2024F1 HEGET (BB1HR) AAEEE SRS
871179
Bk HRGE ERES R
BEAR 3 $E 3mg 22900AMX00416000| 2017 £ 6 A
$E 6mg 22900AMX00415000| 2017 &£ 6 H
#E 12mg 22900AMX00417000| 2017 & 6 A
PUFE RS
ZUEFSY— )R
O \Y
YEITS-)
ryeog o Lig3mg UG
[o) O .
71) J—)
Yoo Liz6mg IJG]
[o] O .
1) J—)
ryyeoJg-o Vi 12mg UG
Aripiprazole Tablets
B, WFBERRY
) - EMEOMSEIC L VERT S &
- 3.2 BIFIDMR
1.1 \RAEY R 7Y R—Y 2, ERRNSESOECCES ek | & AR igﬁ""gﬁé @Eﬁ LR
CEOHIEARBENERANRIRT 3B ZNNHZDT. £H ‘
BEhIEMBEOMIE - ERICERT BT &, 15T, BRE o
R ZOBHEES UL 3 Z0ORBRETFEET 2SS, A ;i;r: ﬁfG‘j‘” FEORE — | cors
B OB EREE LE 3 S MBS N BIBE0H RS & E Es  Em
FTHIEEL, BECHE-TIE. MBEDESEDHEE B -
+RIATFST &L 1.2, 8.2, 8.4, 9.1.3. 11.1.6 SH] olmm 25mm 95mg
1.2 #5CHE>TIE. HS5hUSH LLRERNRIET 3158 ®E - KE
hH3TE%, BERVZORKICHSICHAL, OB, %
8. SR R S8, BARSORKCIRL, TO&S TUET TS = e | 16ca
BEERDHSONIEBSICE. BS5ICRSEDEL. EHD §it 6mg []G]
LEEZIBLS, $BBTBHTE, [1.1, 8.2, 8.4, 9.1.3, BE Es &R
11.1.6 &gl 7.1mm 2.7mm 135mg
B3] = {RI
2. B2 (ROBELCRESLBLTLE) o —
2.1 BEREOEE [SERELBLSE2BZNHH 5] ;"J;?" 7‘7» T G C75
2.2 ALY — LEETEEE - FREHIZE O AT O R L 5 12mg [JG
HETICHHEE [FRMRIMEIERSERINLBZh) BE Es i
%] 8.1mm 2.7mm 180mg
23 7RLFY v EREHOBE (T RLFY V2T 745 LD (4
F Y — OREEE, USRI 351 5 BERR S L <13 4. 5‘”;53;%*
ERHENCHERT 2358 2K <) [10.1 B et oou I
2.4 KRIOHS I UBREOHEED 5 5 B OBUBMERE(C 51T SEHER DS
6. FERUARE
3. #8AK - HEIR (BRI
3.1 #mk BE. RAICET7TIESSY—-)LELT L1 H 6~12mg % Rlih
B BRIRSY IR FE. 1 H6~24mg 2RSS L. 1 B 2 [EI25 0 TR
(1 $) Q59 5, 8. Ei. BRICKVEEERT 25, 1 HBIR
KA, ERERELO—2, b 30mg 2R 72N &,
#3mg 1G] |3mg gyl x;j,u yg,ﬁ;\; BWEBAICRTIESSY—LELT12~24mg 2 1 H 1 E
oL BEEK A B ROKSE5S 5. o5, FGARKE 24mg & L. . ERICE
IR, ERELO—R, b Dﬁﬁigﬁ@_éiﬁ\ 1 HEX 30mg HHBATNWT &,
TIVET I\ TIVESTY - Enay sy Sy, e radysu B CFR=2 (- RE: Sy
sgemg 1G] |6mg ELtEla—2, A57 U VTS 7,', ﬁ'ﬁ\&omgl“ﬁaégz”iﬁ
rooh. BEEATAR ﬁﬂ%%ﬁ)‘ RIS 2T 5 % Il 2 A ES 570, 238
— . STEEREEICE S22 R . 2
E: NE 1R — A, b7
T IR oo d BILLPIC R U750 T & AR L, [16.1.2 BIF]
;fz‘f‘%ﬂ TIETTI M e enn -2, meS =R, (FE%BE)
: & & AFTFUVEHT TR L, REE 7.2 AFOBREREIBER/NRE LS LS. BESEICHEEICH
KT A B BULHSHMT S L. RICXHEOHEBRIRTESNT

Wiz, [17.1.1-17.1.4 2]
7.3 fOFREMREP SRANCEETHEELD L. HlITHE
KIPEDWRR R 2 BE CEMERPHEE L LT Wizd,

[



DEHBRBETRIVEBIEREZHE L2 o HEZHAET
%1:(‘:0

8. EERELXRNER

(GheEHE)

8.1 lRR. X&) - &4 - KENEHRENZEORTIPRI A L
BHHOT, KEHBRSHOEH ICIEHEOEESEFEREZHES
M OIREICRE SRR VWEOTET A &,

8.2 WERFEES M7 Y RF—Y A, BRBRESESORTICESC
L DHHERGEVERDPHERT 2BZNAH 5D T KAEIKRS
FRid. 038, 280 2R, SR, 28, BRABRZEOSIMEO#
g - FERICERT A LB, BRRXIEZFOBERESD LIZ
ZOfEBRTFEET HEZICOVTIE, MEEORESDHE
oIS T & [1.1. 1.20 8.4, 9.1.3. 11.1.6 ZHE]

8.3 RIMMENHSLNBZENDHAHDT, AARSHIZ. B,
BRE. B, EE. (R, BERESoRMBEERICERT
HEEbI, MBEEORESDEBE 571 [8.4,
11.1.7 2]

8.4 AHIDHEICEL, HH5» U 8.2 R 8.3 DREWEFANFHIR
THRIEANDHAHIEE. BERUCZOFHRICHFICHAL, &
MAEER (8. 28k ZIR. $R. 28, RS, Kk
TR (BTEE. BEEL 7. IEER. R, BEBRES) oF
BL. COXDBERDEH S bNGEEICIE. BESILES2H
WL, EffozEs2%2005&>. HEI S &, [1.1. 1.2,
8.2, 8.3, 9.1.3, 11.1.6, 11.1.7 ]

8.5 FEBICKAAHEM D B 220, AFIRSRITRIERE (EA
HAEFEDOBRBEZEOHANIIAF ZHEREZHBLICH 2P DT,
FRIICF v > TILE R VIR SREE) . FRAOEATTHE. HE R
B, REZOEHHHEES D SN EORENH . EHH
FIHEEDERICOWVWT, 57 UOBHERUOFRESEIC+HTIC
SHIAEZTV, RSB SbNAEEICE. EBMICHEKTSED
BETHI L, o, BEOREBROREOE(L 2 FREFRL B
B, RV HSbNBSIRIMEICS U THEYIZRES %
FRIkg A%, MYRMEEITS I &,

8.6 KFOEEIZL D AEOLE (BN, WD) 2RI LPH
DT, REBEFRIFREOEB »FREECHEL, AEOE
N oNTHEEICEREEE (BFEOFEOERSE) %
EfE L, BDEIISCCHEZAERZITHY 2 &,

8.7 MOFREMBEELZBICIRE L TWAREMET 07 F Vi
ErEVWEBESICAR2RE5T5E. MIET0S 7 F UV BENK
TLARHPERTAZEAHHOT, AfBRZ, &I, FEN
JEfE7Z EORRICHTERT HT &,

8.8 Wi NEENHKINT 2BZNAHHD T, FHFICERBEERiZD Y
AT DB BEEICKF = HE T HIGHICIE. HEICBRZBE
TBHZE,

8.9 AMEICARR, HE. BEOERZELTVWAEHICIH L. K
RS THRRENIE L NRWEAIZIZ. EHEFOBRESE,
MO FELERT 5 L,

(BrERAE)

8.10 HE., ME., SAUZORKHERPELLTLZZENHHD
T, B2 +o1ciT0, BEARSNIGEICIZMMOBESE
I Z 570 BT R LEBEITS 2 &

BB S DY DB OBRICIIANAEREOAB 2R % ITH S
LoD, KAIDEEGEITH ZENEE L,

GUBEMEEECH T DIREIRDLE)

8.11 MERAE LB EICIE. AROBRSHFEOETIZOVNT
MEt L. AFNZEBREB/S LEVWEIFET A&,

9. HEDERZETHEEICHTIIR

9.1 GIHIE - BiEESFDHZEE

9.1.1 b - MEKRE. BOEXEZNSDEEVDSHZEE
—BEOMEETPHS5DNEBENFH %,

9.1.2 TANAFDEERREN T INSOBITEDS 2 EE
REHEZENSELIEPH 5,

9.1.3 FRFXFZDEIEEZETHEE. HULRBBRADOR
TREE. BIIHE. IERSEORKRROERETZEY 288

MAEED» AT B ENH 5, [1.1. 1.2, 8.2, 8.4, 11.1.6
ZR]

P

ATH T &

9.1.4 FENARE. RHIEAR. BEHE. BKKEEZEDERE
MiZERE. BIRMEESEOMBREREIRE SN T VS,
[11.1.10 2]

9.1.5 BRERDEERUERIBZEI 2EE
FERZBESELEBENIH B,

9.3 HikeEEREERE
FEEZELSE BTN H 5, [11.1.11 ZE]

9.5 1T4m
PRSI AR LT W S EREE D & 5 AtEICid ., iR LR
PElEtE 2 EB 5 HT SN2 HRICOARET H T L. 1R
BT MREI RS SN TL 258, TERICHILES,
fEER. PRORPRE . IREG AIECRET. ZRIBUES O BEBREIR S
HEAIBERDP D S DNz EOREN DD, LB KRAIDHRK

HERICB VLW TREOREDNH 5,

.6 1R7LR

R EOEREROCRARBEOREE 2 ZE L. KILOMREY
kBT 5 & b P THITHFADBITFREDSNT

Wnwal,
9.7 INR

NEFEZNRE U BRRHBIEER L Th e,

9.8 S

BEORBZHEE LAV SHEEIIRE T S &, —MRICEIE

BEPMERL TS,
10. ¥HE{EA

[16.6.3 ZHH]

AENZ. FE & UTHREEESR CYP3A4 KU CYP2D6 TR EH S

N3, [16.4 ZH]

10.1 HAER HALBWLWI L)

SEHI7E

RRER - 1EETE

T - fElRE T

TRLFY
(7F745F -0
EZuaTE. YIItERH4EIC
B 2REMED L <
IAEERRECERT 2

7RLFYUCOERZE
WL S, IMER R 2R
ZTBENHDH 5,

TRLVFIUIET FL
FUMEEE o, B %
BIRORFHITH D K
AlD o ZAEFEREM
2D B RAEMRIEE

HerER<) HPELLE 2D IER
ARV TMERASERS NS,
[2.3 2]
10.2 HEFE (HAICEETZ L)
HHZE BRRAEIR - TEE A W - fabERE T
7RLFY VEFEMMERTA2RECTBZ| 7T FLFY) Y IE7 L
FRERF b5, T NEHE a. B F

DR T RLF
™

BREOREAITHY K
AlD o ZAEKERER
2k D B ZEMREE
F B E 720 | IERE

TERPHE®RE NS B
ZNDH %,
FRAfR R A FRAR SRR R 2% | & b IS R AR A 1 E
NLEY — VERFEER| 50T, BET 2| HZET 2.
&, FREFAISE BibI&,
Vg FEF HEICEEER2E®R b ICEEERZET

THIENHHDT. B
By s rEEICKRSE
THIE,

%o

may MRz ET 2
B-1]

W) R E R S
EBIEBBHOT, W
B934 CHEC RS
THE.

EyhicHway Y ER%E
B %o

[IPARE (= /P RIS e EA 28| RANE RS U REE
L AR RSB F[IBEBENNDH 20 EMERAZET %,
T REBEHATH L
CHEEICRESET A L,
2= FE A PRI & & 1 Hp R R AT R
(BRIE) MEERsE s &N HERT %,
H%o
CYP2D6 [HEER ©F | KA OIFRPERT 2 | KA O EEZRHBERT
ERGE 51 BENDHZHDT, KHl|H5 CYP2D6 Z[HEY
FoUr ST |2 EET SR EFERT | S O KRA I RE
e T &, PERIT BTN D
[16.7.1, 16.7.2 2] %o




11.2 ZOthDEIER

A% ERRAEIR - 1B W - fEERT
CYP3A4 HEMEAZE | RAIOERPHEERT 2 | AR O EERBERT
g % HH| BENDHZHDOT, KAl|d 5 CYP3A4 #fHET

AT AFV—N V| ZRHET AR EERT | B -OARB DI EE
FJVRAARA T UE |HT L, BERTHZBENNH
[16.7.3 2] %o
FFR#BESR (BICAFOERPEBET 2 | AAOETEREFERT
CYP3A4) FHEMER %2 B | BT NI H 5, &% CYP3A4 OFEEIC
ERCE S BQUF:N- 1%L -Y=%:n
HUNZEE VT BRI HBZNDH 5.
7BV U
[16.7.5 ]
1. 8ERA

ROBUWERDPHSbNBI ENRHBHDT. BEEZTDITITVL,
EENPRD NGEICIEBREG 2HIET 570 EEY) 2 0NE = 1T
5T &,
1.1 EXGEIEA
11.1.1 BMEAERE (0.1%)
mEEER, ME @A, WRNRE. SR, MEOXH. FT
ENHRF L, FNICOEODERANAOLNIHEIL. &5 %
ik U (BB, KOWRE0LEEHE & b ICET 2 ALE %
752 &, AEFRERICIE. AMEROBEIPIME CK 0 LR
AOENBIENEZL, Ty IF 70 VREZED BEERT
BHROENDZENDH D, 2HE. BEANSER L. BHEE. IR
REE. EREN. PAER. SHEEREAEBITL. TS
ZEDRDH B,
11.1.2 BEEIZFRIT (0.1%)
EH#E5Ic kD, ORMEORERESHNHO5DNE I LD
DT, TOXIBIERAD 5 bNBEEIHE NIz
B BHIL, BB, HEFIEBOERPFRI L ENH 5,
11.1.3 FREEALDX (0.1%)
BERE (BFCRE. B - B, FLWER., B0
BVITHEER CBREY DS > HEOMER) 2&7- L. kB
AL RAIBITTAIENHAHDT, BERELN D SbN-E
Hlix, BE5EFRIET S &,
MNA1.47FT745FY— (BEERH)
11.1.5 1EIEARIAREE (0.1%)
CK E&., MHRUORHFIA /a0y RS IOFEET S L,
11.1.6 BERFES R 7Y R—Y R, BRFIESE (JEERH)
AEHEEFIZOE, 2. 2R, SR, 28, BOBSOER
OFBICERT AL HIC, MBEHEOREEZTORE+DHE
BETV., BEEPRDONTEEITE. 4 A VEFIORE
REDOHNRMBEZITO &, HTICES % EORG %G
il Eo ERPRESNTWAS, [1.1. 1.2, 8.2, 8.4,
9.1.3 BIA]
11.1.7 {EMAE (BEEERER)
MR, R, B, RE. EER. BEEESOMIMEER
RO SNIAGHIE, E5EFRIEL, BYRMEEITS 2 &,
[8.3. 8.4 ]
11.1.8 &=5 (0.4%)
11.1.9 |BENINE (BEEAH). BmEEL (0.1%)
11.1.10 FHEEARTE. REFRRIRIIASIE (SAFEARA)
JHEERAE. BIRIMEEZDIMBRERESRESNTVLEDT,
BREZ 75170, BUN. KofE. W OER. HESHE
SNIBEICE, BE5E2FIET AR EETNRABELZITO &
[9.1.4 ZHE]
11.1.11 FHEEERES (SEAH)
AST. ALT. v-GTP. Al-P ® bR %4> FFHEERED D 5
ONBIENDH 5, [9.3 R]

5%LIE 1~ 5% 1% i SEEEANER
NER. MfmE|HF WV, 8. |) N — T EEBEE, O
AR MER| D DR IR (#E. VER—|K< U< #
FGE . BK[ERE, EE,
B e, I & E ] EE
BHRIS, B (RIEE. R
HEEER|NERITE.
PHRE. ANELUL | 5EE .
B EEE RAES). EHE
£, LR L RERE. EE.
B R EER S, R
B, Frigsh | A 6 g
. SPRERE., | E BERE.
HEAL, KB B RSB
. BB . LSRG
TR TE. $EEL. MPE. EEE.
RE. 28, | K78, 2
EE. BRKR|ETEH. T
o FEERER. | B I AN BEE
P R | (R
BRHIE. =,
FEHR, B AR [
=, HEE. &
R, KK
. OR
- N
B).\=v7r
KRG FrEERE
PR, 35
T
THY VT EE., STEBETEE, 2 &5 B &
R M |H. VAN | 6202 DIX|E. KETLE
7 (HEERE D . BEIR.
H).VAFAR|OD LD,
SERSL SRR V7. EERERETNE, Y
E A | —F Y VIE
fREE, ERERZE
. ERER([EER
FAE
SR, BILFE |DETUE. 6 3 0 R
MRy K IME . |& FaDE
FSRRVAR < (ol
, E. DEBEXRE
s # (ST,
QT &K, %
—EREZE7 0
v 75
FE . D BR. U5 AR AR,
MErE. BEE. (HEBR. BB EEE. 50
TR BN %K. B [ HEEER
R BAULE | Z“EBX. H
Hifr R on
OEER. 8
Mg, B8
iE MR
B, AR
BRI | AL AR
AIMERE A (2. FEE
B I BRI 2 | BB GEE
BRI A | EERE ., 47
TFHREREE 2 BBk S, B
IF B BRIk D | | BRI N
itk HIREZ ., ) (RED. M
VONEREAD R Z. AT
DRVZVAE> & -1 B = B <l o
%, NEJU|F. AT Y
EUETR AUy MEER
~hZ7VYUw b
EETR
FassF o\ Tas s F | mme R R
SpaRUA & T, A& LA AL E 1
B Pl BB
ALT R |AST Lk & .|EWiFF. Al-P|FF4. &E
LDH E & .|, LDH/{&
e y-GTP  E|F. UL
AP ER|EV ER B
vyiLe
N




S%LLE | 1~5%KM | 1%k | SEERH S%LLE | 1~5%kiE | L%kE | SEEAH
BUN LR . |ZL7F=>|r R EEI |AEED. B 13T [EHE. .
BUNEF. | L 5. . B B, | BE, BB, |5, FLEERE.
ER. RLE| ROy ) T, BT |WEE. VIR TR, SMEE
B2 -7y kR, EEARD. B, BEE. | EEE, B
REVILE a7 ) oy . FER. |V R LE
g LR, R EREE. FNNECD. 5|, B
= NAG 5. R U LETR . |HE. B, K| R
HE R, 7 B U LR R, B . RES
H&EER, @ T ru— U HidL, 7. | Y. T
R D EF Mo, RS [REEZ. RO
i ER B R WELD. WE|BE. HER
b, REED IR, B [MeRIE. 4B
- T [y . A . A
i g%ﬁ%ﬂm o . . | BIIRIE
W e FENE T SARE. T
gl Z0ht HEYE, HIE,
BT, PR
HE, LEE MEFE, = Bk, S
ey B RS 18| RS, s BEREE.
BEUE &, KL, 7 |BUE Egﬁi\ BhH
DFFRE, B EF., &,
N LA LD GEE LR,
IR, R | AG k8 .
- MR, B A/GET. 7
. BRLE LTIy b
EE. BBIR. ., 773
B S R VETR.
CKER |08, JV|BHoE, &l msT ol Jua LR,
F U — L EE. KRB B8, o AT A
. HDL- 2 @ REE M FE . | > 2 ) > 480 A 7Ha—L
L 25 a—)V|EEImE. A8 LA
R MU S| ERBEE. =
e VtI4 FElaLaFao— 13. ’@Effgb-_'
s ERI (- 13.1 fEIX
ETF HDL- 2 L % SVE D B RER N O TR B RS 1B W T & 1,260mg £
7ua- L& TERENIERICBERRRS S NZBRAICB L TR,
vz " fEIR . M0FE FR. 4R, EHESORRASHE SN TV, S/
UK ET 7% 195mg ¥ TERREMIIA LI/MRICS LT, —BIEOER
Egé\ THTEZS Wﬁ?‘ﬁﬂﬂi&\ ‘(Egi\ {ﬁﬁEg?@ﬁﬁb)%fﬁbeo
K[EXR. R LREBR, 13.2 WiE
— B, IR PR BHROBHHESIERTH S, MEBERIIERTEVEEZ
WEFRAER, L Bhb. &5, MARFOTHEENEZ SN HBEETOHE
*o< 0. B ICLEET B &, [16.7.6 2]
A
B, RER RO F 0 F 4. BALOER
BARE, |7, MR 14.1 BRABOER
. BB P RE 14.1.1 NEOFORABVFICRET 52 &
i e 14.1.2 PTP @20 L PTP ¥ — rH 6B H L CIRAT 5 &

DEETHT L, PTP v — FORKICE D, BHOLHATHSEE
MEARIA L, BICR3EA 2B I L THRAREOEE L&
FEZFHET LI ENDH 5.

15. ZOfDER

15.1 BRIREEAICE D B

15.1.1 FANC & 20 FRERAHOERESHE SN TN S,

15.1.2 SVE TS S N7 3RANE IC BB U 7R R (RERAND
HE - 203R) 2 BT 2EMBEENRLE Lz 17 OEKRHRICBN
T Al GUHERRBHRER ST I L R GR &
BLT, BEEN 1.6~ 1.7 BEP oL OREDN DS, FER
L TH o1 DIER (DAL, BREE) UIBIYE
(FHRZ) ICKBHEN S 72, BB KHIO 3 5B (5938
Bl FHFER 82.4 7% ; 56~99 i) Tld. TR UMMERE
(MZEeR, —BIEMR MFIES) OFRRENTITLREHEBLT
mirotze Tz, SHETOREEFEICB VT, RSB HRE
HIRERIFRE R S AR ERICHES T 2 L DG
Wi,

15.2 FFERAREHERICE D < 185k

15.2.1 ot (VA Iy ) OBFARERBICBNT, 2
IRIEE (M~ 2 3mg/kg/HEL L. #Z v + 10mg/kg/H) &
O TEEEE (M~ 2 3mg/kg/BLLE) ORESHEED L7
WESNTVWE, CNSOEFIT>wECRnFT a5 s F
VOLEREBEELLEMELTELHMENT NS, TY bPOAS
ARHEREEICB W, 60mg/kg/H (REBEFHERAED 100



BICHHY) OMOHREH CRIBREBEEOREHED LA PR
HINTns,

15.2.2 $ VO REROBRSRBICBLTHO S NoE (JBR.
RERY. REA) 7% 48R ~52 BRSO 25mg/kg/ AU EOR&E
T R PR B 0 T RE AR FRAR AR T R A 39 AR O
S50mg/kg/HU EOBABTHE SN TV S, WERTIESS
V= IVHROEB O KRB T IV R CIERE A B D BE
DB LIbDEEZ 6N, kB, INH6RBEWDOL b
iHtHIcB T 28E (1 HE 15mg/HS. 20% 6 HRE
30mg/H RERZEOHREE) 39 LETHICBI5EED 5.6%
DFRTHO. /2. B MEHFICBI2EMED 5.4% KT
Ho7,

16. FEMENRE

16.1 MRE

16.1.1 BOgS
R 20 flic 7V S5 —)L bmg % ZEER B ERE R G L7z B,
BAAEEEIIEA 61 BT 57223,

TIETS T —)l omg BEHGROENHHE ST X —5

n tmax Crax ti/2 AUC68hr
BoR (hr) (ng/mL) (hr) (ng - hr/mL)
6mg §E X 1 $E 3.6£2.5 30.96+£5.39 | 61.03%£19.59 [1,692.9+431.7

(HgfE +RERZE. 20 f)
16.1.2 RiEHRS
TR 15 flic7 VS5V —)L 3mg &% 1 H 1 [ 14 HERKER
U7k, 7V ETS IV - LoMERREEHRE 14 HE CICERREIC
FE L, RERSHOBEREREIZN 65 BETh 7Y, [7.1 SH]

TIET T - 3mg RIEZGHEOENBHE/ ST A —5

(tet tmax Crmax ti2 AUCo4nr
- (hr) (ng/mL) (hr) (ng - hr/mL)
oy REALE 3.7£1.3/12.00+7.96 - 159.0+95.1
18H ERH _
(OPC-14857%) 18.4+8.6| 0.63+0.63 8.2+8.2
7 678.0
s REALAE 4.243.4144.26429.28/64.59+15.39| | 113 0ux
14 HE ERHE %
(OPC-14857*) 6.2+6.7/10.88+£6.42|110.23+64.94| 185.7+93.4

(- EHHET, PHELZERE. 156)
*OEERREY. ** RS HEERO AUC

16.1.3 YIRS HHER
TIETSIV =i 6mg [JG] ETEY 7 7 AE6mg %, JHAA—
N=ZFlickznzn l g (7IVESIYV—)Le LT obmg) =EBEMRA
BHICEERREERORS LR 7V ST - LBELHE L. B
5N BEEIRE/ST A —% (AUC. Cmax) DWW T 90%EHEXEIEIZT
KA 217 - 7455, log (0.80) ~log (1.25) O&EEATHD . W
Al OEMEHREEITER S NI

(ng/mL)

1 45

;E 40 f —e— 7Y FV—LEE6mg [JG)

7 gg i!'" —o— TEYY 7 7 A $E6mg

é, g Mean+ S.D., n =19
25 i

7 |

7

Vi

|

)%

b

=

12 24 36 48 60 72 84 96 108120132144156168
HE5& DR (hr)
EMBREIST A =%

HEI)ST A~ BEINT A -4
AUCo-168 Crmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
FUCTTI—
+ + + +
it o [1G) [ 160-69£319.95| 35.00£7.05 | 2.4%1.6 | 57.96%17.50
IK”();;”% 1605.30+356.98| 33.86+7.18 | 3.041.6 |59.25+20.30

(Mean+S.D., n=19)

MEEFREN N AUC, Cmax FED/8T X — 1%, #ERE OZR, FRO
FRAUEE - RS ORBEMFIC L > TR E 2 RENH 2.

16.2 DRUX

16.2.1 BEDE
REFEAICT ) ET 5V =)L 3mg % 22K IS AR ICEEREOHRE L
B, 7UES IV =)D Cnax XU AUC ICRIZTEEOHEIIRD 5N
o710,

16.2.2 $@HANA A TFRASEU T o«

BEERAICB T 27 YT T — VEOREROETNA F TR, 5
YT I1E87%TH 72" (HEATFT—%),

16.3 9%

16.3.1 DBiE
BERAICBIS1H1E7YESS Y —) 3mg REZORSEO Y
AL 8.86L/kg TH o7z, HEDBERAICBIZTIETTY
— 2mg BIRNIZ SO AR IE 4.94L/kg TH- 72798,

16.3.2 MEEBRES
REMEOMBEEAFKEERIZ OB LET, FELTT LTIV EREEL.
BHESICBVWTILT 7)) v EOREBERIZE U2V, 72, ERHD
Td 5 OPC-14857 DIMEEAME AR S 99%LL ETdh 5 (in vitro. F
EBEATIE) o

16.4 {38
TIET TV = VEEICHETRBE S N, wREEZ R IE DR v, F&L
T CYP3A4 & CYP2D6 IC & » THiKFEL & KEELZ 21T, £z
CYP3A4 12k > T N-flR7 LFWALEZIT 5. BikFEAE (OPC-14857)
AIFERICBF 2 ERED TH S, OPC-14857 37 VKT S5V —)L
(RE(E) ERAEORBBERERORBREICL > TRE SN, EFR
R (%5 14 HE) TIERZEEFICNT 5 OPC-14857 @ AUC OEI& 1
#27%TH BV, [10. BHE]

16.5 HEitth
R AICIAC EH# 7 U 75V — )L 20mg 2% 5 U7 B 5 5 A
HEDK) 27% K O 60% 1 T NZENIRA R O EFEHICHEt S Nz RE(L
(RIZEPICH 18%HEE SN, RCi3BHshzr >0 SEAF—
%o

16.6 HEDEREHIDEE

16.6.1 BikEEEEEE
BEOBMERENRERE 6§ (7L 7F=>2 Y7 F > A<30mL/min)
ICBITHHREBETIE, BHAEREEIC K 2 MBI READEZ 13D >
7212 (AEAT—%).

16.6.2 FTHEEEEEEE
FrtgREmEWBRE 19l (Child-Pugh 2% A~C) KB 5REBETIE.
JFEEREIC KD 7 U T TV ANOEEI D> 728 (EAT—%),

16.6.3 SinE
BFEE#HRE (658LE) K7V ESS Y =) 15mg ZBEEOHRSE L
BOZ) 7Ty AR, FEEBE (18~641%) LK 20%EAH, -9
HEAT—%). [9.8 2]

16.6.4 1475l - EUE
BERAICTY YT S5V —)L 156mg 2 BEROHRS L-BO7 IS5
VoL OENFEEICHEZEIAR SN -7, T RAKRERETO
BEFBRTOMR BEZ 7V ETS Y - VOEYERRICHERZ 52 5K
FTlED»-7125 EAT—5).

16.7 E¥HEEIER

16.7.1 ¥=ZIV
BREAICB LT, CYP2D6 OIREER2ET AF=V > l66mg &7
YT IV =)L 10mg OBRICED .7 ) ET SV — )LD AUC I 107%
HEL710 (REAT—%), [10.2 SE]

16.7.2 NXOFt&Fv
B AICB VT, CYP2D6 OEEERAEZET /0%t F > 20mg &
FTUIETSSI— )L 3mg OFtHICED, 7Y Y75 =)L ®D Cmax 36N
AUC 3 ZNZN 39% KU 140%#h0 L7=17, [10.2 2]

16.7.3 4 bZ>3FVY =)L
BEBRAICBWT. CYP3AA OEEMERAZET A4 73+~
100mg &7V STV = 3mg ODHfFHICED, 7IVESTI—LD
Cmax U AUC 1372121 19% K% U 48%3EA0 L 72180, [10.2 Z8]

16.7.4 v FV—=Ib
B AICB VT, CYP3A4 OIREERZET 54 b a5V =)L 200mg
EFTIVETSSII—)L 15mg OFFEICED, 7Y Y75 — )LD Cmax pr3e)
AUC 3 ZFNZN 37% RV 63%EM L7219 JEAT—%).

16.7.5 AILNYEEY
MERFAE M RABBREESE BT, CYP3A4 OFEER%
BT HANNTEEY 400mg &7 ) TS5 —)L 30mg RS
L0, PUETS IV =D Crnax KU AUC IZZN2N 68% 1% U 73%K
TL220 SEAT—%), [10.2 2]

16.7.6 ;EIER
BERAICBVWT, 7UET SV —)L 15mg %5 | BRE%OEER 50g
BET, 7VET IV =D Cnax B AUC B ZFNZN 41% K% 51%
ETRLZD WEAT—%). [13.2 2]

16.8 ZOfth

(PUEFSY—)LiE 3mg [JG])

TUETSF V=) 3mg [JG] 1&. [EESRL 5 ROBFMA O£
HRSEEREBE T A T4 > (P24 42 A 29 H HAEEF 0229 5
105 Bl 2)] IcED&E, 7Y 5V — )it bmg [JG] #iEHslH -
Lzl &, IBHZESHIE L EMENICRSEE AR EIND,

(FUETFSY—ILEE 12mg [JG])

TUETSSV—)LEE 12mg [JG] &, &8P R% 2 FEOEFREH LY
FHRSERBR T A RS A > (PR 2442 B 29 0 HAREF 02205



105 Ak 2) ] IcE&D&, 7IYET TV — g 6mg [JG] % MR &
Lic& &, BHEFHFFELL EMENICREE AR ENTS),

17. BRPRARE

17.1 BAERUREMEICEET B

(RERFBAE)

17.1.1 BN MEHER

(1) WHERFERE 242 % RHRICHEH U 7z EH0 i E 58 BRI
BWC, 7IEST Y- emg/HEMKARES L, 24mg/HA B & &
ELT1HILEXE2EAMEORS Lz, FEFHEEE Th 5 mit
SfFEEEEICB T AWERY I TITRT EB 0 T MAERIEICHT 5
BIENRRD 5z,

X RAES] Ry

TIVET T LR E5E

BIfEFASEIRSEREE 1. 120 IR 93 (77.5%) CTd-7z. ERBIWERIE.
REE (fE) 36 i (30.0%). 7H¥ V7 266l (21.7%). &¥k 25 i
(20.8%) BEAUCRIR 14 61 (11.7%) KOHHRE 13 4] (10.8%) TH-
2o

(2) MAKRFERE 243 2 HHICEME U 7o FER IR B SR
BWC 7TIESTY - emg/HEMKAR S L, 24mg/HABEHE
ELT 1 H I EXE 26 EREORS Uiz, EEFHEEE Th SR
SREEICB T HERY I TIORT EBD T RERFEICNT 2
B TD &5 N1,

117 47.0% (55/117 fi)

X RAES] Ry

TIVET T -V 5EE

BIfEFAFIRSEE 1. 120 7R 87 B (72.5%) Td-7z. EBIWEMIE.
RHE (FE) 4261 (35.0%). 7H 7 1761 (14.2%). R 17
(14.2%) . (AEFED 16 6l (13.3%) ROBHARRE 14461 (11.7%) TH
27,
TRCOENEFRRBRIIERERECERSN TV I/-D BET S L
TRHROIEERN RO SENEPEDPIIBIES N T WAV, [7.2 BE]

17.1.2 BNREIRSHER
BKAARUEE 2 ADEFMEEBE & Uk 25 AR RSO ERZS 3
AE (6~24mg/H. && 30mg/H) TO. MERFERE 204 flicB
\J 5 BRI DB RS 13 41.2% (84/204 6l) Th-72, [7.2 %
]

17.1.3 /BN MAEEER

(1) SEHAEAER
MARFEOSMHEEHOBEEZNRE LI 455 01E 6 BEREGD T
TR EERHEEE (310 F. 305 F1. 420 41) IcBWVWT, 7
JETFIYV =L 7T ARBEE HE LT PANSS @ REEE 7% E D1
EEERICYE Lz, PANSS 2REAR S (H9ER) & 7IES
ZV—VEFERE (15, 30mg/HXiE 20, 30mg/H) ) % 4 ERE%S
L7z 2B Cld. 7o AR8E: —2.9 (102 6l). 15mg/HEE : —15.5
(99 ). 30mg/HEE: —11.4 (10041) Xi&7F++RE : —5.0 (103
Bl). 20mg/HEE: —14.5 (98 ). 30mg/HEE: —13.9 (96 ff) TH
D, 7UETSV— LEFERE (10, 15, 20mg/H) ® 27z 6 R
BEORBTIE. I RBE —2.3 (107 1), 10mg/HEE : —15.0
(103 %)« 15mg/HEE : —11.7 (103 #l). 20mg/HEE : —14.4 (97
Bl) Thot (FRETITERBEEOHBRERIE p<0.01) Y,
%5, 15mg #BA HEMERS 10 X3 15mg KRS FVE NS T
EFY 2B LN TV, [7.2 2E]

(2) BRI
LERICH 5 BERAEFERE 310 120K E Lz S RAMEBEZE
EMLEHRE (26 BRIHRS. 15mg/HE) KB\ T, CGIREEDH S
1% PANSS W CHHEZEH L. TEAMEHEEE 2 [EEALER
POEFFTTOHEIE Lz 7IET IV LR T I RELBLTH
HOEHEEN SO B ESE,. BRETCOHMEZERICER L
(p<0.001. log-rank #E) ». BIfEFAFEIAEE X, 153 filH 76 F
(50%) Th-o7z. ERBEWERAIZ. REE 36 F (24%). 7H¥ V7 11
Bl (7%) AL 11 (7%). 5RO Bl (6%) RURE S il (5%) TH
27z, [7.2 28]
#) WEBRIFEERE LORBRERT, BREREBE L. [FH
gl (RS L] ENE] AE] M&EEL]. TFEEEL]
[EHE], THERRE] CEME L7z,
F) AEOERS N-FHERCHRIE. [1 H6~12mg #FHEHAE. 1 H
6~24mg ZHERARE L 1 @YX 2 I TROKET 5./ TH 5,

CUBMEEICH 1T BIFERDEE)

17.1.4 EMEEFHRRER (GHAEER)
BRIEY — NUIRAHICY — R22 LWE [ BEERE (256

119 31.9% (38/119 )

HERUTHBHERBICBL T, 7Y ETT V)L 24mg (REHIE
U 12mg ANOBEAEE) % 1 B 1 [6 3 EBS U5, BRI
B3 JERFHENE (Young-Mania Rating Scale. YMRS) &t
HON=Z2F4 Vo 0E(LE (FE+FEFZE) 3777V -
B—12.0%£12.9, 75t RE—-6.0214.4 T, BEZEEL ZD 9S%EH
XEIE—6.0 [—9.4,-2.7] THV ., MW EBEREVRD 5Nz
(p<0.001. R—=RF 1 AERVETHEE L2358 27,

RASFHIEREICHB T D YMRS BFHHON—Z2F 1 »h 6 OZE(LE (FAS.

LOCF)
- T RBEEE ORI
YMRS &&tsi )

BRER e P N—AT4| Bz
4 FACEHERE | > 5 D% | [95%(EHE pfE

L& X ]

75 REE 125 |28.0£5.97(22.0£15.23| -6.0+14.41| _¢ o
TIETS [-9.4, | <0.001

g 122 |28.3%5.96(16.3%13.37|-12.0£12.94| _, 7

(CFHELEERZE, a) X—RA 71 VMERCETHE L2800

BIfEFARBSEE X, 123 FlF 74 61 (60.2%) Td o7z, EREIERAIL.
THYYT 2360 (18.7%). R¥E 14 B (11.4%). RHERE 11 f
(8.9%). MEM: 11 B (8.9%) RUVHERZ 9l (7.3%) T -7z,
17.1.5 REBRSHER
(1) EEHEEHER
SR 2T LoARH (99 Bl AAENRE 3262 &) ZRRIC
FEfi U7z 77t A B S BRI TR SRR BLW . 7TIE ST
—)L 12~30mg % 1 H 1 | 22 @8R5 L7zk. YMRS A&t SO IE
TEOEBYTH -1,

YMRS &t 0 (FAS, OC)

P B |~—251>| 4@ 1238 2
FouAEE | 42 | 8.647.58 |11.9+12.13]12.4£13.98|12.1+14.33
7')_");;7 54 7.4%7.02 | 6.6+9.37 |6.9511.36|6.3+11.54

(P9l + 1RHERE)

BIMERRBEE L. 54 B 39 B (72.2%) TH -7z, EEIERIZ,
THYIT 1T (31.5%). #&E 8 Bl (14.8%). EF#E18 5 il
(9.3%). WHERAE 5 5] (9.3%) KOVEEZ SHl (9.3%) THh-o7z.
(2) EARER OREZEHA)

fEFBRE e T LIBAL - REFIR OZRATIHE (59 fl. BA
ANEE 11 flagd) 2dRICERLFERRBRICB VT, SOLER
ELUTREEY F7 LNV T O by L0nThhy 1 AOMET
T 7SIV =) 12~30mg % 1 H 1 [ 22 RS L7 F. YMRS
BETHOEBIETRO LB D TH 72202,

YMRS &t (FAS, OC)

il NR=2F1 > 438 1238 2238
55 30.5+7.75 | 13.1£11.63 | 10.4£11.69 | 9.7+11.84
(FHME + FEERE)

BIfFFISEBRBAE L. 56 Bt 39 fil (69.6%) TdH-7z. ELEIEMAIL.
REHEM 11 61 (19.6%). 7H> Y7 106 (17.9%). {EHR 7 f
(12.5%) KRORE 7] (12.5%) TH -7
(3) ERERFREER (ROREXEHA)

BRI EY — FYIZRAEIEYY — F2 2 L2008 [ BEERE 41 f
ENRICER L FFEMHBICB LT RARERE LTRERY F 74X
WEALTaEEF N T AowWTRAY 1 FIOFATT. 7IEST -
12~30mg % 1 H 1 [ 24 BRE#H S LR, YMRS &t ROMERII TR
DEBVTH 720N,

YMRS &Etmo#ER (FAS. OC)

Bl% NR=2F4 > 438 1258 2458
40 23.2+5.50 8.8+8.46 5.1+£7.19 4.4+7.23
(PHfE + EERE)

BIfEARBEE L. 41 Btk 38 B (92.7%) TH -7z, EREIERIZ,
THYYT7 1961 (46.3%). 1EER 11 41 (26.8%). #R¥ 9 fl (22.0%)
KOBEDL8H (19.5%) TH-7z.

18. EMFIE

18.1 {EREERT
TIETITI—=iE. R8Iy Do BEMEH ST T=A MEF. /83
> D3 ZEAED T T=Z MEA. 0 b= 5-HTia FEGKRY 7 T=
ZMEAKR O T b= 5-HToa ZHMET V¥ T= A MER Z R
HHTH D, PHELEFIIRETH S0, 2N s OEEERPERICBY
HERAKICES LTS bDEEILNTVS,

18.2 SZEFHAME
ZHRMAEARE T, MHEZB e PRSI Doy E MRV Da B ML
O b= 5-HTia X't bt o b= 5-HToa LEMEKICH L TEWEM
HERL, B PRSI D4y O F=2 5-HTe, B hEB R >
5-HT7. v bRBEE ai-7 FLFY Y RO e 2% 32 H 251F
ICHTEEOBAME 2R L7230, o AL A A ) > M. T v DI
LAHY Y Mo RCEIEY MEGL AN Y ¥ M3 ZEBISR T 2 M
&S - 7239 (in vitro) .

18.3 RINZ Y D2 SBHEH 7 I=Z MEA
RS Y Do ZEMICH LTS 7 I=A & UTIER L3039 (in
Vitro)s XTI ARVT v MIBWT. RIS I B MRIEE S TTE L 72
RETIE RS Y D2 ZARICHLTCT Y T=A M E LTERAL, RIS
IUEB MR EESE T LIRE TR M8 Y Do RBBICHLTT
T=ZA & LUTRA L3,



18.4 RINZ Y D3 FBEEH7 I=Z MEA
RNV D3 ZRMBICHLTES7 T=AME LTERLE® (in
VItro)

18.5 O M= 5-HT1a SBAIS 7 IR MER
o b= 5-HTia BEICH L THA 7 T=A b & LTERA L (in
Vitro) s < AR O T b= R 5-k FaF 1 v R—LEEBE
BE2RELSE, Ty MEEEOtOo by a2 -0 U FEAkEIMHE L
723940

18.6 EO M= 5-HTA FBET7 V9 T2 MEA
TYACBVTEO b=V 5-HTown ZBETIZAMIELDFEHSND
FEELZME LN, £/, tub=2ic&s5 v b+ P11 #AN
CaZ @E DM EIHI L7122 (in vitro)

18.7 BiGRIAEREIRICEHET EME ST IV TOEIER
PEEEROIBIEEEZ SN T VWD T v MEEMRLE KIS 2 IMH L AZER
DIEETHZHEEZLNTVWA Ty a7 U7 MRIGEIMEIL 729,

18.8 h9 LTV —EIEEA
YIARG Ty MIBT A7 REIE RFRERTEHNGERICTT 2
NE LTy —EEIERAD EDso ORI, 7ulLFuv Yy v RUNT
RY R=L&DKRENP-73,

18.9 Mh OS50 F VREZRE T 5 FTEFFZE R/IVZ Y D2 BHAFCH
IBEH
Z v N REAEEERSI Y Dy BRI LTS T IR M E LTE
FH L7230 (in vitro) .

19. BSICEBT SEBEFHFR

—f&% . 7Y ET 5 =) (Aripiprazole)

k24 @ 7-[4-[4-(2,3-dichlorophenyl)-1-piperazinyl]butoxy]-3,4-
dihydro-2(1 H)-quinolinone

FF3 1 CasH27CLN3O2

I1&E @ 448.39

R BEOKREOH R TH S,
TEFZRUL, ITH =)L (99.5) NEIRFILAIAFY
FIZRRBITRT <, KITIEEAEBEIT 20,

EE
/ \ H
N NCH2CH2CH2CH20 N o
- T
Cl Cl

22. @&
(PUEFSY—ILEE 3mg [JG])

100 8 [108E (PTP) x10]

5008 (75 AF v /ESE. AT, ERAIAD]
(PUETSY—ILEE 6mg [JG))

100 88 [10 8¢ (PTP) x10]

50088 [F52F v /B, AT, BIRAIAD]
(FUETSY—ILEE 12mg [JG))

100 $& [108E (PTP) x10]

5008 [75AF v /S AT, ERAIAD]
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3mg $E L omg FEOEMFENREMHEE (T 7 7 A §E : 2006 F

1 A 23 HARR. HEERE 2.7.1.2)
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