2023128 H%ET (B1) BFiEEmRDEES
871179
Bk SERE SR
AR+ 3% 7U l:"7°5 V'— LB
PUET SY-Ibsu3mgn-ns
PUET IY=Is:0mgn-rs
PUET IYVY-Is:12mgn-ns
PUETS J =bzlit-ns . .
FE3mg Fromg
ARIPIPRAZOLE TABLETS 3mg, Bmg, 12mg [OHARA] ARES | 22900AMX00208000 | 22900AMX00209000
ARIPIPRAZOLE POWDER 1% [OHARA] ARZSRAYS 201746H
$E12mg B1%
. ERES | 22900AMX00210000 | 22900AMX00216000
) ER-EMSOMSZICIVERTIZ & AR5TREME 201746 A
1. s — TVETTY—EE | TUET TV —LEL%
Ju — —

1.1 BREMT M7 Y R—Y R, BEREESESOECICESD 12mg [#4—"7] ARS
CEEBIEABEHERNRIRT 2B Z NN HBNDT. FH D-v>= b—l, EE#H ILEARS. FYEOD
BEhIEMBEORIR - BRICEIET BT &, 5. TR Eb FOFy7alt| 7y 7y, b RaEy
RIFZDEEES UL ZZ0RREFEET 2BEICE. A Lu—2z, b RaFyF|Faitia—2x, &
B EOERIEN BRI E L2 S U N 3IS80HE5T EIIF aElera—2, e F|ABALTTL
3T &EEL. BEICHIE-TIE. MBEEDRESDERZ1 HAH—=A, ATT7 YUY
HITFS5TE. [1.2. 8.4, 8.6, 9.1.3, 11.1.688] B/ AYTL, BES

1.2 5[CHE>TIE. H5h UH EEFHERIRIRT 2158 (%7
P&k, BERVZORKICHHICHEL, 08, % 3.2 BFIDMR
8. ZR. SBR. $B. BOBRSORBIGERL. TO&LS P — P

JE =)L Je Y — )3
BEERN S 5 DNBBICIE, B5ICRSEDIL. EEO woes |y T T T
DEEZIHLS. $8BTHTE. [1.1. 8.4, 86, 9.1.3. —
11.1.688] AR - FIE e H&
e E3
I I

2. 2R (ROEECHESLENTE) RE | BE | WE | RE | KA | W@

2.1 EHEREORE [SBRELELS € BTNNH5.] e | @ = =

2.2 NV — VEREREAE - ﬁ@ﬁj%@?*ﬁ@ﬁ?ﬂ]%ﬂﬁﬂ@ﬁm\ Ef:60mm EX:25mm|ER:70mm EX:2.6mm
HETNIHHEE [PREEMEERA EEINL2B 2D =
5%.] HE 90mg 125mg

237 RLFY v EREROERE (FRLFIYETF T4 5 WHT—F |TVETTI-N 3 A-NT|TVET T 6 A—1T
¥y —OREWE. USRS B 5 REREL L< 1 P pr— -
RS 586 12<) [10.125] gy | 0 C77/ME | TUETTY L%

2.4 FAIOHS 15 UBEIEOBEED 5 5 B 12mg ;’;‘ﬂ ”;gﬂ

FEAR - I :
3. 48/ - R i G
3.1 #R% BmE | fmE
— 7UET T =L 7VET T - L e —
3mg [F—/17] 6mg [F4—17F]

14¢eh 145k Ef%:8.0mm EX:28mm

BRI R o =
TIYETSIYV = 3mg |7IESFJ—) 6mg HE 170mg
D-v> = b=, YA ED-v = b—)., KB BMAla—K | 7VETSTI-V 12 F-NTF
AN L, REREC|EE FoFs oLt N
Fo*s7oelenra—x, erorsyy 4 HWHEEHR

—— O—Z, e RFagFFojpiltiu—xzx, ©7 FERHRIE

" Eltru—2, eFagxua—2, X577 ¥ 6. BEZRUEAS
AU—=R AT 7Y Y BBEI T AT L WE. RAICIET U E TS5V — L LTIH6~12mg % Bt
IRV T L BARE B, 1H6~24mg 2 HAEE U, 1EUZ2MEIC 53 TROR
2BTNI=ZTAV—F 595, 55, Elh ERICKDEEHET 52, 1HRE

2N
wms | TVETTIME [ 7UETS L% SomgEHALL &
o 12mg 4=/ [F—17] 7. BERUHEICEHET 3R
e 1gh 7.1 AAIBEEREICET 2% TICH2ARMZET 2720, 28R
Gre) 7UVESIY =L 12mg |7V STV —)L 10mg DAICHEB LW EPEE LV, [16.1.254]




7.2 FRIOREGEIBER/NMNRE LS LD BE T LICHEEICEE
Laoffiitsl &, ERICK2MFOHMIMIESNTL
o] [17.1.1-17.1.43H]

73 OHRHMREP SKANCEE T H2EBELD S, Hirziliak
FREDIRE 2 MG T 2 BE CRIERARILL LT Lz, 2Ok
DRBETRIVEAIERZBE L 2P SHEZHATI T2
P

8. EEREAXRNIE

8.1 lRR. FE - &)1 - RENEFHENZEOR TS LN
HHDT, AEFGHOEH I EEEHEOEE LG 5 2 £ S Hig
DBREICRBESERVEOFET A &,

8.2 HE, MR, BAMFEORMERIENLT LI ENHLDT,
BIEEZ+5IT0, BAEA R S NZIGE IO IBE TR D
Bx5hEHEYRNEEITSZ &,

BB 5 O DB X OBRICIIENAEROHE 2R 2 1S L
DD, KENOEEGEITH ZENLEE LU,

8.3 2MICARZ., g, BEEOERZELTVWAEREIIH L. KAl
BEICTHORMEPE LN VAT, EEFOBE5S,
OUFEDLERT 5 &

8.4 FERRRME b7 Y F—Y A, BRRERESORCICESZ
LHHEREZRBERAPFEIRT 2BENDH 5D T, AFlIEZESH
3. 8. 28k 2R, SR 28, BHOEEO S IHE O -
FERICERT 2L B0, BRFXIEZOBEED LIZZ0fE
BRTF2ET 2BEICOVTIE., MEEORESEOBEZ 0
752 &, [1.1. 1.2, 8.6, 9.1.3. 11.1.63H]

8.5 KA HHELNE I ENHEHDT, AFFSGHIL. BT,
BRI, W, R ER. ZEREESORIMEERICERT S
b, MEHEOREZOBEZ 917> 2 &, [8.6.
11.1.72]

8.6 AHIDHEICE L. 5D LHS8AKRUVSSORNWEHNFEIRT 5
BENH B, BERTZOFRBKEICHIICHAE L. EIMEE
R (OB, 28 ZIR, SR, 28, BAEE). KIOEER
(B BRI, W, Rk, R, BHEES) CFEEL.
COEDHIERDS D 5bNIGEICIE. BESICREEZHEIL. B
fingRs%75L5. 88T ST &, [1.1. 1.2, 8.4, 8.5,
9.1.3. 11.1.6\ 11.1.7%H8]

8.7 FEBICK Au[REMED H 5 H°. ARAKRSRITRIEEE (FAK
EFBOFBEOHSNIIANZERZBLIICHLPPDLST, Rl
FICF v > 7LD R IIRER) . TRIEARTTE. sREtkEE.
BRELZOHEHHMEBES D S5bNI-EOWREN D 5. HEhHIERE
EOERIZONT. 5D LOBERORESICHIICHAZT
W, ERD D S bNIGEICIE. EMICHKT 2K OEET S
Lo Ty BEORERVREOELZERESBEL. ERY
HOELONIEAIIMBBEIIS CTHREX KRG 2dIEdT 52 L,
T2 B #1TS T &

8.8 AAIDOHEEICE D IAEOEE (. WD) 2RI E&NVH 2
DTy RRBEEHIIAEOHR 2 FRELSBE L. AEOLHH
ROOLNTHARICIREREE (AMMEOHEOERSE) 2 FEiE
L. BEIZSCTHYZUEEITS Z &,

8.9 DFEHRELZBICHRE L TWA R EIME S uS 7 F ViEE
PEWSEICAR 25T 5L, METRI7F VIBENERL
HENEHRT2ZEDHLH0T. ARKELZ. &, FENBEER
EORBUTERT S L,

SBI0MENEENKRT 2BZNFHHD T, BICHEEEMADOY
AT DHBHEBEIAFZHET S5, HEICREZBZRYT
BT &,

9. HENERZHIIEFEICHTBER

9.1 GHIE - BIFEEDNSH S EE

9.1.1 i - MERZE. BIENIFZENSDREVDGZEE
—BEOMERTAHSbNBEBENHH 5,

9.1.2 TADAEOEEMRERIEINSDEREEDSH 3 ES
BREREZETNSE2IENH 2.

9.1.3 HERFX IS ZDEIEEZR T 5FE. B U IFHERFDKIE
B, SIfE. EHEFORKRFOBREFZEY 3E2E
MEEENF EATHZENFH B, [1.1. 1.2, 8.4, 8.6, 11.1.6%

]

9.1.4 TEHARE. REIEVR. BB, BOKIREZEDEE
i ZE M e . BIRMAEESOMBEEREIr RESNTVS,

[11.1.10&H]

9.1.5 BREHDEFRUERZEBZEIT HEE
FEREBILS B2 BENNH S,

9.3 IFHEEREERE

HEEZELSE2BENDPH S, [11.1.115H]

9.5 1%

PR SUSIEAR LTV AT REME D & 2 I,

BE EOFHRED

fabttz £ CHWSNBBEICOARRET H T & FIRERN
KRB MREI RS SN TV R5A. FiERICHALRE, (HIE,
PRIRRRE . IREE. AR BRIBIESE O REBUER © A S s
IERPH 5 DN EDREFH D, aB. KAOHEKFEEICEBL
THREDHREDPH 5.

9.6 7R

BELEORRERORBIAREORLEEZER L. RIAOHMKRXIE
hibEBET 22 &, B b THRHITFAOBITVED SR TL

é 1)0
9.7 INR

NREENR E U7 BERRERIIER L Tz,

9.8 StnE

BEOREZBR LAV SHEEIRSET S &, —MRICEEKEE
PERL TV, [16.6.35H]

10. #HE{EA

AAENE, F& U THREBERCYP3A4KRUCYP2D6TR#S N

%, [16.45H]

10.1 A= HALEBWLIE)

A2

HERRER - 1EETE

R - fakRiA T

7RLFY Y
(7F745%Fy—
OERE. XITHE
BHERIC BT 28
B S U < I35
BT 258 %
<)

RAIV
[2.3%H]

7RV DA
TS, MER
TEEZITBEAN
H%o

7T RLFIYET R
LU U EEH a.
B ZEEDFHH T
HO. KEDaBE
AIEWERIC LD B
ZRARH A A B
fi&7z0, MERET
TERD RS N5,

102 fAER HAICERTD L)

FH2E EERAER - T | T - AT
TRLFIUEES | MEBETE2ECTE |7 FLFYYET7 R
FHRREA] TN H B, VU U EEE a .

YRHALY - 7K B ZBRORIEAIT

Ly HO. KAOaRE
AERERICE D B
ZAERIGRAE A DB
frEzy, MmERER
fERP RS NS B
ETNDH %,

e ineiy bl FRAR RN HI R 25 | & 12 FRAR R
NLEY —VEFE | HAHDOT. BET S |EHEZET 5.
TR, FBFSE | EFEETR L.

K A MEICHREERZE | b ICBREERAE2E

MY HIENHEHD|T 5,

T, BRI S EHE
BIIREGIBHZ &,

oy ERZEAT
2 HEH|

oy ER 2 H5R
SELIENDHDHD
T, BEY S EHE
HIRE5ITHI L,

cvicHiay VEH
2HY %,




A4 % ARER - $BETE | WF - ERET
APASINE (3B 4 FoSIUEEER 2 | KA RS U 2AE
LR B B BHET2B8ENDH | KEWIERAZAET

50T, BEEBEH
i 5k CEEICHK
535z&,

Do

& B I AR AR
TERZHT %,

FLa—)
(8E)

HE LN rRE g A
TEfZmsEs 2
ENH B,

CYP2D6HEIEH %
B9 5 A
F_Tr, NaF
tFUE
[16.7.1. 16.7.2%
]

KEIOIER P58
2BETNDH DD
T, KAEIZHET %
BEBEIBHI L,

KElOFERBBEE
THHCYP2D67%[H
EG B2 HARA O I
hEES LRI SB
TNNH 5,

CYP3A4HEEH %
B9 %A
A b5aFY—
V. 77 Au~v
2%
[16.7.3%M]

AEIOIER S
HBBENDNHAHD
T\ KEZHET S
REBRITAHE,

AHOEERAEER
TH5HCYP3A4%H
FI B OEF DM
S LA 5B
INDDH %,

KRAEOVE G
2BENDDH S,

KA O EZNH R
THHCYP3A4DFE
T X O ARA QI
REMETI2BT
NnH%.

FEREBER (R
CYP3A4) #FHE(EH
% H9 HHH|
HILNTEE >,
V77 oy U
[16.7.5%]

11. BHER
WOBWERBH 5bNBZENDHBHD T, BELZTHITL,
HWHROSNBEIEEE2DIET 54 SEY R MEZ1TH
Eo
11.1 EXBGENER
11.1.1 BHEREE (0.1%)
BRI, BEOREA, WNERY. k. EOZLH)., BTE
WHEBEL., TRICOEODDIRENALNZEEIL, KE2HIE
L. RmHL KOWHREOLFGEHE L HICHEYZLEZITS Z
Lo AMEFIERICIZ. HIMIROEMPMIFECKD LA A SN S
ZENEZL, ey IFT U VREEDBREKTIIAOND
ZEND B, BB, BEIERE L. BEERE. PPREEE, ERE
B BUKEER, BHBREAEBITL. BETHIENH 5,
1112 BREIZAFRIT (0.1%)
BHEESICED., OFREOIEREES P HO5DONLZENH B
DTy TOXIBIERDD S5 b G EIXEEIIHIEEZEET
BTk, B, BEHIEBLERPERIT S22 EDPDH B,
1113 FEEAL DR (0.1%)
IBERE (RAARE. BD - BH. FLWER. BRoEis %
WISBHE R OB AM O 5 > EEOMER) 2 &L, FREEA L
DRBITT A ENDHAHDT, BEMEND 5 bNIZBEIC
. HE5EFRIET S L,
MANATFFT4S5FY— (BEEAR)
11.1.5 t&ARRIARAE (0.1%)
CKER., MARVRFIA a0 ERSIIFEETHI L,
11.1.6 FEERRMEY P 7Y R—Y R, BRBESE GEER)
AR EHIIOE. 2R, 2R, SR, 28, BOBRZEOERD
HPICEE T L LI, MBEOREEITS B E+auBR%E
TV, BEDPREDONIEAICIE. A VA VBIFIO#RES R ED
WU RWBZITH &, REKES R EOMGHNZREBE-ES
TEEBIHRE SN TW5, [1.1. 1.2, 8.4. 8.6, 9.1.3%H]
11.1.7 {EII¥E (BEREEANEH)
MR, BRI, B, ER, BERESOKIMEER Y
BOLNIHEHIC., BEE2FRIEL, BYZABERITH>Z &,
[8.5. 8.6%H]

S

11.1.8 & (0.4%)

11.1.9 SEREAERAE (SEAEA) . BBMERIEIS (0.1%)
11110 FHERARAE. ZRERRFIRIMSEE (SEEEAHA)
JHZEARIE. BRIRIMASRE S O MAREIEPME SN TVHOT, B

BE2T0IATV,

HBAEICIE, B2y 2% EEYELE R

2]

11111 FFgEREE (SEAH)
AST. ALT. v-GTP. Al-PO_EREZ S FEERE H 5D
N5ZENH5. [9.32H]

11.2 ZDfthDEIER

BEIh, s, UROKR. REEPRD 5N

152 &,

[9.1.4

5%LL L

1 ~ 5%

1% A3

SREEANH

Rk
R

AR, H#E
. A
%, fEHR

HE WV, B
. 9D
. SR

YVE R=TiE, U
Y R—EB. &
. BRER. K
BHRIG. BEEE
. {ER. MEE.
MERGE, FEES
FEE, 3P %
B SR A AR
=, Hae. 5
BRE. BER
&, Rw, BHER
L. $HEL. AR
fE. ZM., B=.
BRI G A e
AR U R
PHNE. S, g
R, MEARREE. 88
. HFRE, K77
BT, @8 OR
%7, R HE),
N=v ZRIE. i
VR A
SRR

AO R
o< UK
VAN
iE. EE.
2 8 Al 0 e
& R
N
RITE 5
EEEE.
REE),
T #% B A
&, EE.
LRGN
&l RE
mE. BE
EE. B
& EE.
IR 5 &
iE . BB
& K8
B BET
g, NEE
1L REREf
it

AL
FERER | 7
e

HE, BT
HE, VA
r=7 (F
HERH).
IAFAY
7. EERE
=, Rl

HERREE, 2572
DZhIXYH., HR
B, Ooboh,
ARG R, /S—F
> UREERE. IR
BRZE b ERER[E]ER
FAE

SRS PR
& RHIT

i

SRR, I
E

BT, RIR.
fRIE., FEA7HEAR
mE. DEXEE
(A UG, QT
ERE. 5—EEE
Ty 7%)

FRVA)ast:!
. POE

e

. =
O TE
. T
Hi. BN
R, BRI

i

BR. UsAE
%, BHBE. B
%, +IEB K.
HEAER. OW
% OBX. OE
P P LR B i
B A R
B HER

Jiegs. BA
N
&y HOH
B




S%LLE | 1~ 5%k 1%k 91 S%LLE | 1~5%i 1%k 451 P A
1 oI BR G| B0 AR I R A B B, RER. B BoFHF
A, EIER | %, 0 5 R HWEE, B H. ERE
W, B |, R & OEW. ROE | PR,
RIS, 17| 2. FHRKES. B, I REES
RERE A | BEREA M ZOf | (RER | AERD . | EH ETO. B EKE, %
b R OER MR i R, |, SRR, R | . .
. IFBR | 2. ANEVOEY 7R . |, PUEDE. ROET | TR, A
WA, BER|EFR. AY T B BB, MR, B R, s
WME. VY| Uy MEER BEE R HCD. TR e, &
ISR by ruT | i EE KRS | A LT XL
U 2 ISERHE VAR R, MESRHIN. | E. ZET.
2. ~NET oS bY | BE. BORE. RS | BIEBIE .
oy K D AET .| BEELD., BEAREE | 5 AT
LA HU LK | RS, Bl K| HEE. R
7 Mé T ro— | WHPmE. 8E. | R T
& MEF | SORE. WEE | Wi, M
A5 FUSHF | FaTsF L LR | IR . OHIE. $IF. | % BEEE
ETF. A R L E DU HUR, A |E . A E
T S HEh, P HEBIEIREE, T | . BE BG
B VI, BAET. |, B
Bl | ALT LS |AST LS. [ESAGRF. AL-P{E|fF2. &8 HEL R EE LR K
LDHES.| F. LDHETF. . A/GLRE. A| BRYEAE
v-GTPE|#BEC YU LE vk /GIER. 7)1/7‘:
. A-PE| &, BrULL Y IVER. TALT
] ER IUEFR. FRY
B BUNLER. |7 L7 F=> E |7 bR vhLR AU
BUNET. | 5. R#. oo LER. 7O—)
BHR. R|EY ) -5 b L5
WERE 2, REYILE Y SEE 4
LR, RHENAG 13’1?5;15}
LR RikEE SLE O B R BB T O I R 1 B L T B 1,260mg %
7 RIEET. TR R I 2 MRS S N R A BV CIEIR, {4
MARFAD L R MUE ER. SR, MERSORERARE SN T D, R
FREERD . RE 195mg % TEFHIC IR L7/ NRICB VLT, —BiE 0 EHNE,
#HD (RS DFERA T L 7z
RS O | PERBEE. MR, | RS 13.2 8
JEBEsE. FRRA. 4H EHHORIR S IERTH S, MEBETIERTEVEEZS
R ZIR N3, 6. WERFOTEEAEZ 6N BAEZ0BEIC
SBHE 5. KRB | % 7 E BETH &, [16.7.650]
RIS, @5, | #EE, % . -
. . . 14. BRHEDFE
I_f‘ TORHE. B | MHBgE 14.1 ERISHEOTE
: - S— (BURILLE)
B S BEMYE. B RS 1411 NROFORIZVFICRET 52 &
AR, R | S @
it SePE, B3R 14.1.2 PTPRSEQEAHIZPTPY — b 510 H L THRAT 5 &5
TS BRUR SHT AL, PTPY — hOMMKIC LY. S R
FHBZ B ARIA L. EICRSALEB S L CRIBRAS OB 4 & OHE 2 P
R#RE|[CKER |08, JL | S80E. @Ik, | w7 R KA B D BD.
# ZF U —L | ki, ERER | HEE e, M .
& T . |%. mARmE. B8 |t Ry 15. ZOMODER
HDL-2 U | BfespE, a1 | v 15.1 Eﬁ*ﬁﬁﬁlugj<'ﬁgﬁ )
i oy i 15.1.1 AN & B REARHOZATEAHE TN TV 5.
tm ) lHDL 2 e e 15.1.2 SME TS 1 BRANEI B L 7 HAIER (RERSMA)
et | DT by B R) AT BEBEAEENRE UL 1TOBKRBIC L
i TR T\ AHIZ S UEERBRER SR 7S R SR &
FESR V70U 251 FE LT FEERA .6~ 1755 A - 72 & OMENSH 5, FERITEA
YREEMET | B CKET THo7A DIESR (DS, ZERIES) ILERE (i
IS B, THIEZ. K| ME R ) LXK BN S D o7 BB ARIOIRE (319380, F
wEg, QEIRE | K. FRE BIERS2.47% 1 56~998%) TiX. FT R OMMERE (R,
. HIEGEREW . | Ry, FEOR BN MFEES) ORRENT T HE LB L TE, > 72,
Loo< b, BE| Rk F7-. SETOBLREICH VT, BRI S RGO

15

MR L RRRICIET RO ERICEET 2 L OWMEN D 5,



15.2 FEERARERERICE D < B3R

15.2.1 o (7R, Tv ) OFAFEERRBICBELT, A
JriES (M~~~ 23mg/kg/HEL L. #Z v b10mg/kg/H) K
OFREAAES (M~ Z3mg/kg/HLLE) OREHED LR
HEShTWwb, ChsoEERF-EEcRLF e 75
DOEREFELZEELTEILHOENT VD, Ty FOPAK
HHEEICB VLT, 60mg/kg/H (R FHERARD 1005124
4) OMOREHCRIBREBEORAHED ERNMRESNT
Wa,

1522 4 VO REROREGREBICBVWTHO > HOkE (IR,
fE®. MAE) 24ER ~52EMRED25mg/kg/HE Lo F&E
T IRV BR R 1k D JHF 65 0 E 75 S REL R T B 9% 393 P 3B D
50mg/kg/HE LOHBTHRE SN TS, HERTIESS
V= VEROEROREAM AT VEH T CISRE B A HIEE &
RO L7-bDEZEZ OGNz, B, InoREO e MEHT
FICB5EE (1HH1Smg/H#S. Z0%6HM30mg/HK
ERORER) Y VBB 2BEDS.6%LTTHY .
F7z. & METHICBIT BREDS5.4% U N Th - 7z,

16. EMENRE

16.1 MiRE

16.1.1 BOES
AL A2061IC7 ) ©FT Y — Lemg % 2R B AR 3% 5 L
Tz BRI IO LR T o 7z 2

7Y ET T~ LomgHEHR SR OEMBIE T X — 5

P tmax Cmax ti/2 AUC 68hr
- (hr) (ng/mL) (hr) (ng « hr/mL)
6mgE X 15 3.6%£2.5 30.96+5.39 61.03£19.59 | 1,692.9+431.7

(Pl EHEMRZE, 2061)
16.1.2 REEKRS
TERREALSHIC 7 ) TS5V — N 3mgx &% 1 HLE14HBKE
BE LB, 7SIV — L omERREE RS 148 E TIC
EFIREBICERE L, RERSROERFEIIHO65KHE T H -
7zo 39 [7.12H]
7YY TV = 3mgRER SR OENBRE T X -5

tmax Cmax ti2 AUC24hr
AN
fe&n (hr) (ng/mL) (hr) | (ng - hr/mL)
. REA LAk 3.7+1.3 | 12.00+7.96 159.0+95.1
EREY
LHE 18.4+8.6Y| 0.63+0.63 8.2+8.2
(OPC-148572)
o 5 KA bAk 42+3.4 | 44.26+29.28 |6459£1539(678.0+413.09
Egvity]
14HE 6.2+6.7 | 10.88+6.42 |110.23+64.94|185.7+93.49
(OPC-148574) 85.793

(= Bhed, FELEEREE. 156)
a) EHEAEH. b) ol o) BREMEHOAUC

16.1.3 &EYZEHIRIEF 4 ER

(PUEFSY—=ILEE3Mg [F—N\3])
TYVET T —EE3mg [F—NTF] LX) 77 A $E3mg#k.
JUAF ==XV ENZFNIE (FUVESSYV—=)LELT
3mg) BEFERABFICHARBREORES U TSR RE(LABE
ZHEL. Fon/- /X7 x—4% (AUC. Cmax) 122N
T90%1E X B A IS TREETH#IT 217 - 7245 R, 10g(0.80) ~log
(1.25)0#HENTH D . WA OEYZNRSEIHERS Nz, Y

(ng/mL)
20r —o— 7YV ¥T TV —EE3mgl F—/ T |
% —e— LY 7 7 1 §i3mg
i: 15 Mean * S. D, n=15
/
Y
E
2z
7
v
I
Jb
7‘%
=4
1 1 1
0 24 48 72 168 (hr)
BE%EFE
MR RS

SEMBRE) S5 A — 5

R AUCo-168 Cmax tmax t12
(ng + hr/mL) (ng/mL) (hr) (hr)
VS5 —)
TS i 15| 700.6+195.2 | 15.67+2.84 |2.07+0.46|57.99+18.38
$E3mg [+ —/17F |
1
revTTA 15]687.0£192.0 | 15.14£2.66 [2.40+1.30(58.04+17.82
$E3mg
CE¥fE + 15 R )

(FUETSSY-=Iigemg [F—N\3])
TUETS SV —=Eemg [F—NnNF] LTV 7 7 A §E6mgk.
JHAF—N=ICKDZENENIE (TIESTY—LELT
6mg) RFEEABFICHERBIREORS U Tl RE(LERE
ZHEL. BoNT-EYHHRE/CT X —% (AUC, Cmax) 2DV
T90% 5 X A IS TREETARIT 21T - 7245 R 10g(0.80) ~log
(1.25)0#ENTH D . WARIOEMZNRSFEI RS Nz, O

(ng/mL)
S0+ —o— TYET TV~ hibmg F— T ]
il —e— LYY 7 7 1 §Ebmg
i Mean + S. D, n=18
7
]
e 30 |y
Z !
7 Bl
|j 20
1% |
b 10
E
0 24 48 72 168 (hr)
51 EEE
M3 RS
HBREIST A=
N AUCo-168 Cmax tmax ti/2
(ng + hr/mL) (ng/mL) (hr) (hr)
TIESITV =)
$tomg [4—17 ] 18| 1574574 |36.61+12.77|1.46+0.81(62.67+19.20
TEVT A 18| 1536+£565 | 35.19£9.12 |1.56+0.92|61.06+17.07
$Eomg
(CPe5fE + MR )

(PUEZTSY=ILE% [F—=NZ])
TIETTI=EL% [F—NF] LTV T 7 181 %%. 7
O2AFA—=N—RIC&DZENZEN03g (FTUVESFTY—LELT
3mg) RFHEABFICHERBIEORS Ui RELARE
ZHEL. Bon/l-EBYEE/)X7 x—4% (AUC. Cmax) 220
T90%/E FE X PR IC TREETH#IT 21T - 7245 R, 10g(0.80) ~log
(1L.25) &N TH V. WAIOEMZNEEEIHER SNz, 5

(ng/mL)
2 o TUET T A% F =T ]

;im —— TV 77 AH1%

E 20p . -

i» Mean * S. D, n=18

P

=t

Z

7

Vi

I
Ju
b
E

0 24 48 72 168 (hr)
5 %EEE
M 3Erh i R R
YBREIST X~
n AUCo~168 Crmax tmax ti2
(ng + hr/mL) (ng/mL) (hr) (hr)

TIESTV =

51% [+—15 | 18(715.4+200.1| 17.51+3.69 |2.08+£1.39(59.71+£14.04




N AUCo-168 Crax tmax ti2
(ng -+ hr/mL) (ng/mL) (hr) (hr)
T 77A
18697.9+191.0| 17.12+5.12 |1.81+£1.07|60.55+13.34
#1%
(CFHME R 22)

MEFEFEEN CICAUC, CnaxBED/85 X —F 1%, #iEE OR
R M OFEEE - B ORI & > TEL BN
H5o

16.2 DRIY

16.2.1 BEDHE
BEERAICT U S5V — )L 3mg 2 22 a3 i I B ek 3%
5‘ L/fiﬂ%\ 7 ‘) lf_°7°5 \j\‘—}bo)Cmax&UsAUCL:&Li\—g—ﬁio)ﬁé
BIIED SN 272, O

16.2.2 @M MNAFTPRASEU T o
BEERAICB T B 7Y TS — R OHRSEOENHNA F 7
RAFTEY T4 E87T%TH -7z (NEAT—%) 7

16.3 97

16.3.1 HtETE
BERACBIS1IH1IETY TS5 Y —L3mgRERZORS K
DI TAATEIT8.86L/kgThHh o720 NEDEEMAICBIFS7Y
Y75 =L 2mgE RN 58O 3B 124.94L/kgTH >
Too 38

16.3.2 MEEBESE
REAEDOMIBEEABERIZOON LT, FELTTLTIVE
WAL, BABEICBLTILT 7Y Y EDOFEEBHIIE U
WV, F7-. EREYTHBOPC-14857 D IMIEEHMHEEEREH99%
PlETH 5 (in vitro. FHEEITE). 9

16.4 (X
TIUVEFIYV = VIEEICHBETRE SN, FEEESDEIED R
W, F& LTCYP3A4ECYP2D6IC & » THi/KE(L & KR L%
FF. £CYP3A4ICE > TN-RT7ILFILZE R B, BikHE
A (OPC-14857) P 1Mighic B I 3 ER#WTHS. OPC-
1485717V STV =)L (REE) LEBORBER KON
HRBICE-oTREEINSD. EFRE (%514HHEH) TERE
(LI R 2 OPC-14857DAUCHEIEIK27%TH 5, 34
[10.20#]

16.5 HEtt
TR AICACIER T ) €75V —)L20mgz B 5 L 72 K.
B EHEREDKI27 % K U'60% 5 Z N2 R F R OV {5 (2 Hk it
ENFzo REMFIZEPICHISWHER S N, RAbic3mHsns
otz (HEAT—%), 10

16.6 HEDEREZRIHEE

16.6.1 BHEaEEZEEE
EEOBEBEREHBREO (FL7F=2VI7IUTITUR
<30mL/min) 2B HREBETIE. BHEEEEIC L 5 MY H
BADOHEE IV >7- HEAT—%), 1D

16.6.2 FHiEEEEEE
JIHRERE W ERE 1961 (Child-Pugh# A ~C) 2B 25
Tl FFHEEREIC K 7Y 750 ANOEE IV -2 (4
EAT—%). 12

16.6.3 Sn&
SRS (65LE) 127U S5V —)L15mg% BEREO#
BLIEEO )7 23, EERE (18~64%) LK
20%(& o7 (SAEINT—%), 13 [9.850R]

16.6.4 57l « BUE
BERAICT Y YT S Y =)L 15mgz BEFEO#RE Lo 7 )
T — L OEYERRICHEE IR S NE P 5T F70, AR
FERE TOREMBTOME, BUEIZT VTSIV —ILoEY)
BRRICHEB R S5 AHRFTII ko7 GHEAT—%), 1314

16.7 ZYMEEER

16.7.1 ¥=Jv
BEBRAICBWVWT., CYP2D6DHEERZ2ET H2F=V
166mge 7Y S5V —)L10mghHHIc&D. TUES 5V —
LDOAUCIK107%IEM L7 (HEAT—%). 19 [10.220]

1672 XO0FtEFY
BRBAICBWT, CYP2D6OHEEAZET 2/ uxtF
20mg&E 7 I STV —L3mgOHRICKD. TUES T -
DCmaxXVPAUCIEZNZEN39% KV 140%IEM L7z, 100 [10.2
ZH]

16734 >OFY—=)L
BERAICBNWT, CYP3A4OMHEERAEZET 514 bFaF
V=L 100mge 7Y ST —L3mgDOHHICED. 7UES
TV =D Crnax L CAUCIKZENZN19% K O 48% M L7z, 17
[10.21#]

1674 5 3FVY—=)L
BEBAICBWT, CYP3A4OMERAEHET S batry—
L200mgE 7Y ESSY = )L15mgDHAICED. TIESS
V=L DCmax & FAUCIZZFNZEN37% R V63%1EM L7z (FHE
AT —=%), 18)

16.7.5 AILNIEEY
MERIE L THERABBREERZICBVL T, CYP3A40H
BERZ2ET ALY EE > 400mge 7Y €T 5V —)L30mg
OHREEICED, 7IET TV =L OCnax X TAUCIEHZNZ
N68% K UVT73%MH T L7z (FHEANT—%). 19 [10.22]

16.7.6 i&EIER
BEERAICBVLT, 7Y EFS5 Y —L15mgik 5 1 BR% O EE
R50g#¥ 5T, TVET TV = LDCnaxkTAUCIKZNZEN
41%KUBI%ET L7z (HFEAT—%). 20 [13.25H]

16.8 ZDfth

(FUEFSY—LEE12mg [F—N5])
FUETTT—LEE12mg [F—NT] i 7UETT T
6mg [F—NT ] ZEHEBA E Uz & &, BHEH)HE S &
S, EMENICRIFE AL SN, 2D

17. BRIRRHE

17.1 BERUREMEICE T SR
TIVES T = VEEDOBEZEZ L RIIRT

17.1.1 EPIEEASE T 1855
TYETS YV —)L4~30mghtd % SEMEO#RE Lz Fahta
BWT, MERFEERE 12901 B2 FELRBEITROEBD
Thd, TEFMEEETH 2HREMABEEOQBRED 1L,
48.8% (63/12941) TH -7z, 22 [7.2%08]

17.1.2 EMZE MEER

(1) HAKFIERE 242002 2P RICEM U 7 EHRA B - BE R
HEBICBLWT., 7V Y —Lemg/HZHRKBAEE L.
24mg/HEREHAE L LTIHIESUF2E8EMEOHRE L,
FEFMBIEE TH 2 RREMUBEICB T 2UBREDIDITIC
RYEBY T HMALTEICTT 2EMENED 5hi-,

el gD

TIVETSTV - 5E 120 45.8% (55/1204)

BITEFFEBUBEEE 1L, 1206149361 (77.5%) TH -7z, E2EIE
FiE. AER OGE) 3661 (30.0%). 7H> Y7266 (21.7%)
RE2561 (20.8%) BAARIRLIAB (11.7%) K OAHTERE] 134
(10.8%) TH o7z, 22

(2) MAKRIERE 24301 2 MRICHEM U /- EE R _BEMRILE
KBICBLWT, 7UVESSY—)Lemg/HEZMEHES L.
24mg/HABEARE LT H2ESARMRORS Lz, EEE
HHTHARKERNEEICB T AHEREDIDTIORT &S
DT, MERFEICT 2EBWHEIRD 5Nz,

X RAER] Wik

TIVET T -V GH 120 31.7% (38/120f)

BIfE RSB L. 120608761 (72.5%) TH -7, FuEIE
&, REE (GE) 4261 (35.0%). 7 AT Y7176 (14.2%).
REL7H] (14.2%). KEBAD166] (13.3%) RUOERAELL
Bl (11.7%) TH-lzo 22
TRTOENEFRABRITRERETERShTLA D, HE
THZETHROERADDOENEPEPIRIESA T VR
W, 23 [7.2808]



17.1.3 BRI SHER 18.5 €0 FZ=V5-HT 1A BAERS 77 T=X MEFA

RAEEREGEE 2 B EFHMAIEE & U248 L LG50 EH o b= V5-HTIARBEKIH LTS 7 I=A ME LTIERAL
B53E (6~24mg/H. ®Mm30mg/H) T, HEKFAER 7= (in vitro). =7 AN Ot T b= REM5- FaF o
#2046 (25ELL% S #5865 U2 RER]) 128 2 Bk aHilils o VR-LVEFBEEZRA S, Iy MEEOtn by 22—
BEEREDIZ41.2% (84/20461) TH -7z, 22 [7.253H] O FKEMEI L7z, 203D

17.1.4 B E MEEER 18.6 EOMZV5-HTAZBH7 V9 T=Z MEHA

(1) SiEpsiEe TIABVTET FZV5-HTARBE T T2 A MK D FHHR
FERBEOAKMEMNOBELNRE Lz, 455\ 368 SHBEFHELEIH L. 72, O b =21C& 5T FP1L
BEDT T A BEEREGEE (31061, 30561, 420f4) M Ca2 B ORI 2408 U 7= (in vitro). 3239
BT, TYET TV VT 7w AR & B L TPANSS & 18.7 iEXBERERCISET 2BMETIL TOBREER
REAFTEREOREZERICHE Lz, PANSSEREAFTH EHEROBEL Z2 5N T WD T v kSRS 2 IS L.
(CPHZLRE) 3. 7V 7SSV —)LVEERRE (15, 30mg/HX REEROEBETH L EZZHNTVAT Y IV T Y7 FRIG
1320, 30mg/H) #Az4BMBE L2k Tld. 7&K ZINE LT, 34
BE:-2.9 (102f1). 15mg/HEE : -15.5 (9941). 30mg/H 18.8 H9 LTy —EtelER
B :-11.4 (100f1) 77X 1 -5.0 (10361). 20mg/H TIARVT v MBI BT REIL L R EEREETENEER I
B :-14.5 (98f1). 30mg/HEf : -13.9 (966) THH. 7V WM BHY LTy —BRIEFADEDsEO AR, 71l 7n
Y75V —VEEMRE (10, 15, 20mg/H) %2 % 76580 TUVRONTRY F—LE D KX psi-, 29
BEORB TR, FT AR -2.3 (107#]). 10mg/HEf : - 18.9 Mh FOS5 T F ViRERALIT D FTEARE /IS VDS
15.0 (103#1). 15mg/HEE : -11.7 (103#l). 20mg/HE : - 1XIcH T BYEE
14.4 (97f1) TH o7z, 22 5y M RERKRIE RS VDR AR LTHI 7 T=A b &
7B, 15mgEBAH5EAREA10IE15mgL DRI E L & UTER L7 (in vitro). 29
WHIEF Y RAFELNTVLEWL, 23 [7.28]

(2) BRFRR 19. BRI ICRAT HIB(LZENHR
LEHIC B B BIEH A RTIERL3L0M A /R E Lz 7T A0 —R%EIEH : 7 €75V =) (Aripiprazole)
EoEEREERE 6EMKE. 15mg/HE)) 2B LT, {£%%8 : 7-[4-[4-(2,3-dichlorophenyl)-1-piperazinyl]
CGIMEEH 5\ IZPANSS 2 L CHHE# %8 L. TEAMLE butoxy]-3,4-dihydro-2(1 /7 )-quinolinone
FMEE % [EEALEM D S ERETOMB] &Lz, 7YY AFI : C3HarCLN3O2
T VE T TR E R L CHREO R EN50%E S ¢, DFE : 448.39
B COMBEAZICERE L7 (p<0.001. log-rankMiE). R ARBEEORBREOHRTHS.
BIfEFRBUAAE IX. 153017661 (50%) TH-7z. EREIE AETE F= MYV RTLY ) =)V (99.5)I0¥F1Z<
FllE. REEFE36HI (24%). THY I TLIH (7%). AZ114 <L RIRBEAEHET B,
(7%). FEROBI (6%) RUIRESH (5%) THo7zo 22 [7.2 fe#miEm
] N NCH.CH.CH.CH:O E

) BRI P L E ORISR AT, A REEE . [, [ __/ \@O
dEl [BEWE] ARE] [BEEL], [PHEEL] [FWHEL]. HERE] T

BRI L 720 ca d

E)ARADOERS N MEROARE. [1TH6~12mg# BHBAR,. 1H6~24mg# 4 22, G

MRS L, IEXE2EC 0 TRORS S 5.) Tha. = _
(FUETFSY—IVEE3mg [F—N\3])

18. ESEIE (PTP)100%% (10%Ex10)

18.1 {EAEEF (¥7)5008F (FZIEAIAD)
TIETITV—=E, R VDR BEERS 7 T= X MEA. (FUEFSY—LiE6ME [F—/I\5])
RS2 VD3R AMAKE D7 T=A MEF. 1 b= V5-HTIARE (PTP)100%E (10%Ex 10)

FEDT7 T2 MERAKROET b= V5-HTAZBHART v ¥ I= (¥7)5008E (HZIEAIAD)
A MERZ ISR OFEAITH 5. HELHTFIIAHTH LM, 2 (FUETSY—=ILEE12mg [F—N\3])
ne@%ﬁfﬁ)ﬂﬁﬁﬁrﬂ:a‘swéﬁm‘mzﬁ’équéB@&%z (PTP)100%& (10%Ex10)
5NTWVW5, (¥F)5008F (HZIEAIAD)

18.2 Eﬁ%ﬁﬂ]'ﬁ (FUEFSY=ILEI% [F—N\S])

NS N QNI B i Dl N VANV DE NI ol N ARV DEN 100g (BzIAIAD)

b hta b=Y5-HT1aKk Uk btwa b= 5-HT AR BRI HT
LTEVWEMEZT~L, B b RS2 2Dy, B htT b= 25-
HT2c. & hta b=25-HT7. v PRIMEEH a1-7 KLF+Y
VRO b RS I VHIRBRICHEEORMEEZ R LI, ¥

23. EEHR
1) Schlotterbeck,P.et al. : Int J] Neuropsychopharmacol.
2007 5 10(3) : 433.
2) BEEOKRGHE (T 771 §/8 : 20064F1 H23H&

URBEARL ARSI M1y Ty DL AN MR EILE Y = HSERMEE.7.1.2. 2.7.6.1)
NEBLASY P M3ZAERICHT BBAEZEL» > 72 (in 3) RGO EREE (O 7 1 5/8 | 200661 H23H&
vitro)o 2927 \ . EHIEREE2.7.6.3)
18.3 KNS YDREHES 7 T=2 MER 4) B (T 7 7 $/8 200661 A23E KR, HIFALRIE
RRIVDRZBEICH L THA7I=A M ELTERA LK (in 52.7.2.3)
vitro)o Y ARVT v MIZBVT, B8 AAFBERERES 5) AR BREESE, 33(4) : 319, 2017.
FUE LICRIETIE B/ Y DoRBEFISH LT vy T=2 k& 6) BFICLHHBOME (TEV 7 7 A 5E/8 : 200651 A23H
UTIERI L RN 3 UAEEIPEMHEARE AT L 7REETIE R/¥ 3 AR, HEEEEHEE2.7.6.1)
YDoRBEFIIH LT I=A P& LTERM L7z, 2992829 7) HRNAL AT RATEY T4 (TEY 7 7 1 5E/8: 2006
18.4 R/S= VD:ZHAE5 7 I= R MEMA F1H23HER. HHEHIEE2.7.6.1)
RN VD3R BB L TEHA 7 I=A bELTERA LA (in 8) RN G RO MERHE (T 7 7 A §E/8 : 200651 A
vitro ). 30 23HA&GR. HEERMTE2.7.2.3)



9)
10)
11)
12)
13)
14)
15)
16)
17)
18)
19)
20)

21
22

23)
24)
25)
26)
27)
28)
29)
30)
31)
32)
33)

34)

24,

EEHMEAER (TEY 7 7 58/8 0 200641 H23H AR, HE#E

BRHEEE2.7.2.3)

BRlt (&) 7 7 A 88/80 - 20064E1 H23HA&RR. G &R

B2.7.6.3)

BREEFICBISENHE (T 7 7 A 58/8 : 200651

H23H&R., HEERMIEE2.7.6.3)

FEERFICB I 2EYEE () 7 7 1 §/8 : 200641

H23H&R., HFEERMIE2.7.6.3)

Fi, HAINC K28 () 7 7 1 $E/# 0 20065£1 H23H

AR, HEERME2.7.6.3)

BRI EEM BN O (T 7 7 A 5E/8 1 2006

F1H23HAR. HFEERME2.7.6.3)

FoVVEOMEMER (Y 7 7 1§/ - 2006581 H23H

AR, HEERME2.7.6.3)

Azuma,].et al. : Eur J Clin Pharmacol. 2012 ; 68(1) :

29-37.

Kubo,M.et al. : Drug Metab Pharmacokinet. 2005 ; 20

(1) : 55-64.

FRaFy -V EOHEER (T 7 71 8E/8 1 200651

H23H&R., HiFEERMNEE2.7.6.3)

AN EE Y EOMEEBEMER (T 7 7 A §E/8 : 200651

H23H&R., HiFEERMIEE2.7.6.3)

EHERFABRGROEYHE () 7 7 A $E/8 : 200641

H23H&R., HiFEERMIEE2.7.6.3)

KRIFHE M TERRSE HAER AW PRRSE R

MAaRRELZSRE LCHEERRBE (TEY 77 1 $E/80:

200651 H23H&GE. HFHERMEE2.7.6.5)

Hi - HE (ZEVY 771 88/8 : 20064F1 H23HA&GR., BE
&HE)

TIVETTV—VOERER (T 7 71 58/8 - 200651

H23HAR., HiEERMTZ2.6.1.2)

Burris,K.D.et al. : J Pharmacol Exp Ther. 2002 ; 302

(1) : 381-389.

Jordan,S.et al. : Eur J Pharmacol. 2002 ; 441(3) : 137-

140.

BREZEMIIHT 20 (ZEY 7 7 1 §E/8 - 20065E1H

23HARE. HEFERE2.6.2.2)

Inoue,T.et al. : J Pharmacol Exp Ther. 1996 ; 277(1) :

137-143.

Kikuchi,T.et al. : J Pharmacol Exp Ther. 1995; 274

(1) : 329-336.

Tadori,Y.et al. : Eur J Pharmacol. 2008 ; 597(1-3) : 27-

33.

Fv MBS Ea b= UHREEEICNT HEH (ZEY

7 7 A $E/8 - 20065E1 H23HAR., HEFERMNE2.6.2.2)

Hirose,T.et al. : J] Psychopharmacol. 2004 ; 18(3) :

375-383.

F v btd b= Y5-HToaARBRICN 9 2 EHLMRE (e

U7 7 A 8E/8 - 20064E1 H23HARR. HiEERMIE2.6.2.2)

MARFEROCARROBMETIL (T 7 7 A 5&/8 :

20065F1 H23HARR. HFEERE2.6.2.2)

NakERERUHENEDEE

HARR 7 7 —v A&t BEHEHE
T155-8655 HEHHHAXAIRS-2-1
TEL 050-3383-3846

26. BERFTHFESE
26.1 B4ERR5ETT
gg:tﬁt%nirﬁﬂiﬂyﬁkt
BRZ CETEEE 121-15
26.2 EEJL.TE

st -2t axt

R G IXILE] 1-4-4
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