4 25 1 iHAIIRER 1A,
AL T A P UIE 08 2 P I 6 ) O g A R IR (104 QOB IR mh R AR I R 25480 F1 22 0 #r
ZiREIR, CYP2D6 JERAHRAC R AN A 7 521 AR R R R = AR R i 1) 2 ML %
TREES.

BAIREE T A 25~150mg J&, HFRWA-FHHIPALLEN 25 31 49 K.
K R B A 1 VIR P 3 S5 -5 W 0 I e 1 I 2 8 k) 350 P % B

WERWR R 1 AR SR IR g 45 24, TAS o A 45 24 FE AN IR S22 B L
KuHIE% 2577 %GR 1A 8 R=EANILE T 150 F1 100mg ) Ay A A IR i ik 2 TsA B 25

S RIRUE, EIRIRTT I BUS T AR JE R I IR 2GR AR IR 6~ 12 mg AR WK 2 il
U JE HI259) 2 B KT B2 A o AR IRGE IR BO AT 2575 R4 T A ] LU BB R N I 25 R e &
TRIFAE LR 6~ 12mg WA IR R SR ) 751 i ) 28 Ve 2 N, BV AR SR 25 R0 — R (5 8 KA
5536 KD HIRFEBRERRRE MG Z N 5 HAIRER 228 A R S DU EE, Adsa2i)n, 1A
MR 0 25480 1 AR 8] B3 AR I PR R L A o (8 25 4K80 1 SR AR AR, P
PAAE R H 25 Bl 0 SRR b AT B PR R TH B

ZPAN AR AT ST
PG AREAT A i By 52 290 AE LA PRI T DA R B ARA R IR BB 7

LA 2P e R R ) 2 B B (R A 45 T 1 1. B 20 mg/ R INFIE DRI 2 PEYT (—Fhos
R CYP2D6 #IFD J5, WA EIFRA Cmax F1 AUC BME BT CILE 1. AR B m s i 2
PRYTREATIE T AN IR A OGN . B DR S P5-F (—Fh CYP3A4 A P HEER 1 5B
T JE, WHIREA Cne M1 AUC SYE BT (L CHPIAHEAER D, LT FEAERKREE
b2 d AR IR AR I 37 B R T 35% I 2 o
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FoAh 2 s e IR B 25 4K3h 77 S B R
AR Wik e £ B 224 AT 90% CT

CYP2D6 7] : AUC - i|—-—|

CYP3A4 %557 |
I AUC T = |
Cmax — = i
SN RN R |

AUC ! ——t

Cmax : ——

T T i T I
0.0 0.5 1.0 15 2.0
X FSHHUE R
(M EAEHMZY)D

1: oAb 2545t A FIRER 25430 71 22 K0

PHAA S SRR EE CEFEHRRAUA KRS A= 4E BA IGKE 2R sh 71244
HAER . RN AR XA RN R (Fa i AR A 500mg, #EH 17k, BEK 2 B SiAFIIRE
SRt Fr 2 AR Conax A1 AUC T+ 12 50%

A5 FHIXUPA IR B 8195 175 A58 14 13 1) |3 1 1 IR A AR B /5 XA TR A% 2 Conax F1 AUC
ANBEFA o AE— TR PRIIE FT T, 1252 R 77 B 0P IR B 1) B2 il AE BT 0T TR BN R i
J7 ARG EANA 3-15 me/ A& M D AR FIIRBHZERE v Ja, I RIR VP S LR 5 22 BT AR =4

(K LA EAER D,

RAMIFFE R B, CYP2D6 F1 CYP3A4 R REZ 5 T AFINRERE (A8 (E e A SR PR B,
AR T P A ) K AR IR B P AR A E KR s HA S 5 TR SIE BRI — NER 4. RSN
TR, TFIREZ P HEEA (P-gp) H—FEY (L (MM EER D,

TE NGB AR 24T AR SN R R B, IR ER A 2 B s 240tz P450 [F] THE
R 29 YA, XL [E TR CYP1A2. CYP2A6. CYP2C8/9/10. CYP2D6. CYP2E1
« CYP3A4 il CYP3AS5. [Alith, WAMINRER A 2 6 48 1 X LeA Q@ A2 AR 1 25 s B = A2 B
AlmPRE X RHIER . tbsh, BRI WRER T A B A B 5 e

WEM R R =385 T 3 P-gp AOSMAIE PSS . R e,  BANS R Im R A 1
PR NAERIT ST

I ARAERFIR N TR REAT A i KRR € 25BN 022 7T A (5 2 240k B T 11 AR AR W AR 7T 72
Bl T AR AR R B A AS i RO AR 253 e . Rk N CE DhRESR . T ZhRetRE AE
N AR IR ) B R R A TR 2 (L DR T M LZERZAT D .

T D RER T 321 DUIRIARIORAR S, Rl T 8 1 PR S E FRAR  250 1 A R Wik e % =
B RRAR, (B T B MR R DR B ) 0 ek P R RS2 1 1. R A R T S B 1R 35 (0 R
XHIAAIREH T 7L (L CAREHET D -
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ZHEZAE TIRIAMIKER S H Cno M1 AUC ZERZER 1.2 . HE2, WTRAFAESE
KA R RIS R R T (L DR T M LB D.

PYZE BRI 20T e P WK R 25 AX3h 77 <4 B RS i
A IRER % AL AT 90% CI

B ThREdRE :
i A |
R vs AUC H———rt
R vs IEH AUC — : f & i
B vs AUC l i . i
1
FFsRed AUC Fei
I vs Cmax - I,
S AUC - it
18-64 % vs>65 % Cmax :.‘—-}
I i T T I T T
0 1 2 3 4 5 &

iR e QNI

2: AEDR ZO6S AR WA 2454 K30 7 22 2

MR NARRTEE RSN SR, AAIIRER A2 CYPLA2 (R, PRIk, WREAS 255 A IR
B ¥ 25 Bl 7727 R R

FE— TR LB T2 0 R B L PR RSO M . AR Wik BRI, e S %
P2 AR IR EE AL .

Mg 25 EANERESZAE ) Conan BAK e HAGBRRIFEERS, IEWARE, S EMCIEZ
WE AR AR .

WEAEE

JUEARAMIF AL 45 R B, THAIRERZ CYP2D6 1 CYP3A4 ARil, B4k PIHF 504 B IF A K I
IX LA Bt 2 P40 ] T L A R R B A i B S B E . BEAR 2 325 T B R AE
CYP2D6 (P53 AR AN 554X 5248 2 v W% 2 AR IR AR 1 AR J5 R WIS PR R AR E R

DR )
SEEREZYRITY (BEFEL, 2, 3, 4

TERFEAS I ZLE LW 5 BT TV (DSM-IV) Frife ) St 2 R B A R AT 1 I
DU (—BUA9R, 54 =50R13) « XUE . BEHL. 2RI [ e )& 1A SR 7 Sk
R0 53 20 (97 R 7T LE IO MR ST 55 1. 8FI36 R AMIZE N HHL3JE (AT FT K 564 R 45 T A
an e R, BRI RS — A %S T, 5 B RR4E AT 4R T .

KHIBEHE S HEERER (PANSS) HLEPES PN T 2. PANSS &RIA 30 Wi, AT
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SRR ZREBIYEREIR (7 T K ZUERAPEREIR (7 T F— RS AR R (16 T, AR
PEONT () &7 (WLEE) 43 PANSS 294 30—210 47

5T 1 (PSY-3007) 2Z—17 13 AR (n=636), & 3 MFEEFIEMAN GRIGHIE NE
=MNES 150 mg, ZJ5 3 FIANEBNIE = ANUES 25, 100 5% 150 mg/4 &) 527, &
S KA R 3 AN AR B PANSS My EISE T2 @55 .

WE9E 2 (PSY-3003) 2% 2 1 13 AW (n=349), & 3 MFEEFIEMAMS (50, 100
150 mg/4 &) 52 R, AT 100 mg/4 5 EAE 5 E PANSS &5 BT 2B,

9T 3 (PSY-3004) 2% 3 Wi 13 BT (n=513), K 3 MEEFIERAL (25, 50
100 mg/4 Ji) 52 EH], ARMPAE 3 NEEMGE PANSS S5 EIIT 2B,

W5t 4 (SCH-201) &1 9 AW (n=197), Eb& 2 ANEERERIA M (50 A1 100 mg/4
FD 5228, AT 2 NFIEESGE PANSS &4 BT @il

SEIREZE PANSS P45 DA IX 4 TR 3 S0 R 4 40 2LE R 78 IR 36 28 PANSS P47 174816 12
EIC B TF3R 12 H,

R 12: Ko 2RI FT

Wy  RITA F BT RFERR: PANSS &5
SERREAAT S BURRE LS AR U2 R 2 S
(SD) f§ (SE) (95%CI)

G| Al (25 mg/4 D ° 86.9(11.99) -11.2(1.69) -5.1(-9.01,-1.10)
A (100 mg/4 &) 86.2(10.77) -14.8(1.68) -8.7(-12.62,-4.78)
A (150 mg/4 &) * 88.4(11.70) -15.9(1.70) -9.8(-13.71,-5.85)
2R 86.8(10.31) -6.1(1.69) --

W5t 2° A gl (50 mg/4 Ji)D 89.9(10.78) -6.9(2.50) -3.5(-8.73,1.77)
A& (100 mg/4 &) 90.1(11.66) -10.4(2.47) -6.9(-12.12,-1.68)
e el 92.4(12.55) -3.5(2.15) -

IR 3 Afh (25 mg/4 Ji) ° 90.7(12.25) -19.8(2.19) -6.6(-11.40,-1.73)
Kb (50 mg/d D ¢ 91.2(12.02) -19.2(2.19) -5.9(-10.76,-1.07)
A& (100 mg/4 &) 90.8(11.70) -22.5(2.18) -9.2(-14.07,-4.43)
LI 90.7(12.22) -13.3(2.21) -

WL 4 A (50 mg/4 FD 88.0(12.39) -4.6(2.43) -11.2(-16.85,-5.57)
A& (100 mg/4 &) 85.2(11.09) -7.4(2.45) -14.0(-19.51,-8.58)
R 87.8(13.90) 6.6(2.45) --

SD: bR SE: AfEiRs LS THIM: SN g PHfi: CL K iIMMIE (SIX .
L B SR IRAE R R (2 — RD.

© B 150 mg/4 FHEIT IR E LR AL, HORPIN 4L

¥ p<0.05 GRIEGiit 8 E M T 2B,

BZGEERRIRTT (BF% 5: PSY-3001)

(M R4 BREDSM-IVER R R E R AT T — UK. XUE . SRR I T
AR, B T A S TER A B AR S b T T 57 2. TR A B D12 B
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FEARE IR H TS R AE BB 2B . 7EXCE 1, K52 B AL 2 e DA
S HAEF R WA R E R A S (EPRR4JE 739925 50 mgEk100 mg) B2 YT . $L4104]
FERARE SR E W B B B A B T HE R BRI, B2 M REERE K. ERIK
AV — a2 P 0w ok IR B TR s DR 03 43 Bt s I S22 /K PEAG T PANSS & 73 38 11>25%
CUnSREEZEPE3>4053) B0 (WIRBEVFr<405r); BEAM: #0178 BRIRAN
Wi s 4F EPANSSI H EIE L2 IR VAN 15 73 38>5 70 (U IL L B = vF93<343) Bi>67r (UnSFHEZk
WP N4 ). FEITFRFRN R E R B I AT Bos A SR T 4L 2 B R I (]
BERKTZEAH, BEgGFENL, HARPF ST SR C e semie gl £ k. 2257
HFNA ST H B E R 32 120 5 N 34%A110%. PidHlalZER B A S im Y, BHA
SR . AIEIE YT 2 2 5 K ] K aplan-Meier B34 W B3 . 22 FRI2H 1 28 85 kIt 1) S 35 T A
miBIT A, BRSO ERE X o AL BT R R ITT RS AR BN TR T T B A I R 2
HER.

60 -

x
50 + o

10 4 #od

LT [T ZEF (n=1506)
30 1 r? — & (N=156)

S I e B

20 +

10 -

L] T T T T T T L] T T T T L] T 1
20 40 &0 80 100 120 140 160 180 200 220 240 260 280 300

FEtl o4 R RIRE
*ZEFATFNESNFHE 163X

Kl 3: Bl )RR )20 R 1T L) Kaplan-Meier B OR5 #73 2EEEHT 50D

BZHIRIT S ORIUBAIR DG IT KB BB 5 (BFFL 6: SCH-3006)

—TRAEAT AR SE A 1 70 ZORE 32 10 AT I BEAL. AT ARSI TR E 1 A dh A
TR TE I IR ORS00 2D E SE IR IR T SR IGCT 1) 75 1T Y7 2% 32 T IS 14 R, B Ja 2
NI A5 A A RIIRIT L R SR R

EEA SR EEH IR RGN ] J697 RIECE SO BUT RAE — RGO et AR
PRSI AERE s TR 22 e B 2 P T 45 P BURS R 25 DR 2804SR T b 78 8 Y LAt RS s
2545 9 Lk ARSI A Bt 7 BEER RO A B 37T BT RO s DU AR 258 B %
TR FF RN R RS (EMB) #5E, %R R2NAT 2 ERFES. 304 444 H13210%
WRENL OB A (N=226; HP7iiE: 100 mg) JAY7EESZ 7 s e e i F IR
MIRALTT 9 — WIPT AT R ST (N=218; FSZURME. FIRNERE . BLECE. IAAIIRAR . 4 )5
i WERCTECRIEERD o BT R I REE 2 1 DRGSR 58 . A LR IR BUR
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AR 23R TT IS BRI T I 32 I 2 AT RGN RS, B Gt e
PR IR YT 132 AL 2GR 2540307 (15218 1 A 22367 RGN 8] 70 7 416 K
226 Ko ZHIATT R[] Kaplan-Meier B LK 4. #8506 25 008 IRIETT R I 1)
KRNI 130 5 HRGURE R 29 A LE 2 S 2H 0 22 VAR AN BN SR B DR RS 1o 2 e IS
K, BAg 2R

70
60 -

% 507

40 1 -

g 304 CRPURS #2599 (N=218)

—_— Rf (N=226)
20 -

10 4

0 30 60 90 120 150 180 210 240 270 300 330 360 390 420 450
BEHL A 4L 1 R 3
* BEUORIT R R ) AR 416 R HIRPUR #0257 2H 9 226 K

Bl 4: TR NBRSE MRS o 200 B TP T I — DU BEHL. PR F BT 7S R 1 2 R TT
I 1] Kaplan-Meier B G 2> ZLRERF 7T 6)

This copy of the document was generated on 29 Apr 2025 Page 29 of 39
Confidential - FOIA Exemptions Apply in U.S.



Number: TV-FRM-60391 Version: 5.0 Status: Effective Effective Date: 29 Apr 2025 (EST)

R 13 AEH NI AR FORE B TP EEAT I — I, BEAL. FIARFIREDE R A4

R R ZERT T 6)

- 3
£5 ng%% U @
FAFRE N=226 N’_218 [95% CI]
RER (%) B (%)
B IRIBIT R 90 (39.8%) 117 (53.7%) 0.70
[0.53, 0.92]
TR RGBT SR I ) A4
o AR E SR 48 (21.2%) 64 (29.4%)
RS AR 18 (8.0%) 26 (11.9%)
o PR AP Bl A2 S FH PR A 259 15 (6.6%) 8 (3.7%)
n 0= 25 AN y H e S 2
ﬁxﬁzTEﬁﬁ%%ﬁﬁﬁ,Jmmﬂwﬁ, PSP P
. ﬁ%mm%ﬁﬁﬁﬁ%gﬁ%%Wﬁ% 3 (1.3%) D
K
o R RS R A5 PR R 28R T 1 (0.4%) 9 (41%)
= HA 0 0
B A/ BRI R B, TTieHE 76 (33.6%) 98 (45.0%) 0.70
> Y 3 b ’
BHNE RGBT RGBS 052, 0.94]

@ BT Cox [BlARERLBEAT Z AR R I 18] 34 6 A i 5 0 ARTRS A 2540 RS B o 3 T Al s 20 1)
JRE B AN B RE I o
OB BT 3210 5 2 SR IR B A R FAF K 0 Ml SR 5 IR M TIUE 70 A 4 R — 2

(2R ]

ZHEH

A PR IR IR T P 7K A2 DA LR R ) R 5 ) 5% i ) 2 e VA o R DR A £
PEFIMLEI A B (H2, HX TR 2O IR T R AT EE i X 2 2% 2 (Do) SZARAN
5-F2 % 2 (SHT2n) RASEGTNEC S BT 210 .

FEARSL, TEAIORER 2 — A E T X2 B 2 (D) ZAASEPUGHAT S-F2 i 2 (SHT2a) %2
IEGLH], X D2 324K SHT . RZAKIILE GRS (KIED 735008 1.6~2.8nM. 0.8~1.2nM. 1IH
AR B HAT o Mo B EERERSZAAMN Hy LS RESDURIRIEPE, X T REMREIZ 25 10— L oAl
TR o AR IR AR -5 RE Bl 6 25 SRS AR BB A, ' R S ARTCoR AN F7 0 FEARSN,  (5)-H(-)- A
PR P Xof AR 1 245 BB 2 VA PR AT B g AL

HHEMA
BN
FERSN Ames TREG AT/ SR LR ES BRARIR AR R B R &7 H g A% 234k o 7ERST Ames
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B NGRS R B 4 B s LRI LT S
B
IR HEAT b R RIRBRIN 2 15 1)

FE—TAE ke, KR4 D4 FInRIIRER R 45 2557 & ek 2.5 mglkgl K[ mg/m? it
NMAFIREE N S KHEE B (MRHD)Y  (12mg/R) (1 2 £5], MR R EEgRAE AR Z 5, H
FEAEZFE ] IR GHE PRETAIE PRI 2R G0 TSR EBUR R, ] WA BRI,
FEJ 0.63 mglkg/ Kk (BA mg/m?it, 3 MRHD )—2F) B iXEefabrok Mg, Mtk KR 2 0
2 TIARIIRER, IR RIS 2.5 mg/kg/ RINAEE IARSZEEM, (ERBEATHE T BN 736 St 7t

e — ORI CRLERBIZE R A 4 02 56 A A PRINRER) 1) Beagle K73 425 4 06
th, A IE0.31~5.0 mg/kg/ R, L mg/m? iy FIEE B MRHD (10 mg/R) ) 1.0~16 £]
PInE TG 2 D> . KT IRKREE N 1SAWANH G, s SR TS E8E R,
{EAT AL T B KT

TR AR 5 B T TP T e R A R IR B 5 (1 S H 7RI, 5y ak 250 mglkg
I RS 215 25 25 A0 5 (1 TACRE I, 12 SR AR WA R IR R SR (LA 770 MRHID (150
mg, PABEAINRER ) /910 £ (BL mg/m? i) .

TEUROK BN RAE 23 Y TR BUI 4 1 45 F FRIDR AR, 7188 s iR MR AR 1 MRHD (12 mg/ %)
K18 £ (LL mg/im? i) IR BRI A R T

FIREER RIS AT DL 32 A N IARINRER ) 2547 T4 DA 2SR . TR MRS
THIEE] MRHD 10 mg 1] 4.8~6.4 5555 (LA mg/m?it) B, H-PAURERIER, £ MRHD [
6.4 f5 7 En O BHMA R . BEAG-IAAF Rk B HRIe T, KA 7R850 7 2 58 MRHD
10 mg/ k1 9.6 £i5 (LA mg/m? i) B WERHE . GEUR K R4E FFIREHT MRHD (LA mg/m? 1)
17 1.0 £, HFREERRSIIZH: EIRK R4 TR MRHD (1) 0.8~1.9 %, Raffi
AR LA RS T N, FARBAERRERAEKIEER.

FER IR BB RV E RS T, 22 145 FAR T MBS E MRHD #5718 (DL mg/m? i) I &3
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