* 202449 BT (B240) AAEERR A EES
202451 HERET (BB1HR) 871179
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PrigiRE
7ZUEDFSY—ILEE
O \Y
"YEI S —)
ryeogo Vit 3mg TJG)
[o) O e .
71) vJ—)
rykeogS5 Lig6mg UG
[o] O .
71) vJ—)
ryyeoJ7-o Vi 12meg 1JG]
Aripiprazole Tablets
B, MrEERLY
)R- EESOMFEIC LV ERTA &
N 3.2 BB
11 BRRES N 7Y R—Y R, R SEEOECCES Bre | & AR ;ﬁfﬁ‘ : j‘;; @Eﬁ L)
CEOHIEABEHERDRIET 3B ZNHH DT, XF ‘
B5PREMEOBIR - ERICERT 3T &, 15T, BR% o
RFZOBHEES UL 3 Z0ORBREFEET 2SS, A ;i;r: ﬁfG‘j"“ HEORH — | cors
B OB EREE LE 3 S M TN BIBE0H RS & E E:  m
FTHIEEL, BECHE-TIE. MBEOESEDHES B "
+RIATST &L 1.2, 8.2, 8.4, 9.1.3. 11.1.6 SH] olmm 25mm 95mg
1.2 #5CHE>TIE. H5hUSH LTRERNRIET 3158 RE - EH  E
W&z, BERVZORKICHIICHEL, 08, %
8. BR. R, S8, BARSORKCIRL, TOLS TUET TS = e | 16c
BEERDHSONIEBSICE. BS5ICRSEDEL. EHD §e émg ]G
LEESIBLS., BETHTE, [1.1. 8.2, 8.4, 9.1.3. BEE Es  E5E
11.1.6 &gl 7.1mm 2.7mm 135mg
*£H 2 BE 2 HE
2. BZR (ROBEICRIZSLBLIL) o —
2.1 BEREOEE [FERELBLSE2BZNMN55.] ;’ 'J; 7 7‘7» BEORE G C75
2.2 JULE Y — LEETE K - BB O AR D3R L 5 12mg [IG
HETICh 5 BE [PRGRIEER S RS s B2y HE Es  HE
H %] 8.1mm 2.7mm 180mg
23 7RLFY v ERESHOBE (T RLFY V2T 745 LD (4
F U — OREEE, USRI 351 5 BERR S L <13 4. 5?;53;%%
ERMENCHERT 2158 2K <) [10.1 B et oou I
2.4 FAIDHSI I UBHEOBEED 5 5 85 OBUBIERE(C 51T SEHER DS
6. FARUARE
3. #HRE - MR (BARTE)
3.1 #8mk WE. BACE7TIETSY—)LE LT 1 H6~12mg %Rtk
i BRI IR FE. 1 H6~24mg 2RSS L. 1 B 2 [EI25 0 TR
e (1 g8+) 4 %59 %, %8, Ffs, BRICKVEEERT 22, | HEIZ
SURBAKHIN, REEELTO—R, L~ 30mg AN &,
#3mg 1G] |3mg gyl x;j,u yg,w;\; BWE.BAICRTIESSY—LELT12~24mg 2 1 H 1 E
L BEEK A B ROKSE5S 5. o6, FMGAR 24mg & L. . ERICE
IR, EREELO—R, b Dﬁﬁigﬁ@_éiﬁ\ 1 HEX 30mg HHBAT N E,
TIETII— V| 7IEFIY—|Enay TSy, e FuFysu B EE= - EEY .
#t 6mg [JGl 6mg iltiag—2, AF7Y VT 7 i!;ﬁ\&()‘ﬁﬁ;kﬁﬂé?%&a
h D h BRI AR ﬂﬂ%%ﬁ)‘ RIS RT 5 % TICi 2B A ES B0, 23
— . STE IR E S22 R -, 2 A
E: NE 1 — A, b7
T IR oo Ad BILLPIC R U750 AR L, (16.1.2 BT
;fz‘f‘%ﬂ T TI M e, EE= k. (FE%EE)
: & & AFTFUVEHT TR L, R 7.2 AHOBESBIVERNRE LD LS, BEILICHEEICH
KT A B BULHSHMT S L. ERICXHEOBEBIRTESNT

Wiz, [17.1.1-17.1.4 2]
7.3 OFREMRE P SRANCEETHEELD L. HlITHE
KIPEDWR Z R 2 BE CEMERPHEBR LL T \izd,
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DEH>BRBETRIVEBIEREZHEE L2 o HEZHAET
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8. EEREXRNER

(GhgEHE)

8.1 lRR. X&) - &4 - KEHNEHRENZEORTIPRI A L
BHHDOT, KEBRSHOEH ICIEPEOEESEFEREZES
M OIREICRE SR VWEOTET A &,

8.2 BERIEMES b7 Y R—Y 2, BREHESESEOTWTICES
L HHERGEVERDPHERT 2BZNDH 5D T KAEIKRS
X, 08, 28k, 2R, R, 28, BABRSOSEEOH
g - FERICERT A LB 10, HRRXIEZFOBERESD LIZ
ZOBBRF2ET AHEZFICOVTIE, MBEEOHESDER
BHSITH 2. (1.1, 1.2, 8.4, 9.1.3, 11.1.6 ]

8.3 BMMENH S DLNBZ ENDHHDT, KARRGHFIE, B,
BRE. B, R, R, BERESoRMBEERICERT
HEEBIT, MBEHEORESEDBEE 271 [8.4.
11.1.7 2]

8.4 AHIDHEICEL, HH5» U 8.2 R 8.3 DREWEFHNFHIR
THRIEANDHAHI LR, BERUCZOFHRICHFICHAL, &
MmEEER (M8, 28, 2R, SR, 2R, BFOESE) . KIE
TR (BTEE. BEREL 7. EEL. R, BEBRES) oF
BL. COXDBERYH S bNGEEICIE. BESILES2H
WL, BEMiOZE2ZT5LD, FHEIT S &, [1.1. 1.2,
8.2, 8.3, 9.1.3, 11.1.6, 11.1.7 ]

8.5 FEBICKAHHEM D B 520, AFIRSRITRIERE (EA
HAEFEDOBRBEZEOHANIIAFZHEREZHBLICH2PDSHT,
FRIICF v > TV E R VIR SREE) . FRAOMEATTHE. MEERE
B, REZ0HEHHHEES D S DbDNIEORENH S . EHH
FIHEEDERICOVWT, 57 UOBHERUORESEIC+HTIC
SHIAEZTV, RSB SDbNAEEICE,. EBMICHEKTSED
BHT AL, Fiz. BEOREBROREOE L2 ERFEL B
B, RV HSbNBSICIMLEIS U THEY IZRES %
FIEg 28, WEALBZITY 2 &,

8.6 KFOEEICLDAEOEE (BN, Bd) 2RI &P H
DT, REAKEFRIFREOHEB *FREECHEL, AEOE
BN oNTHEICEREEE (BFEOREOERSE) %
EfE L, BDEIIGCCHETZAERZITY 2 &,

8.7 MOFREHMBREZBICIRE L TWAREME 07 F Vi
ErEVWEESICAR2RE5T5E. MIET0S5 7 F VU BENK
TLARHIPEHRTAZEAHHDOT, AfBERZ. &I, FEN
JEfE7Z EOFRRICHTERT H T &,

8.8 Wi NEENHKINT 2BZNAHHD T, FICERBEERiZD Y
AT DB BEEICKF = HE T HIHHICIE. HEICERZBE
TBHZ &,

8.9 AMEICAR, HE. BEOERZELTVAEHFIIH L. K
RS THO BRI E L NRWEAIZIZ. EHEF DRSS,
O AFELEET AT &

(BrERAE)

8.10 HE., ME., SAUZORKEERPELT LI ENHH0D
T, B2 +o1cit0, BEARSNIGEICIZMMOBESE
I Z 570 BT R LEBEITS 2 &

BAERED S DY DB OBRICIIANAEEOAB 2R % ITH S
LoD, KFIDHERITH T ENEE LI,

GUEMEEECH (T DIRERDLE)

8.11 BERAUE LABAICIE, AFOBRESMEDERICONT
MEt L. AFNZEBREB/S LEVWEIFET A&,

9. HEDERZETHEEICHTIIR

9.1 GIHE - BiEESFDHZEE

9.1.1 b - MEKRE. BOEXEZNSDEEVDHZEE
—BEOMEETPHS5DNEBENFH %,

9.1.2 TANAFDEENREN T INSDEEEDS S EFE
REHEZENSELIEPH 5,

9.1.3 FRFXFZDEIEEZETHEE. HULBIBRADOR
TREE. BIIfE. IEREFORKRFEOERETZEY 588

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

-y = -

ATH T &

9.1.4 FEYARE. RHIEARR. BEHE. BOKKEEDERE
MiZEReE. BIRMEESEOMBREREIRESNT VS,
[11.1.10 2]

9.1.5 BRERDEFERUERIBZET 2EE
FEREzBILSE2BENNDH S,

9.3 HikEEREERE
FEEZELSE BTN H 5, [11.1.11 ZE]

9.5 1T47
IR IIEIR LT W S EREE D & 5 A tEIC i, iR LR
PElEtE 2 EB S HT SN HRICOARET H T L. R
BT MREI RS SN TW 258, HTERICHILES,
fHER, PRORPEE . fREL AIECRET. ZRIBES O BEBREIR S
HERIMBER D H 5 b NI EOMEDH D aB. KAEIOEK

HERICBVLWTREOREDNH 5,

.6 1R7LR

BREOEREROCRARBEOREE 2 ZE L. KILOMRY
kBT S5 o b b THITFADBITFREDSNT

Wnwah,
9.7 INR

NEFEZNRE U ERRHABIIER L Th e,

9.8 S

BEORBZHRE LAV SHEEIIRE T 5 &, —RICEIE

BEPMERNL TS,
10. ¥HE{EA

[16.6.3 ZH]

AENZ. FE & UTHREEESR CYP3A4 KU CYP2D6 TR E S

N3, [16.4 ZH]
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SERIHE

BRRER - 1EETE
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2D B RAEMRIEE

HeER<) HAPEALLE 2D | IERE
ARV TMERPERS NS,
[2.3 2]
10.2 HEFE (HAICEETD L)
HHZE BRRAEIR - TEE A W - fabERE T
7RLUFY VEFEMMERTE2ECITBZ| 7T RLFY Y IET7 L
FRERF nnd s, T UEEE a. B 7

DR T RLF
v

BROREAITH Y K
AlD o ZAEKERER
2k D B ZEMRENE
FAEBAIE 720 | MERE

TER RSN B
TNDH %,
AR A PRSI R 2% & | & b 1S R AR A 1 E
NLEY = VERFEER| 50T, BET A2 HZET 2.
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Ve FEF HEICEEER2E®R b ICEEERZET

THIENHHDT, B
By s rEEICKRE
THIE,
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may MeEAzET 2
B-1]

W) R E R E
EBIEBBHDT, W
B934 CHEC RS
THCE.

EyhicHway VER%E
B %o

[NPARNE (= E RS e 28| ARANE RS U REE
LA RSB F[IBEBENNDH 20 EMERAZET %,
T REREHETH L
CHEEICREST A L,
2= FAE A PR AR HE | & & 1 Hp R A R
(BRIE) HzHEBsE2 &N HeET %,
H%o
CYP2D6 [HEER = H | KA OIFRPHERT 2 | KA O EERHBERT
ERGE 521 BENDHZHDT, KFHl|H2 CYP2D6 Z[HEY
FoUr ST |2 EET SR EFERT |5 2O KA I RE
v 5T &, PERIT BTN D
[16.7.1, 16.7.2 =] =




11.2 ZOfthDEIER

A% BRRAEIR - 1B W - R
CYP3A4 HEMEAZE | RAIOERPHEERT 2 | AR O EEREBERT
9 % EH| BENDHZHDOT, KAl 5 CYP3A4 2fHET

A NTAFV—N T | ZHET AR EERT | B -OARB DI EE
FVRAARA T UE |HTE, BERTHEBENND
[16.7.3 ] %o
FFR#EBESR (BICAFOERPEBET 2 | AAOETEREAFBER T
CYP3A4) FHEMER %2 B | BT NI H 5, &% CYP3A4 OFEEIC
ERCE A BQUF:N- 1%L Y= %0
HUNTEE VT BRI HBZNDH 5.
7B U
[16.7.5 ZH]
1. 8ERA

WROBWERNHSbNBI ENRHBHDT. BEEZTDITITVL,
EENPRD NEEICIEBRE 2 HIET 570 EEY) 2 0NE =17
35T &,
1.1 EXGEIEA
11.1.1 BMEAERE (0.1%)

mEEER, ME OB, WRNEREE. SR, MEOXE. KT
ENHRF L, FNICOEODERAN AN HEIL, &5 %
ik Uy (BB E, KOWRE0LGEHE & b ICET 2 AE %
152 & AEFERICIE. HMIROEMPIME CK O L&H
AOENBTENEZL, Ty IF 70 VIREZED BEERT
BHROENDZENDH D, BH. BEANSER L. BHEE. FIK
REE, EREN. PAER. SHEEREAEBITL. TS
ZEDRDH B,
11.1.2 BEEIZAFRIT (0.1%)

EH#E5IC kD, ORHMEORERESH NS SDNE I LD
DT, TOXIRIERAD 5 bNBEIHE iz
B AHIL, BB, HEFIEBOLERPFRI L ENH S,
11.1.3 FREEALDZRX (0.1%)

BERE (BFCNE. B - B, FLWER., B0
BWVITHEE R CBREY DS > HEOMER) 27 L. kBl
ALV RIBITT A EDDHAHDOT, BEMESD 5 bNT-E
Hlix, BE5EHRIET S &
MNA1.47FT745FY— (BEELRH)
11.1.5 1EIEARIARAE (0.1%)

CK E&., MHRURHFIA /Oy FREEI0FEET S L,
11.1.6 BERFES R 7Y R—Y R, BRRIESE (JEERH)
AEFEEFIZOB, 28, 2R, SR, 28, BOBSOER
OFBICERTHEEHIC, MBEHEOREEZTIRE+DHE
BETV., BEEPRDONLEEICE. 4 A VEFIO#RE
REDHPNRMBEZITO L, HTICES % EDORG 2 IZE
il Eo ERPRESNTWS, [1.1. 1.2, 8.2, 8.4,
9.1.3 BIA]
11.1.7 {EMAE (SEEERER)

BRI, R, B, R, EER. BEEESOMIMEER
RO ENIAGH I, E5EFRIEL, BYRLEEITS 2 &,
[8.3. 8.4 2]
11.1.8 &=& (0.4%)
11.1.9 |BENINE (GEEAH). BmEEL (0.1%)
11.1.10 FHEARSE. REPRRIRIIASIE (SHFEAHA)

JHEBRAE. FIRIMEEZDIMBERESRESNTVLEDT,
BREZ 75170, BUN. KofE. W OER. HESHE
SNBEICIE, BE5E2FIET AR BT RABLZITO &
[9.1.4 ZHE]
11.1.11 FHEEERES (SEEAH)

AST. ALT. y-GTP. Al-P ®_EF%% > FAHERED D 5
ONBIENDH 5, [9.3 R]
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YN
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HEE S,
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A
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R BAUTHE | ZBBR.
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COSEREAD | RIEZ . NE
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EET
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S%LLE | 1~5%%M | L%kE | SEERH S%LLE | 1~5%kiE | L%kE | SRR
BUN LR . |ZL7F=>|r o R hEEN |[ERS. BEY. 2T |EEE. B,
BUN BT &E| LR, R, B B, | BE, BB, | S, FLEERE.
HER. RILE|Ryoey ) T, BT |WEE. VIR TR, ShEE
B — 7y kR, EEARD. B, BEE. | ETE, B
REVILE a7 ) 25y | B FER. |V R LE
g LR, R EREE. FLNECD. 5|, EEb
= NAG 5. R U LETR . |HE. B, K| R
HE R, 7 B U LR R, B W, B
HEET, 1 T ru— U HilL, 7. | . TR
R D EF o, RS [REEZ. RO
R B R WELD. WE|BE. HER
D REED RIS, B|REHIE. w8
- T [y . A . A
i g%%%ﬂm E VIR, B0 (BIIRMEE
R RE. BT TR, T
gafih Zoht HEYE. HIE,
BT, PURR
Ei3ZN fE‘f»?J@ MEFE. & PR, S
B RIS, 8 kﬁ%‘ ERY) 8 BEREE.
&, kLI, 7 |BUE EEE. B
DFRE, HE BT, &6,
i RS [ E R g . GEELR.
AR, R B AG k5.
- MR, B A/GETF. 7
. BRLE LTIy b
fEE. BBIR. ., 773
BRI R VETR.
CKER |08, JLA|B80E. Alm|msT F o Jua LR,
F U — L EME, KB B8, o AT A
. HDL- 2 B REE M FE . | > 2 ) > 480 A
L AT u—)V|&EARIME. A5 LA
R, MU S| ERBEE, =
e Vg4 RElzLvATFE— 13. ’@Effgb-_'
o A UVEEL bR 13.1 R
ETF HDL-2 L % SVE O B REER N O TR B RS 1B W T & 1,260mg £
7ua- L& TEENIERGIC2EBREE S NRAICE LV TR,
orz " {EIR. ME S IR, BHSOERARE SN TS, T
FCKET 7% 195mg ¥ TERHEMIIA LIRSS LT, —BIEOER
Egé\ TRTEZS wﬁ?,@aﬂﬂi&\ ‘(Egi\ {ﬁﬁEg?@ﬁﬁb)%fﬁbeo
[ELH T LFEEG 13.2 s
— Ee s N BHROBIHRESIERTH S, MEBERIERTEVEEZ
WRFRAEIR, L 5N5b, B, MAREOMEESEZ S5NDIGEIEFDOFE
*o<h, B CLEET B L, [16.7.6 BE]
A
B, REE B0 F h F 14. BRALDEFE
WAE. #|H . HEREE 14.1 ZRIZMEFOER
iR Eglfizﬁ? ?ﬁgﬁ WE 14.1.1 NEOFORIZ VFFICRET 52 &,
i N 14.1.2 PTP @0 EH|I3 PTP ¥ — b A SED H L TIRAT 5 &

S2EET LI L, PTP U — FORRAUC KD . BV HAHPRE
MEARIA L, BIC3EA 2B I L THRAREOEE L&
TEeHFETHIEN DB,

15. ZOfDER

15.1 BRIREEAICE D B

15.1.1 AN & 210 FRERAHOERES/HE SN TS,

15.1.2 SVE TS S N 72 3RANE IC BB U 7R R (RERAD
HE - 204R) 2 BT 2EMBEENRLE Lz 17 OEKRHRICBN
T FAl%Z GUHEIRBHRER ST I L R G & ]
BLT, BEEN 1.6~ 1.7 BEP 7L OREDNH S, FER
L TH o1 DIER (DAL, BREE) UIBYYE
(RZ) IR BN S o7, BB KAHID 35 (51938
Bl FHFER 82.4 7% ; 56~99 %) Tld. TR UMMERE
(MZEeR, —BIEME MFIES) OFRRENT T LREHBLT
@irotze Tz, HETOREEFEEICB VT, ERHBHRE
bIEERIFURE R S AR RO ERICES T 2 L DG
Wi,

15.2 FEERAREHBRICE D <15

15.2.1 ot (VA Iy ) OBFARERBICBNT, 2
IRIEE (M~ 2 3mg/kg/HEL L. #Z v + 10mg/kg/H) &
OTEEEE (M~ 2 3mg/kg/BLLE) ORESFEED L7
WESNTVWE, Chs0EFIT>wEcRnth a5 s F
VOLREBEELLEMELTELHMENT NS, T Y bOAS
ARHERERICB W, 60mg/kg/H (REBEFHERMAED 100



BICHHS) OMOHREH CRIBREBEEOREHED LA PR
HINTns,

15.2.2 L O REROBRSRBICBLTHO S AoE (JBR.
RERY. REA) 7% 48R ~52 BRSO 25mg/kg/ AU EOR&E
T R PR B o T RE AR FEAR AR T R A 39 AR O
S50mg/kg/HU EOBABTHE SN TV S, WERTIESS
V= IVHROEB O KRB T IV R CIERE A B2 D IBE
DB LIbDEEZ OGN, ©HB. INH6RBEWDOL b
itHIcB T 28E (1 HE 15mg/HES. 20% 6 HRE
30mg/H REROHRERE) 39 LETHICBI5EED 5.6%
DTRTHO. /2. B MEHFICBI2EMED 5.4% LT
Ho7,

16. FEHIENRE

16.1 MRE

16.1.1 BOigs
A 20 flic 7V S5 —)L bmg % AR B EREO# S U7z B,
BAAEEEIIEA 61 BT 57229,

TIETS T =)l omg BEHGROENEE ST X —5

n tmax Crax ti/2 AUC68hr
BoR (hr) (ng/mL) (hr) (ng - hr/mL)
6mg 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 RiEES
BEBA IS BlIc7 VTS5V —) 3mg 2 &% 1 H 1 [ 14 HRERER
U7k, 7V ET IV - LoMETRREEHRE 14 HE CICERREIC
FE L, RERSHOBEREREIZN 65 BETh 74, [7.1 SH]

TIET T =) 3mg RIFZGEOENBHE/ 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
I 678.0
s REALAE 4.243.4144.26429.28/64.59+15.39| | 113 s
14 HE ERHE %
(OPC-14857*) 6.2+6.7/10.88+£6.42|110.23+64.94| 185.7+93.4

(- HHEY, PHELEERE. 156)
* AR, RS HEERO AUC

16.1.3 EYFHIRS R
TIETIV—E6mg [JG] ETEY 7 7 AE6mg %, JHAL—
N=ZFlckzEnzn 1 (7IVESIY—)LE LT omg) =EBEMRA
BHICEERREERORS LR 7V ST - LBELHE L. B
5N BEIRE/ST A —% (AUC. Cmax) 1CDWT 90%FEEXEIEIZT
ARAHEBHT 217 - 72455, log (0.80) ~log (1.25) O&EEATHD . W
Al OEMEHREE I TER S NI

(ng/mL)
1 45
%g 40 f —e— 7Y TV—LEE6mg [JG)
I . iy
17 gg i!'" —o— IEY 7 7 A §Eémg
é, iﬁ Mean+ S.D., n =19
- 25 |‘|Ei|
7
V)
1
L
b
0 12 24 36 48 60 72 84 96 108120132144 156168
B 54% OEERE (hr)
EENREIN T A — &
HEI)ST A~ BEINT A~
AUCo-168 Crmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
FUETTY—
5 g G} | 1600-69319.95 35.00+7.05 | 2.4%1.6 | 57.96%17.50
IE”G;;{@% 1605.30+356.98| 33.86+7.18 | 3.041.6 |59.25+20.30

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

MEEFREN N AUC, Cmax DT X — 1%, #HERE OZR, FRO
FRAUEE - BEEORBEMIC L > TR L 2 RENH 2.

16.2 DRUY

16.2.1 BEDE
BEFEAICT ) ET 5V =)L 3mg % 2R IS AR ICEERE RS L
B, 7UES 5V =D Cnax XU AUC ICRIZTEREOHEIIRD 5N
w70,

16.2.2 AN A A TFRASEU T o«
BERACBITS7 Y ES T Y — VR OBREEOESNA T T RT 5
YT I1E87%TH 72" (HEATFT—%),

16.3 91

16.3.1 oBE
BERAICBIS1H1E7YESSY =) 3mg RERZORSEO S
AL 8.86L/kg TH o7z, HEDBERAICBIZTIETTY
—) 2mg BIRNZ SO AR IE 4.94L/kg TH 7278,

16.3.2 MEEBES
REMEOMBEREAFKEERIZ OB LET, FELTTLT IV EREEL.
EHBEAICBVLWTILT 7YV EOREEBRIZE UV, £, EREY
Td 5 OPC-14857 OIMEEAME AR S 99%LL ETdh 59 (in vitro. F
EBEATIE) o

16.4 {38
TIET TV = VIEEICHETRBE S N, wREEZ R IE DR v, F&L
T CYP3A4 & CYP2D6 1T & » THiKFEL & KEELZZ 1T, £z
CYP3A4 12k > T N-fl7 VF WALEZT 5. BkFEAE (OPC-14857)
AIFERICBF 2 ERED TH S, OPC-14857 37 VTS5V — )L
(REE) ERAEORBBERERORBREICL > TRE SN, EFER
R (%5 14 HE) TIEREEFICNT 5 OPC-14857 @ AUC OEI& 1
#27%TH BV, [10. BHE]

16.5 HEitt
R AICIAC EH 7 U 75V — )L 20mg 2335 U7 B 5 S A
HEDK) 27% K O 60% D T NENIRA R O EFHICHRt S Nz, RE(L
(RIZEPICH 18%HEE SN, RPCiZBHshzr >0 SEAF—
%o

16.6 HEDEREHIDEE

16.6.1 BikEEEEEE
BEOBMERENRERE 6§ (7L 7F=>271Y7F > A<30mL/min)
ICBITHHREBETIE, BHAEREEIC K 2 MBI READEE 13D >
7212 (AEAT—%).

16.6.2 FTHEEEEEERE
FrtgREREWERE 19l (Child-Pugh 2% A~C) KB 5HEBETIE.
JAHEEREIC K B 7 U T T Y ANOEEI >0 (HEAT—%),

16.6.3 SinE
BFEERE (658bE) K7V ESS Y —) 15mg ZBEEOHRSE L
BOZ) 7Ty AR, FEEBE (18~641%) &0 BLK 20%EAH, -9
HEAT—%). [9.8 2]

16.6.4 1475l - EUE
BERAICTYET S5V —)L 156mg 2 BEROHRS L-BO7 IS5
VoL OENFEEICHEZEIAR SN -7, T MAKRERETO
BEFBRTOMR BEZ 7V ETS Y - LOEYERRICHEZ 52 5K
FTREDP-125 EAT—5),

16.7 EYHEEIER

16.7.1 ¥=ZI
BREAICB LT, CYP2D6 OIREER%2ET A+ =Y l66mg &7
YT IV =)L 10mg OBRICED .7 ) ET SV —)Ld AUC & 107%
BEL710 (AEAT—%), [10.2 SE]

16.7.2 NXOFt&F>
B AICB VT, CYP2D6 OEEERAAZET 5/5uFtF > 20mg &
TIETSSI— ) 3mg OFtHICED, 7Y Y75 =)L ®D Cmax 36N
AUC 3 ZNZN 39% KU 140%#A0 L 7=17, [10.2 2]

16.7.3 4 bZ3FVY =)L
BEBRAICBWT. CYP3A4d OBEEERAZET A4 73+~
100mg &7V STV = 3mg DHRHICED, 7IVESTI—LD
Cmax RO AUC I3 Z 21 19% K% U 48%IEM L7219, [10.2 28]

16.7.4 v FV—=Ib
R AICB W, CYP3A4 OIREERZET 54 b3V —)L 200mg
R <A A 15mg OFEICED, 7Y Y75 — )LD Cmax pr30)
AUC 3 ZFNZN 37% R 63%EM L7219 JEAT—%).

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

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

16.8 ZOfth

(PUEFSY—)LiE 3mg [JG])
TUETSF V=) 3mg [JG] 1&. [EESE% 5 ROBFMA O£
HRSEREBE T A 510> (PR 2442 A 29 H HAEEF 0229 5
105 Bl 2)] IcED&, 7YET 5V —)LiE bmg [JG] #iEHslH -
Lzl &, IBHZESHIE L EYENICREZEE AR EIND,

(FUETFSY—ILEE 12mg [JG])
TYETSSV—)LEE 12mg [JG] &, [&BPR% 2 EOEFREH LY
FHRSERBRT A RS A > (PR 2442 A 29 0 HAREF 02205



105 Ak 2) | IcE&D&, 7Y KT TV — g 6mg [JG] % EMERIH &
Lic& &, BHEFHHAFELL EMENICRZE AR ENTD),

17. BRPRARE

17.1 BAERUREMEICEET B5H5R

(RERFBAE)

17.1.1 EREE MEHER

(1) HERFERE 242 il % RHRICHEH U 72 EF0 8 = 58 BRI
BWC, 7IEST V- emg/HEMKARES L, 24mg/HA B S &
ELT1HILEXE2EAMEORS Lz, FEFHEEE Th 5 mit
SfFEEEICB T AWERY I TITRT EB Y T MAERIEICHT 5
BIENIRRD 5z,

X RAES]
117

R
47.0% (55/117 fil)

TIVET T -V EEE

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

(2) MAKRFERE 243 2 HHICEME U 7o R B SR
BWC, 7TIESTY - emg/HERMKAR S L, 24mg/HABEHE
LT 1 H L EXE 26 ERREORS Uiz, EEFHEEE Th SR
SRWEEICB T AERY I TIORT EB D T RERFEICHNT 2
B TD 5 N1,

X RAES]
119

B
31.9% (38/119 )

TIVET T -5

BIPEFIFSIRBERE 13, 120 filh 87 Bl (72.5%) Td o7z EaRIERIE,
RER () 42 6 (35.0%). THI Y7 176 (14.2%). 1R¥ 17 fi
(14.2%) AEREA 16 61 (13.3%) KOEMAR 14 6] (11.7%) T»
272,
TRCOENERRBSERERETEBIN TV S0 BT HL
THROBEEPRD SNDZPEP IS N TRV, [7.2 5]

17.1.2 BNREIRSHER
RRERSEE 2 AEFMER & Lz 25 BRI ERE5E0RNA®ES 3
B (6~24mg/H. && 30mg/H) TO. MERFERE 204 filics
\J 2 B EHIIF OB RS 13 41.2% (84/204 Bl) TH o722, [7.2 5
iy

17.1.3 ;BNE MR

(1) SEEREER
HERBEOBMEEHOBEENRE Lz 4550 6 BERED S
T RRMBEES R (310 . 305 Fl. 420 fl) BT, 7
VET SV =G T 5 ARBEE B LT PANSS @REAF &% &0
BEARICHE Lz, PANSS 2REAFTS (PEELE) 3, 7S
SV — VEFERE (15, 30mg/HXiE 20, 30mg/H) & % 4 ER#ES
L7z 2B Cld. 75 ARBE: —2.9 (102 6l). 15mg/HEE : —15.5
(99 ff) . 30mg/HEE: —11.4 (100 1) Xix 75 AE: —5.0 (103
Bl). 20mg/HEE: —14.5 (98 #1). 30mg/HEE : —13.9 (96 ) TH
D, 7IUESSV— LEFERE (10, 15, 20mg/H) ® ZFHw 7z 6 R
BEORBTIE. I RBE: —2.3 (107 1), 10mg/HEE : —15.0
(103 §)« 15mg/HEE : —11.7 (103 Bl). 20mg/HEE : —14.4 (97
Bl) THoT (BBEET T ARBEEOHENERIE p<0.01) ),
B, 15mg #BA AEMERS 10 X 15mg K DHRFEVE NS T
EF U ARBONTVAEL, [7.2 2E]

(2) BFETFHHER
TEICH HBERERTERE 310 fl2 6% E Lz 7T AREE
ERHERE (26 BREHE. 15mg/BY) I2BW\WT. CCl HEEH 5\
1Z PANSS # W CHFEZER L. FEAWEFMEE % [HEIEBLEIRT
POEFETOHMIE Lz TVET SV —LIE TS REREBLTH
HKoOfEEELN SO SE, BRECOMEEZERICER L
(p<0.001. log-rank 7€) ». BIfEFAFEIAEE X, 153 filH 76 fF
(50%) TH-o7-. ERBIERAIE. REREE 36§ (24%). 7H>¥I7 11
Bl (7%)« A% 116 (7%). 5% 9l (6%) RUMRE 8 ffl (5%) Td
272, [7.2 28]
#) WERIPFEERE LOWERE RS, BRKERBEE L. [FH
WE] [REELE] BEGE] TRE] TREEL] [REEEL],
[FHE L), MHERRE] CaMiiL 7z,
&) AEOERS N-HERCHARIE. [1 H6~12mg #HHEHAE. 1 H
6~24mg ZHEFAEE L1 BE 2 EICH T TROES T 2.1 TH %,

(UBHESIC ST B REROBE)

17.1.4 SMEEEHEERER (EHREER)
BRIEY - FYEAHEIEY — F22 L2 0G| BiEEEE (256

HERLTHBHEHBICBLT, 7IET TV )L 24mg (REHIE
U 12mg ANOBEAEE) % 1 B 1 [6 3 EBRS U7z, BRI
B3 ERFHENE (Young-Mania Rating Scale. YMRS) &t
HON=Z2F4 VP o0E(LE (FHE+EERZE) 3777V -
B—12.0£12.9, 7’5t RE—-6.0214.4 T, BEZEEL ZD 9S%EHE
XEIE—6.0 [—9.4,-2.7] THV., PN LBEREVRD 5Nz
(p<0.001. R—=RF 1 AMERUETHE L2358 27,

RASFHEREICHB T D YMRS BFHHON—Z2 T4 »h 6 OZE(LE (FAS.

LOCF)
T REEE DX
YMRS &&tsi #)

Eidsnic B N2 N—AT4| Bz
4 AR | > 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

(CFafE - BERZE, a) N—2 T VERCETHEE L 723 5854)

BIfEFARBSEE X, 123 FlF 74 61 (60.2%) Td o7z, EREIERAIL.
THYIT 231 (18.7%). iRk 14 B (11.4%). REELE 11§l
(8.9%) . MEM: 11 Bl (8.9%) RUVHERZ 9l (7.3%) TdH -7z,
17.1.5 REBRSHER
(1) EFERHER
SRR 2T LoARB (99 Bl AAENEE 3262 &t) ZRRIC
FEfi U7z 77t A B S BRI THE SRR BLW . 7TIE ST
—)L 12~30mg % 1 H 1 | 22 ;@R#%5 L7zk. YMRS A&t sOHERIE
TEOEBYTH 120D,

YMRS &t (FAS, OC)

P B |~—251>| 4@ 1238 23
FouKEE | 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 |6.9£11.36 | 6.3+11.54

(Pl + RHERE)

BIMERFBEE L. 54 B 39 B (72.2%) TH -7z, EREIERIZ,
THYIT AT (31.5%). #&E 8 Bl (14.8%). EE#E18 5 il
(9.3%). RHERAE 5 5] (9.3%) KOVEREZ 5Bl (9.3%) THh-o7.
(2) EARER OREZEHA)

fEFBRE e T LIBAL - REFIR ORATIHEF (59 fl. BA
ANEE 11 flaEd) 2dRICERLFERRBRICB VT, SOLER
ELUTREEY F7 L3NV T O by L0onThh 1 AOMET
T.7IESIY =) 12~30mg % 1 H 1 [ 22 RS L 7-F. YMRS
BETHOEBIETROLEB 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
(FAY1E + (R )

BIfFFISEBRBAE L. 56 Bl 39 fil (69.6%) TdH-7zo ELEIEMAIL.
REHEM 11 61 (19.6%). 7H> Y7 106 (17.9%). {EHR 7 f
(12.5%) KORE 7 (12.5%) TH -7
(3) ERERFREER (ROREEHMA)

BRI EY — FYIZRAHEIEYY — P22 L2008 [ BEERE 41 f
ENRICER L FFEMHBICB VT RAREREE LTRERY F 74X
WENALTaEEF M) T AOWTRAY L FIOFATT. 7IEST -
12~30mg % 1 H 1 [ 24 BRE#H 5 LR YMRS &tR ORI TR
DEBOTH 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)

BIMEFARBEE L. 41 Btk 38 Bl (92.7%) TH -7z, EREIERIZ,
THYYT 1961 (46.3%). 1EER 11 41 (26.8%). #R¥ 9 fl (22.0%)
ROBEDL8H (19.5%) TH-7z.

18. EMFIE

18.1 ERtERF
TIETITI—=iE. R8Iy Do BEMEHS T T=A MEF. /83
> D3 ZEAED T T=Z MEA. ¥ 0 b= 5-HTia FEGKRY 7 T=
ZMEAKR T b= 5-HToa ZHMET > % T= A MER Z 8D
HATH D, WHELEFIIRHETH S0, TN s OEEERPERICBY
ZERAKICES LTS bDEEILNTWVS,

18.2 SZEFHAE
SEARKEOREE T, M EE F R)SI VDo B R RSV Ds kR
O b= 5-HTia ROk bt b= 5-HToa ZERITH L TEWVEM
HERL, B PRSI D4y B O F=2 5-HTc, B bt hZ>
5-HT7. v bRBEE ai-7 FLFY Y RO e 2% 32 H 251F
ICHTEE OB 2R L 723035, o AL 2 A ) >~ M. T v MDIE
LAHY Y Mo RCEIEY MEGL AN Y > M3z ZEBITRT 2 HAM
&S - 7239 (in vitro) .

18.3 RINZ= D2 SBHEH 7 I=Z MEA
RS Y Do ZEMICH LTS 7 IT=A & LTIER L3039 (in
Vitro) o R AKRTw MIBWT, RIS UEEIEMRREED T L7
RETII RS Y D2 ZARICHLTCT Y T=A & LTERA L. RIS
IVEBEMREESE T LZRETIE RS Y D ZAKRISHLTT
T=ZA & LUTRA L3,



18.4 RINZ Y D3 FBEZH7 I=Z MEA
I D3 ZAFKICHLTHES7IT=ANELTERALE® (in
VItro)

18.5 O M= 5-HT1a SEMFIS 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
BrRASE, Ty MEREBOoru by a—urREAEINEIL
723940

18.6 EO M= 5-HTA FBHET7 V9 T2 MEA
YIRIBWTCEO b= 5-HToa ZEMET T=A ML OFEHESND
TEELEZIE L4, £72, tub=ricksd5 v b Pl AN
CaZ #ED#EMEIHI L7122 (in vitro)

18.7 BiGRAEREIRICEDHET EME ST IV TOEIER
IGHEROIEEEEZ SN TWVWAE T v NEAEBERIS 2 ] L RLRER
DIEETHZHEEZLNTVWA Ty har 7Y 7 MRIGEIMEIL 729,

18.8 h9 LTV —EIEEA
TIARGT Y MIBY A7 AT R FHRE EITEHINHERICNT 2
hy LTy —EREAO EDso [EOHEHIZ. Z7ulTu<vy v RUNT
RY R=L&DKRENP-73,

18.9 Mh OS50 F VREZRE T 5 FTEFFZE R/IVZ Y D2 BHEFICH
IBEH
Z v N TNEERERSI Y Dy BRI LT T I=R & LTE
F L1723 (in vitro) .

19. BRSICBT DEEFHFR

—fg% . 7Y ET =) (Aripiprazole)

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

FF3 1 CasH27CLN3O2

& 448.39

R HEOKREOH R TH 5,
TEFZRUL, ITH =)L (99.5) NEIRFILANAFY
FIZRRBITRT <, KITIEEA LB T 20,

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

22. @&
(PUEFSY—IL8E 3mg [JG])

100 8 [108E (PTP) x10]

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

10088 [10 %€ (PTP) x10]

500 8¢ [F52F v /AB, AT, BIRAIAD]
(FUETSY—ILEE 12mg [JG))

100 $& [108E (PTP) x10]

5008 [75AF v /S AT, ERAIAD]
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21) WEHEROARSEOEMERE (T 7 7 1§ : 2006 £ 1 A 23 H&
. HFEERE 2.7.6.3)

22) #NER  EFNRESERE (5 3mg)

23) #NER A RSERE (8 12mg)
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42) Lo b= 5-HToa BRI Z1EH (ZEY 7 7 1 §E : 2006 F
1 A 23 HAGR., HEERHE 2.6.2.2)

43) v PEAFEERISICNT A1ER () 7 7 1881 2006 &£ 1 A 23
H&REE, HEGRIE 2.6.2.2)

*24. NEREERERCEALWEDES
HAY z 2 v 7ttt BES EHHRE
T 108-0014 HE#HEXZATHEHI3HF11S
TEL 0120-893-170 FAX 0120-893-172

26. BOERFTRES
%*26.1 BUSARSTIT

@ BAYIRUvOKASH

RRLEXZATBE3IIHFE11S

Do
o

001029000008



