** 2026456 A kil (GBTAR. #hAEARTE. HEKRUHEZART) B A RO EEE
* 202642 HekiT (6. #hREAHE. ML UHEAH) 871179

TR HRE
BIE. Lﬁéﬁ%nﬁ

“BARRS
PUETSY—)LiE

PYET SV —INi1merr—9]
TUET SV -V

PIYETFSIY =M iz3merb—7]
PIYETFSIY —=Iizbmer—1]
PYETFSIY =Isiz12mer -]
PUYET S5V =24 mgrr—9]
PUECISV=Is1%+—9]

ARIPIPRAZOLE TABLETS 1mg “TOWA”/ TABLETS 3mg “TOWA”/

TABLETS 6mg “TOWA”/ TABLETS 12mg “TOWA”/ TABLETS 24mg $Elmg §it3mg $6mg

“TOWA”/ POWDER 1% “TOWA” 8% 2| 30800AMX00020 | 22900AMX00336 | 22900AMX00337
WRFEBIME] 202646 H 20174E6 ]

By ik BRI $£12mg $E24mg 1%

HRVWIR 34 &%= 22900AMX00338 | 22900AMX00339 | 22900AMX00475

) EE-EMSOUNSECEVEHTSIL K FE R i 20174E6 H

1. = B2, 7Y 57}5 =)L EE 7Y 157}5 J—)LEE

11 BRAES RT S K=Y R, BRAESESORCICESC & 2mg 179 2mg 1h—Y)
bHIERBEMERADPRRTE2EETNNHZDT. KFIZREH(E 1@%43@ HFE 7VETSZVJ =)L HE 7UETZJ—)L
EMEOMIE - ERICEET AL, BIC. BREEYIZZOERE BENRRGS | e 12mg| e 24mg
BbLBZ0RREFEETHEBEICE. BRLOFRMLR FLHKRI, RUED I ARKRI. RUEDTY
RE%E RS LS NDIFEDAHIRETHEEL. RELCH ?T > FERtEILO— ;/7’/ HEat)lbo—
o TlE, MEEOINEECHRETHICITO> L, [1.2. 8.2, AL Z, & I\D=F/7°E1 ENLt| X, eRaF> O
8.4, 9.1.3, 11.1. 6B e po—2, EE="R)O—2, =@k 2

1.2 BELCHE->TIR. HOHLH LREERALGRIET 318805 B AFTV BT FUNTT I VBRI TF T L
L%, BERVTORKICHHICHBEL. 08, S8 2R, U4
$ak. 28R, ROARBRFEOERELEEL. COLOIBERPHSD
NEBRICIE. EBICRSGEZHML. ERHORRERITALD. — — -

RETHZE, [0, sz 8.4, 9.1.3, 11.1.688] Loed TUETS—=IVELE Th—")
1gh @ E S\ T Il eeeereereeee e

) - (~k0)$%'— (i*}l'q_-bf " é:) ﬁ'fdﬂiﬁﬁ EE‘ ) tj7 J )% 101118

. ST=Ch 1, pine - [ d: : i N~ s ~ s ~ o
. LK), £Oas . b ROF>TOE

21 EIBREORSE (FBREEELS €5 BENIBS.] wE R, N g REET

2.2 NVEY —)VEEHER - RIS O HRR SRR A O 5k 3.2 BAIOMR
TiHHEHE [HRRMREIHERERI N BENND 5, ] :

23 7 RLFU VEBEHOBE (FRLFUCETF 74 5F Wi FUETT =B TVE T T =V T ET T — Vg
T—OREBE, I HEAEEIC BT 5B RE S U <35 R Img Th—="7] 3mg [h—17] 6mg [b—17]
BT 258 2R<) (10, 120] o o ZEOEEAD O |FEOEEAD O

2. 4 AAND RS 5 UBIEE OBEARED & % B PR - | Bk O RGE R %

#* N 7UE 3 7UE 6
3. #ARL - IR BN TUET T — —— —
E - 1 h—7 TUVETSI=I|TUVETFT—=)
3.1 Rk 7| B 3 -1 6 h—7
L TVETTI=EE|7TVET =g 7VET T — )V
524 z Z Z = ([
7 Img (h—7) | 3mg (h—m) | 6mg (k=1 % =

o |HR 7YVETYS |HR 7VETYS |HR 7VETSS

BHRRSG [J—Ib eeeees Img|> ) =)l weeeeeee Smg| S — b ceeeeeees 6mg s |

AREARFIY, b KR, b o AR,

EoayFrJ|Ena sy J|Ena>srS
LEEREILO—|>, fERETLO—|>, Rt o— e — — —
A2, EROFI SR, e ROFT S| X, EROFT TS

wml Ijlf}I/t)I/D~ oE)twI)o—|oE)tI)o— E£ (mm) 6.0 6.0 7.0

Sk | A HE2E TV, AFTU -
ZTYU/&??E:ﬁAV—*\Vﬁ*Vﬁb 23 (mm) 2.5 2.5 2.7
ESAVIN ATTY VYT B (mg) 95 95 135
ESAVEN




174 T7UET T =)L TYVET I =)L
st 12mg k=17 24mg [h—17]
Pk - FB | REOOBERMAD OHESE | BRAOERRAL OFiE
% 7UE 12 7Y 24
ENN — T
#or | m TUET I =) TIVETII—)
12 h—7 24 h—1
% (/e a2\
&Y 4
oo | i
i — )
E£E (mm) 8.0 9.0
J2X (mm) 2.8 3.7
E & (mg) 180 300
#5244 TUVET IS Th—1T)
IR - FiE B4 D A

*T4. BEENXIIHR

($E1mg, fE3mg, fEbmg. $E12mg. BL1%)

O & & RAE

OPBHEEICEIT ZBERDLE

O5;ﬁ;53%%(ﬁﬁ%ﬁ?+ﬁﬁ%%ﬁ%@6hﬁ“%%
ICBRS

O/NREBDBMARARS bS5 AFEICHDS SFIHE

(§E24me)

O &K RE

ORBHEEE (CH T B BREKRDLE

5 MMEEXIIZNRICEET HEF
<Eoﬁ-59%%<ﬁﬁ%ﬁ?+ﬁmﬂiw%w5nau%@m
B3

#x 5.1 R O = O EROAABEHEFA IO =2 - /)T R
LU RO A BBERSIC & 2@ RERET> Th, 5
RIARDBD LN WHEITRD . AFZHALTRET DI L,
2 PO DHDEGITLD, 24K T OBET, ARRE. ARk
HMOURTHBHEINT % EOWMENH B0, AFEHRGTTHHE
i, URZERRT 4w bEZET D &, [8.12-8. 15,
9.1.6, 15. 1. 3]

(NREAD BBIRAR S b5 ALEICH D SFIHE)

* 5.3 JFAIE U ComM EI8mANMDBEHEITHMT 2 &,

*$6. FBERUHE
(M & KA
WE. KA TIVET S —)LE U TIH6~12mg% Bilgh &,
1H6~24mgZMEFFHEE L, 1ESUI2EN T TROKE 5T 5,
2B, FEilp, ERICKOEEHERET 5. 1HEIZ30meg % B A7
nwZék,
(RIBHEEZ (CH (T B BRERDSKE)
WH. RAKE 7V ET S =)L &L T12~24mgZ 1 H1[akE O#%
535%, 5B, BMAAEIE24mgE U, Filn, EIRIC & 0 8 B B
5, 1HEII30mgZBAR NI &,
(é?ﬁ-ﬁ?%%(ﬁ#%ﬁ?+ﬁﬁ%%ﬁ%b%ht“%%ﬁ

3

WH. RACET7IVETZ—)LE L T3mgZlH1ERO#% 5T
b, BB, FHp. ERICKDEEHRT 25, HMEREIIIHESL
T3mg& L. 1HEIIXIGmgZEBARNWI &,
CNREAD BRARNR Y NS AFEICEED SHIEMS)
BH, 7UET Y= ELTIHImg#RAHE. 1H1~15mg%
MFFHEE L. 1HIERR OG5 9 5, b, ERICEK O s EEE
TN, HWEFIIHEEL TRASMmgE L., 1HEIZI5mgE A
rnZ &,

k%

7. BERUVHEICEET 25
(SheEL@)

7.1 REIDNEFIREEICET B E TICKAMZET 5720, AR
NICHEBLRWZ ENEEL W, [16. 1. 2]

(M & = FBAE)

7.2 AFNOHRGBEILER/NNEERD LD, BEZLICHEEICER
LaENsiifids &, MBICXAR MMM TN
W] [17.1.1-17. 1. 4B 1]

7.3 MOPFEMRENSAFNCEFTTIEEL0 S, HLTHAEE
FUE DB EZFGT 2EETRERNHEE LT WD, 20k
STHBETRIVERIERZHZ L ENS HEEZHASITZ 2 &
(5 'D;F)ﬁ - DDREE (IFEABRTHOIRUMENRDSNAZWMMEEIC
5%

7.4 AFNHERWLO S OFEROAAEERN IO > -
W7 RLFY CEROAAHEAEEHHAT S E, [DDF - D
DIREBICH U TAFBEMIBE TORNMEIREREIN THRN, ]
[17.1.7, 17.1. 8&H]

8. EELEAMEE
(Shiedti@)

8.1 K&, EEJ - £ - KEHEBENZEORTHREI S Z &N
HDHDT, AFFEGHOBEEFITHBHEOERLEER 2 LS K
DI ESERVWEIEEIT D &,

8.2 WM F 7Y R—T A, BERFEHESESORLEICESLZ L
HHLERBEERNERTZBTNNH S DT, KAEFREG I,
O, 28 £R. HR 8. BRSO O#E - EiR
WHERT2EEHIT. BRFEXEZOMARES L IZT0ERK
FEAETEZFIIODNTIE. MEEOWEZEDOHREE 471D
Z&, [11. 1.2, 8.4, 9.1.3, 11.1. 6&Hd]

8.3 [RMMBEMNDHSOND I ENHDDT, AFHFKGFIX. B,
R, wiF. R R, EREEESZ0MMPERICERT S
bz, mMEEOMEHZOERETHICFFD T &, [8.4,
11. 1. 7]

8.4 AFIDOHEIZHEL., HE5M L DS 2/ U8 3OENEHMNEET B
BEND DI L%, BERVZORBETHHICHHAL, & LT
R (OB, 2k, 2R, BHR. 28 BHES . KDFHER (7
T BEE. Wi, R IR, REEES) ICEEL. 2o
EOIERD D SONAEBEITIE. EBICHREEZHKL. EMo
BREZTDHLD. FETSHZE, (1.1, 1.2, 8.2, 8.3, 9.1.3,
11. 1.6, 11.1. 7&M]

8.5 FRBICKDAHEME D & DA%, AFIRERITEIERE (EAW
ETE D BES O RMICAR R EZ BTN 6T, Rkt
BICF v > IV 24 0RIREE) . WSO, Ak E. 2
BEOHHHEEEND SN EDREND D, EHE)HEHEE
DIERIZDNT, 50 UOEFEROEKREICTHHITHBEZET L,
FERDYD 5O NZHBE I, EBRIICHKT 2L OFET S Z &,
Fz. BEORERVREOE(LEZERFESBEEL. ERNH S
bNEHEEIIBEICE U THREX RS 2R IET 578, #Y)
BIEZEITD 2 &,

8.6 AANDHELGICIVKEDET (N, W) 2RI ILNDHD
DT, AFEEFIIAREOHS EZERHEBEHRL., KEOELHMN
RBOSNEEEICIIRREE (AIHEOREORES) 2L,
WIS U Tl s EZfTS 2 &,

8.7 MOPUSHIFHKZIICHREGEL TWAREME /OS5y F ek
NEWBEICAFZHRETHE, MESOS 7 F D EENMET L
ARNEHTZZENHLHDOT, AfKEL. i, T5NEERS
EORBICTHEET D &,

8.8 g RIEENKIHT 2BZTNNDH 2D T, BT R DY A
I DHDEECAKERGTHHEICT. HEICKRHZHETS
Z &,

(RERFE. FBHEBEEICS T 2BERDKE. 2DF - 5D
B (BEAETTIRHRISRO SN MEEICRES))

8.9 SUEIT R, HEiE EEOERZZL TWSEFITHL, AF
BEICTHoRDENES NARWEEITIE. S oRE5, i
OXMUFEHEET D &,

(& KEBAE)

8.10 HlE., ME. HAMEOHMERIELTLZIENHDDT.
B E T, T, BN R S NGO BB S FEICE 0
B2 DI EBYIRANBEEITS 2 &,

RGN 5 DY D X OBICIIATREROHBEZHRAITHS L
DD, AFDOEFGETDIZENEE LW,

(RIBHFEEICE T B RERDLE)

8. 11 PR TEE L 28558121, AFORGMGEOERIZ DN TH
AL, AR ZEBREBZELBEVWEIEETD I &,



*% 8,

* 8.

9.
9.

9.

9.

9.

9.

9.

*% 9,

9.

9.

9.

9.

9.

* 9,

9.

(DD - DD (BFAETTRRIRDBDONLWMESRIC
FE3))

12 5D4ERZ LT 2BBFEIFLESENH V. HEABKOBZNMN
HBHDT, ZOLDBEFRIHGHBEEN RS Nick5EEEH
THRICIIEFTORERVREOELZERESBET S &,
(5.2, 8.13-8.15, 9.1.6, 15.1. 3%:M]

13 g2, e WE. N UV RE. FIR. BRIEE. B0 K
B HEME. T OT EMESAREND DN T EN

WEINTVWS, £, RERBERIEIHASHATIERZVD, 250
FEIR - 1TEI 2R L 2ERICB N T, %%ﬁﬁwﬁmxmﬁ&ﬁw

EAMNN, ETANHREINTND, BEDIREE K OEEE
M%EEW<@§T%&&% \_nbwﬁﬁ@%%ﬂﬁﬁéh
FHAITE. REEZ2HEBTT, RAITHEL, PIET24E50H
@mm%éﬁﬁg& (5.2, 8.12, 8.14, 8.15, 9.1.6, 15.1.3%
izl

14 HERAEWTOBEIRMZE <7/, HREANED 5NDEE
LS 5581213, 1O R ER/NMNRICEEDD I &,
(5.2, 8.12, 8.13, 8.15. 9.1.6, 15.1. 3]

15 FEHICHASE L HAMK, BE, BBt HfEtEE0T

SN

ORI OEBREENMND SDOND U XA T HFIZDODWT T4

BHZITW, EAiEBBICHEKEMD G X5 E T2 &, [6.2,

8.12-8.14. 9.1.6, 15.1. 3%H#]

UNBERDBEARNR S b5 AFEICHED SFRIEM

1;%%%?%%&&Uﬁ@ﬁ%ﬂﬁb\@%&E%Kht@&%
AN

BEDEREZETHIEEICHTIERE

1 GHHE - BEBEZEDOH 5 EE

(GheELLE)

1.1 - MERE. BEOEXEFENSORNOHZESE
—E@EDOMERE THd S5hbN2BZTNRH 5,

1.2 TADASDERERER(INSOBIERFEDH ZEE
MM ZK TS &M 5,

1.3 FERAXIIZTOEEFEEETZEE. &L < [IHERBORIKE.
SIE BREEOERROBRETEET 584

MBEES LRSS 2 EMH 5, (L1 1.2, 8.2, 8.4, 1L 1. 6B
1.4 FEHREE. REABARR. AR, BUKREZDEE
%%@E\%%m@ﬁ%wm@%&ﬁﬂ%%éhrma
HA

MEKFRE. PIBHEEICH T DBRERDKE.
U NS AREICHED SHIEME

1.5 BRERDOEERVERSEEET 558
ERZEL I B2 BENNH D,
<5§ﬁ-59%%(ﬂ#%ﬁf+ﬁt%iﬂﬁb6h&u%%mﬁ
%

1.6 BRSEXIEARCROBEDHZEE. BRSEDOHIEE
HR&E, BRCRNS LN ENDH D, [5.2. 8.12-8.15,
15. 1. 35:H]

1.7 BOFEMEZEDHZEE

FER 2 MES 5 2 0B 5,

1.8 BEFMUSEVHEEEEETHEE
FAERZHES D 2 EMbB 5,
3 FFeeEESRE
HEErzE LI TR ETNLD 5.
5 TR

IR SOIEIE L TW B ATREME D & 5 & MEICid. 1B L o& R
fEkttZ EE EHEESNDEEICORRET B &, EIREN
ICHUE MR RN 5 I N TWDIEA, FAERICmALEE, HIR,
RO fR S, IREE. ERORAK R, 5 0 5 oD e R R <o Sl AR A1 B
JERN D S5 DONTZEDOREND D, IaB. AFIOEKHBRIZHE W
TIREOREND 5,

6 1ZAIF

B LOBERER ORAXEDOERIEZZE L., A O
HIEEBAT 52, B N TAHFNOBITHRDENTNSY,
7T INRE

(HRELTE. DVIBUBEEICSITZBEROKRE. 5D -
B (REARTTARHENRH SNARMEEICRS))
7.1 NES RS E UBERRBIEEGEL Than,
<mE%®a%zNab5AﬁL#55ﬂﬁﬁ>

7.2 fRHERER, AR, LR XI6RARMOMEE R E L
ﬁ@ﬁ&ﬁi%ﬁ%hﬁ&bt%ﬁﬁ%iﬁmbfmmm

8 s

BEOREZBEZK L ANSHEEICRS TS &,
METFLTWS, [16.6. 3]

[11.1. 10

NBERD BB AR

[11. 1. 11&H]

PRPEN

— I A B R

10. #BE1EH

AFNZ, EE LU THARHEERECYP3A4 K CYP2D6 THR# X N %,

[16. 42 1]

10.1 SRS (HALGZWLI &)

[2. 3Z:H]

SEH4 5% HRIRIEIR - HE 774 T - fEBRINT
7 RLFU > TRLFUCOMEM| Y RLFY ET R
(FFT4TF— M, MERE LI B o
0)1“5(5'#“4??’\ Xidth | TRl dBEnns| B2BEOFMAT
FHEBICB T 2EM H5. HY. KAEDaZE
JREE S U < 1345 hE HIEWERICE D B
BT 2552 2 25 (A R
kR <) fr&reb, MmERETF
e TERERE NS,

10.2 HRER (BACERTH L)

T4 %

AR « HEE T

W - fEbRIE T

WIDHIENDHDD|TB

T, METZREHE
HETH L,

TRLFUCERER| MERTFZEZTS| Y RLFU BT R
TR TNNH 5, Ly g?ﬁf))glﬁiﬁa
URIA> TR B S AR O REAIT
Vﬂ");r/ HO, BEHD a2
EBERICED B
SRR A E
&7z, MmERET
EHNERI NS B
ZTNnd %,
FRAR e A1 1 FRAR BHRE IR A% | & B 1T A R 0 A
NIVEY — LR | HAOT, MY s | FHERT 2.
K, RRI REEETDHI L,
Wee LEA MEIHREFER 28| &

HIREMREHZE

[16. 7. 5]

U EMZET |(Hiay > AEMZ B a3 R
% 35 SRLTEDNDHDD|E2HT S,
TR 57 S
TRETSHI L,

NVARSIDZ(ELES RN HEEER & | AR RN 2%
LR RS WIT BBENND | RENERZET 5.
50T, R5&%ZH
i o EEEICHE

5952¢&,
7)La—)y HH AT AR BRI | & 1 K o e 3
(BRIE) ERZ#EmIE5 2 | EFRAEET 5.
ENDH B,

CYP2D6[H & 1B %4 | A< A1 D 1E A 3ok 3 | A A 0 32 B4R 3 % 3%

ERSE -1 2BETNMNHDHDT, | THSCYP2D6% [HE
Fovr, NoFx | AHEHBET LR E|TDHEOAFO M
T ZETDH L, RENVERT BT
[16.7.1, 16.7. 220] NiH 5.

CYP3ALRHEMEA &4 | A& O EH 23 B 58 3 | A K 0 32 A BE 3%

ERFE 3 ZBENNHDBDT. | ThBCYP3ALZELE
A rSaFry— )., | AFERETHBE | T HLOEF O
psyznoxq s | BRI L, REMNLATZBE
rs nhid 5.

[16. 7. 3Z#]

JIF A B (4500 | AAIOE R 2 I8E8 3 | A K 0 32 AL BE 35

CYP3A4) FEERZ | 2BENNDH 5, TdH5HCYP3ALDEE

A9 % 3K I & D A F o i H
HIVRTEE >, ENRTTsBTN
U7y e nH5.

1. BIEE

RDE 'H/If)ﬂf)\dibrbhé EMHBHDT, BRETMUTY

Nt NSy gWsat
1L1§kmﬁﬁm

11,1 BHEAEEEE (0.1

TEEDHRER. 50 EZ O 7 iR

Y1

T3 GERIET S EEYRAEETD 2 L.

N, MR MEOES), FITE

MFEBL, ZNICOEOIEFEANA SN DL ER. KhGedhik

L. R&m AL
o AEFRERFIT
EngL, ik
EMH D, 138,

ot

KOGMMEFEORHEHE & BITHEYRUBZITD
3. HIMEROE ML MECKD EANHB 5N 2 Z
SATOEVREED BREBETAASNS
[ JARES T THON

I U5 PRI, A BR R

BAGEIR, BHEEBEENEBITL, BCTLHI LD 5.



1.1.2 BRESZFXDT (0.1%)
EHHGICED. ORBEOARMEET NS SDONDZENHD
DT, ZOXIIERDD S5ONZHEIXBEXIEIPIEEEET
52 &, aB. HEPIEBHERNFHET D Z 0D 5,
1.1.3 BEMEAL DR 0.1%)
BB R (RBRAIR. B0 - ME, 2L WER, B olgmd 5
WIEHHE R R E O S > W& OREIR) 2 &=L, R L
TARXKEITTDHZENHZDT, BEMREND S bNZGEEITE.
BE5EHRIETH &,
MN1.47F745F2— FHEARH)
1.1, 5 HEEERRARAE (0. 1%)
CKLESR, M EPRIIA/7OE O ERSIIHEETD I &,
11.1.6 #ERBET R TS R— R, BRBEESE GEERDD
AFFERII OB, L8 2R BHR. 28, BAHRZEOERD
HBICERTHEEDIC. MEEOMEETORETHRERE
TV, BENEDSNEZHAITE. 2R VEFIORGEED
WY RNEZEITD &, HEIXKEDREDE MW RBEEZES
FREFNEREEINTWS, [1.1, 1.2, 8.2, 8.4, 9. 1. 35H]
11,7 {RIAE (B AHE)
Bk, Rk Wmir. Rk, IR, EEREES ORI E R
ROLNHEITE, #S5EPILEL., BURLEEZTD 2 &,
[8.3. 8. 4%:M]
11.1.8 &8 (0.4%)
11.1.9 |ERIE WEEAH). AamEkEd 0.1%
11.1.10 BHEEARAE. FEPFPARMASAE (BEERA)
ZERRE, FRIRMARESS O M ERENREINTNDOT, #
KETHITITW, BYN, K. MEOER. BESENED 50
g%ﬁtm~&5%¢ET6EE@@K@E%ﬁ5ltOWJA
111,11 FFEEEEREE (BEHEAH)
AST. ALT. 7-GTP. Al-PO _EF& %05 [FHEREREND 5 b
5ZEMBHD, [9.35H]
*x 11,2 Z0HMOEIER

5%t 1~5%Ai 1%A BEEEANEH
AHE, FE | D F W, S| U E R—JriE. [ E.
W, A, OO | UE R=§R. | < <
7, [ER | %R Bk, HEAMK. &, 2

WP OIS, B E. B,
IR, H A, | B R
MEE, HIERCR. | E ORI
EENEE, b | # KK
P HRRK, KM | AROTHE, R
AR PR, FRie | aE T
Fhite, SHHERE, | B %) .
FHEA S, Jefl, | B fE R
MEARLZE. | 2. 2.
TR Gl MRRAE. %= |E B %,
L BEE. BRE | e
SO FEER, | BEE, R
R R, B | REEE, JE
HE. =, "8 | K4 2.
MR, MR B PR L | A 35 R
SHER, HRREL, |E . MK
K[AET. HB| B Ko
(K%, B, & RET
&), NZw 2 |8, ThE
ROt FrEEJE . | LA REIE
PG 5. B | B
"
T H T D EE), TR | RE. S | MRS R
7. R, | ¥ DA | EoZbiE0., | E KHIT
TEHE 7 (HEBSRE | HRE. Db |
BRIV W), PAF| DN, Bk FE,
IPT, WEE IN—F >V %
BEEE, TR | R IRERZE E
HRER[EIE TR
R EIE OB, RAR. | RS0 E R
i £, B | W, FlE
R E, OEX
B RN B GRS,
QTIEE, &
BEE 70Oy 7
%)

*%

5%L4 L 1~5%A 1% A BEEAA
R, EO. [ BHR S A | ER. ERW
B, MEE. (B, BBAL R, B
T, BEA | BR. T BIG | E wom
IR BHUTHE | &£, HERE. | BibE
el ORNZ%. OB,
DEEE. &
(A == SR
wAE .
9
FRIMERGEL A, | Bf, 7R i ER 3
I ERIK A | . I 4 L BR
HImEREE 2. | A, IFsE IRk
G BRI A, | 2. IFERERIE S,
GFHPERIE S, | BERED . i/
G 8 BRI | AR D ol /N AR
JiIIR7 3 HBkiEL, U | #L. ANEJ O
DNEREA, (B ER. AT
U NERE| MYy ME L
%, NEJO |/
EAET. A
77Uy R
BT
g?igéﬁ Jus 5> ER %Ef%%
AN . AR 1AL E
a2 # . 5
B
ALTER  |AST E H . |[BWF. Al-P{K | T4 #E
LDHER.|F. LDHET.
A v-GTP LR, LU E > |k
Al-P L7 . BEUILE
T
BUNLEH. | ZL7Fo2 k| 7R
BUN/K T, |H. R¥E. RY
EAHR, RiL|loey J—4F >
ERHE LR, REUI
ik v LR, R
H NAGLEH. Rt
HER, RILE
K. iR %
A i R
WD, REREAD
PRIE I PEPRREEE, IR, | RIEE
AR AR g e 4. IR EA.
R, ZIR
. | / i 2. NN
I ATHE 2O | 5. KW
W THUE
S, RER. | B RS
%ﬁ%%&@gﬁ%
Bl . B RZNE
B 8 % o 3 b
IR, B
EIE
CK L& O, aVA | SH0E. ik, | 1mf~7 Ko
FO— VK| /Kb E. SRE| HELE, M
F. HDL-I | M. @lSMmEE. |H+ > 2V
LAFO0—)b | I5 & k&, | >3
R FR, MU oL ZXFE—)b
U414 RKE| EF. HDL-OL
.U IR"E | X a—)UK R,
KT NN 42
R{EF. CKIETF
2. WHEE A, | W F Pk
KEXR. JE| K LRE
Il SRR, MRMREHE | R, W
JER. U oo < | K
D, S
HZE. Rz, |[IRoFhF
i MO REE, P | . BERE
M. A&, MR PR E N,
OREK, B | REEZ




552l E I~BiAH LA B
REI | RERAD, B35, EZTO. | KRR, &
Bk, BBV, B, W, W,
B, OREL L | EEOE. . |AEDE. A
T OB | BIERE . FiRE. | IRR. SLBR
Do rady |, B20. | B &
CHOMBE. (R, BE | AIVALL
FRUDLME | KRR, MRS E. BT
T AUY L | Hf, FRE. | B
KF, 7O— ¥, BE. s T uir
JUEF LD, HEARWEE | A, IR
. S, R | BEY. 1B
REPEFRIE, 0. | WaE. BIEI
Z DA K[ RE. BRI | %, P
By, HE @\ H. i #
W AR, | HE . e R
SEABEDOEERE, | I, A
PR IRE, 42 | . KK
KR, =B, | Bifss
EHER. A/G
L5, A/GIETF,
TIVT I R,
TIIVT I KT,
FrUTL R
BT L ER
ra—)L k&
13. BERES
13.1 fEdR
SAE ORISR K O IRZEEFEREICBWT, &E], 260mgE T
IR AT B I 2R R 5 I N RAICB W TER, IR,

MmE B SR, S ORERAREIN TS, ek
195mg R THFEMITHRA L 72/NRIZB W T, —il M o a2k,
THARSE DAEIRAIFEH L 72,

13.2 {&
EEROBHBEGEIEHTH D, MREMIFEHTRNEERS
N5, oB, MAKRHOWEENEZASNLHETEIZORZERITD
BETHI &, [16.7.62H]

14. BRALEDEE

14.1 EHIMBEOEE
(A HL8)

14. 1.1 /NEDOFOEMMIZWFNCHRET S Z &,
€]

14.1.2 PTPEEOHEFNIPTP — b5 WO ML TIRAT 2L 5
BT L, PTPY— bOBMMBITE D, WS AR EREIR A
FIAL., BIZIZZA 2B I L THIBRARS O EERGOHE 2 065
THZEND D,

15. Z00DEE

15.1 BRRR{ERAICE D < 1]

(Ghieti@)

15. 1.1 RANZ LK 2IBE P HEEAHDRRIENHRE SN TN D,

15.1. 2 SVETHEME S Nz BB ANE R H 2 MR & U170 KRR
IZBWT, AFIZEOIEERPUSHRER SR T 5 R 55
ELE LT, FEEERNL 6~1. TEEh o EOMENDH D, FER
3 a THo 720, LIESR (ODARE, BARES) UIRYUE
(M%) ICRBEENE N>z, 2B, KAID3RH (9384,
SEAGAERERS2. 47% 1 56~995%) TIX. BT K OMMIME EE (e,
—EVEM R M FEIEL) ORBERN TSR E L TEMN D 2.
¥/, AETOEZRBTICBN T, EMHUEMHE S IEE P
MRS L FRRICIEE RO FRICE S35 E0MEND 5,
(D25 - DDRE (BETFABRTTILBMRELSROHSNLBNGEIC
fR3))

*x 15, 1.3 AN TEMBS N2 KD DIRMEES O MREZE T 5 BH

EMRELU, HEROPD DAIQEH T 5t A 5 IR K 5k ot
AHERICBVT, 24U TORETIZ, BRSESCERENOFE
BOUZIBH S DFBRERHTT SR E L TEho 7z,
7B, 25 EDBFITBIT S EBREE L HREMOFEH DY X
O EFIIRDENT, 65K LITBNWTIEZOYU X7 EA L
722, [5.2, 8.12-8.15. 9.1. 6&MH]

15.2 FEBRARELBR ICE D < 1FHR

15.2.1 ot (RUX. Tv b)) ONAREMERBICBNT, AR
JEgs (M~ ™ Z3mg/kg/HLA L. WS v F10mg/keg/H) MUFE
g (M~ ™~ Z3mg/kg/HEL L) DREEHED LAN#ME SN
TW5, ZNS5OEBRT-sEETIRnh /oS 7 F >0 LA E
BEH L7228k L TR<HENTWD, Ty bOBARMERERIC
BWT, 60mg/kg/H el RHERHEDI00/FICHY) DD
G CRIB B IS O R ASE O ERNRE SN TN D,

15.2.2 IV OREROZRGHBRICBWTIHEOS NOIE Bk, JH
W, H7E) A4 ~5208 i 0 25mg/kg/ AL O HE T, i
i V2 BRSO - A AR 08 B A P L0393 3 Bk (D 50mg /kg/ H
DEORBTHEINTNWS, BT VET S —)ILHKOHE
BORMD R IVIEV T TEMEZBADRE L ROILELZD
DEEZSNTZ, IaB. IOt MEHFICBT 2 RE

(1HH15mg/H# 5. = D#%6H M30mg/H K& D% 5k &+
JVIEITHIC BT 2BEDS. 65LL T TH D, £/, b MEMHICH
F B URIREEDS. A%LL R TH > 72

16. EMENHEE

16.1 MIAERE

16.1.1 HERS
R A 206112 7 V) B 75— )L 6mg & ZE R BA[AT R L1 5 U 7= IR,
ERARE RIS RICIR I THh o 72 (16-1).9

#16-1 7 U ET 5 =)L 6mgH [a[#% 5K DY BHE)N T A —%

e tmax Crnax ti/2 AUC168hr
"R (hr) (ng/mD) (hr) (ng - hr/mL)

6mgfiE X158 | 3.6+2.5 | 30.96+5.39 61.03+19. 59 1,692.9+431.7
Crafl + FRE(RE, 2041

16.1.2 RiEHRS
TR ALSENC Y U E S5 —)L3mgZ %1 H1E 14 H MK EHE S5 L
R YU ET I =)L O MmEEPREITE S 14H £ TICERIREICH
L., KE#SHOBERPEIIIH6SRHTH > 72 (£16-2),9-%
[7. 1]
#£16-2 7 U E 75— )L3mgi ik 5O EMBRE/ 5 A— 5

ﬂﬁ YN ,'% tmax Crnax ti2 AUCaanr
= (hr) (ng/mL) (hr) (ng * hr/mL)

y i [ KR | 37513 | 12.0027.96 - 159. 095, 1
=< " e
1AH (0$ﬁﬁ?73)) 18.448. 67| 0.63+0.63 - 8.2+8.2
y o | KM | 42254 |44.26220.28 | 64.59-£15.39 675, 0241309
X Y- fl 3
14AH <0Pic{—t1ﬂ45%7a>> 6.26.7 | 10.88+6.42 |110. 23464, 94| 185. 7+93. 49

(— : BHEY, T EERE. 156)
a) IEHERS. b) 9l o HX5RIFERIDAUC
16. 1. 3 EYFEHIRIE SRR
(FUETSY —)iEImg Tk—71)
TFUETI=)fElmg [h—"7] ETEY 771 fglmgwk,. 7 OX
F—N—ikickoEhEnlE (FUETSJ—)L &L Timg) /R
ABFICHERERR OIS LU TR R LRREEZRIEL. H5h
T-EEMERE)N T A—% (AUC. Cmad) DWW TI0MERXNEIC THE!
fRMT 24T o 72 FEHR, log (0. 80) ~log (1. 25) DHEPHNTH V. H|D AW
R TR S 72,0

(ng/mL)
8-

——:7UETI—)EEImg [h—7)
—— I ITEU T 7§ 1lmg
SRR R A, 2001

TSR

0 12 2 36 18 60 72
5% OREHE  (hr)
I3 R R HERS

HEINT A5 BEINT A—4
AUCronr Cunax tmax ti/2
(ng * hr/mL) (ng/mL) (hr) (hr)
TUVETIJ—)
$Elmg Th—17) 155.2+£37.5 | 4.25040.966 | 3.70£1.26 | 57.2+18.8

IEY 7 7A$Elmg | 1563.9+39.6 | 4.240+1.035 | 3.35+1.35 | 57.7+15.4

CFEafi £ BRHERZE, 2001)
MAEHREN ICAUC, Cuax®$ED/XT A—F 13, BRE O, IR OTRIMEEL -
e[ DR GAEIT K > THRIRD WIREMEA B B



(FUEZSY —)E3mg [~—71)
TUETI—)lEg3mg [h—"7) ETEV 7 71 §3mgZ,. JOA
F—N—kickvEnETNE (TUVETF—)LEL T3mg) R
ABFICH R EERR O %5 U T b R b RREZHEL. B50
T2 HBRE /N T A—% (AUC. Cumxd DWW TIONEHEXENEIC THiEH
fRHT 21T o 72 4E R, log (0. 80) ~log (1. 25) DHIPAKNTH V. MiFID LM
RS S . D

(ng/mL)
25
-~ 7UETFJ—)EE3mg [h—7)
. ——  TEYU 771§ 3mg

204 SEEfE AR A, 1561
il
L3
l:':]
I

}
I

12 24 36 48 60 72

£ 51 D (hr)
I3 R EEHERS
EMBRE/NT A —F
HENT A= BENTA—F
AUCrone Cnax tmax ti2
(ng + hr/mL) (ng/mL) (hr) (hr)
TVETITI—)L
$E3mg [h—17 544.6+124.1 | 18.77+4.18 | 2.13+1.30 | 53.9+18.3

IEY 771 §E3mg | 545.1+£108.0 | 18.70+3.78 | 2.13+1.25 | 56.8+18.6

CEIfE + kR 2, 1561)

M3 h RN NZAUC, Craxd DN T A—F1E. #5aH OEIR, AR ORI A %K -
[REIZE DR AT IC L o TR D ATREM D S %,

(FUETSY—ILEN% Th—=71)

TUVETS=)VHLE Th—7) ETEY 77 A #1%%, 7 OAF4—

N—{EIZEDZENTN0.3g (FTUETFYV—)LE L T3mg) HEEERA

BRICHERERO#KE L TP R RBEZRIEL, Hohk

HYFHE/)NT A—4 (AUC, Cmad) 1DV TIHEHEX EEIC THiEHR

&7 724558, log (0. 80) ~log (1. 25) DHFANTH V. WHID LY

MRS R I N

(ng/mL)
30

o= F7UETITI=I#1% [h—"]
95 I TEUT7yAH1%

SEEE + EEEfR A 1661

MEREBREE

00 ‘ ‘ ‘ ‘ ‘ ‘
0 12 24 36 48 60 72
L% ORM  (hr)
I 5 v 3 HE R
EENEEIN S A — 4
AR HEINT A—4 BEINT A—F
v Ufbﬁ) = AUCH Conax tmax t1/2
T (ng - hr/mD) | (ng/mL) |  (hr) (hr)
w0 o ) G ors. 2196 9|20 895 0a]2 00 1. 3245 59191
TEY T 7Y (%'nfé 562. 4151, 2|21, 1764, 64| 1. 500, 63|47, 9312, 85

CEEfE +ARHE(R . 1661)
IMAE PR RICAUC, CnaxFD/NT A— 13, #BHE ORI, (R DERIEE -
e DB SR L o TRIZ S alReMEA B 5.

16. 2 WRUR

16.2.1 REOXE
BEFERAICT Y E T 5 —)L3mgZ 25 I3 BB ICHEIR D% 5
L7zlE, 7Y E T T =)V DCmax X CAUCIZ KT T BFDOFEIIZE
bo YoV VASINSY

16.2.2 #MHINAFTRASEU T«
HEERAICBIT 27 U E T T =)L O GREOHEINA 7 X
AT TH o= NEAFT—%).9

16.3 9%

16. 3. 1 M BHE
EEERANICBTS1IH1IE Y U E 75— ) 3mgKE /&% 0% 5F D
A 1EIE8. 86L/ kg TH > 7z, HEDEFBEEANICHBIT STV E S
F Y =)L 2mgER RN % 585 D 43 i 28 FE 13 4. 94L/kg TH o /2. ¥ 10

16.3. 2 MEEAFAE
REAEDMEEAFEARIZINU LT, EELTTIVTI > &f
AL, BEAEEGCBVWTYN Ty U > EOBEERIZE RN,
F/-. ERBYWTH H0PC-14857DMIEEAE SR DI LT
» 5 (in vitro. VHEENTE) 1D

16. 4 {3
7UET I =V EICHFETRE SN, FEEEZRIE DN,
¥ & L TCYP3A4&CYP2D6IZ & o THi/KFEL & KkEEL 22, £/
CYP3A4IZ L > TN-E 7 IV F IVt & 2T %, Fi/KFEA (OPC-14857)
MMHEFICBIT 2 ERBYTH S, OPC-148571Z 7V E TS5 —)L
GREMER) ERBROMRBE SRR OR#REICE > TR I 2,
EHARRE (B514HH) TIXRZLKRIZHK T 20PC-14857DAUCD
BRI TH .99 [10. ]

16.5 HEf
fREERR N ICHUCEE# 7 U BT 5 — )L 20mg & O %5 L7z, &5
THRE DFI2TH B O60% 2N TR e OEE I PRt S 7z, R
Eﬂsmiﬁ)m:%ms%ﬁkﬁﬁén Rt s niznoz GREA
F—H), 12

16.6 HEDEREZHTHEE

16.6. 1 BiEEZRE
HEOBEERELREH (VL YFZ>2 0752 A<30mL/
min) IZHBT BB TIE. BHEEREICK S MFEDTENDEE
3B holz GHEAT—%),19

16. 6.2 FHiEEREZRE
IR RE RS 2= 1k 52 #1945 (Child-Pugh2}BHA~C) 1ICHB1F % B T,
JHFHERERS EIC KB 7 U T 5 ANDEE I Dinh> 7= GEANT—
5)014)

16.6.3 SEaE
SRS 65 E) 7V ET I —)l1bmgZzHEREO&K S L
RO U7 T 22, EEEmE (18~645%) £ D HFI20%K2 > /=
HEAT—4).19 [9.8%0H]

16.6.4 1R - BUE
R NICY U ET Z —)L1omga RO 5 L R0 7 ) ES
S =) DEYBEICEZE I A BN Mo T2, £2. HEERESR
FETOREMMHTORKE, BT U E TS5 —)L Oy BHREIC ¥
BEBZDHHRTTIERN> T GHEATF—%),19.10

16. 7 E¥HEEER

16.7.1 ¥=2 >
fREERRANIZBNT, CYP2D6DEEHZET 2F =2 166mge 7
JEZSY =) 10mgD#MIck D, 7UE S5 —)LDAUCIZ107%
L7z GHEAT—%).17 [10. 25:1#]

16.7.2 /xAF&F >
EFERAICBNWT, CYP2D6DHEEMZAET 2/N0FF > 20mg
ETVET T —N3mgDHHICED. TUET T =)L DCmax X
UAUCIZZNZFN39% K TN140% 84 L 72, 189 [10. 25 H8)

16.7.3 A b5V —)b
fREERANICHBNT, CYPAADMHERHZET S MTaF =)
100mgE 7V ETSZV—)L3mgD it HIcL D, YVETSIV—)LD
CmaxJX VAUCIZZNZ19% K TM48% 38N L 72,19 [10. 25:1i7]

16.7.4 s karv—J
fEFERAICBNT, CYPSAAOMEERZET S haFrJy—)b
200mgE 7 U E ST —)L1mgD I KD, TUE ST —ILD
Cmax X CAUCIZ ZFNZN3T% KX 63% L 7= FEAFT—4), 20

16.7.5 AINTEE Y
A RIE X I LR ELRFITBWT, CYP3ALDFAEER
ZHTBHHIVNIEE 2400mgE 7 VU E 75 —)L30mg D Ht f#% 5
IZED., TUET T =)D Craxfk CAUCIE Z N7 4168% 2 TNT73%{EK
Tl GHEATF—4).2 [10. 28]

16.7.6 SEMR
EERANICBNWT, 7Y E T =)l 15mgfk 5 1% O %508
BE5T. 7UET IV =)L DCrax X TFAUCIZZE N T 141% K UB1HK
TLE GLtEATF—%).2 [13. 28]



16.8 FDfth
(FUEZSY —)igemg [k—71. ZUETSY —)Lgi2mg [ ~—
71, FYETSY —)iE2dmg [k—T )
7UETS5Y —)Ebmg Th—7 ), YUE TS5 —)L§El2mg
[h—=7)] ROTVET IV —)VEE2dmg [b—"7] 13, BENEAR
DROBEREF O EMHNFESET A RS i DE, 7UES
YV —=)VEE3mg [h—7) ZEMERF UL X, BHEEENES
RIS . AR RIS E BT I N, 220,29
17. ERFRRRIE
17.1 ARV RESMCET 558
FUET I —)VEEDREE U FITRT,
(& KERAE)
17.1.1 EMNRHEASE 01858
7 U E T 5 —)4~30mgtD SRR % 5 L - EmitRicH
WT, A RIHEERZFL2FNICBIT 2 ERRBIIRDOEBDTH S,
FEFMIEH Th 2 R MiEEOWERD I, 48.8% (63/129
Bl) THo7z.20 [7.280]
17.1. 2 ERNE MAEER
() & S aRE BB 24251 % 0t 51T F2 i U 7= S35 R — B B it
BiZBWT, 7UE TS5 —)lémg/HZHBMEE L. 24mg/
HzEEAREE L TIHLE I 2ESHEB®E 0% E Uiz, FEF
fiEHH TH 5 R ERWEEICB T ZRERIILLTICRT &
BO T, MERIEITHT DERENED 5Nz,

Sob s ik
TVET T =GR 120 45. 8% (55/120%)

FIVERFEBIEET. 12061919361 (77.5%) Thoiz., EREIE
JE. RIR GE) 3661 (30.0%). 7 H 27266 (21.7%) .
¥R256] (20.8%) . EAKAIELIAF (11.7%) KON o il 13451
(10. 8%) TH oz, 20

(2) & SeFmE R 2430 % 5 1 Fofi L 7= o B — B S M b i
BIZBWT, YUETSY —)lémg/HZBBHAEE L. 24mg/
HERmMAES LU TIH2EISEMBORG Uiz, EEHMEEE T
HEHBREEBREEEICB T DEELDIILFIIRT EBD T,
A JGRIE IR T 2 AR & s,

St G il (el

TUET I =) FGRE 120 31. 7% (38/1204)

BIVER ISR T. 120608741 (72.5%) THholz. EREIE
JE. RIR GE) 4261 (35.0%). 7 H 271761 (14.2%) . &
176 (14.2%) . KREPRAD166] (13.3%) K OEBERAIR1465]
(11.7%) THo7=.20
ITRTOENERABIZEEEBIETEBEIN TV S 0D, ¥
B9 5 ETHROBERNGED SNBENENRBI SN TN
1,20 [7. 28]

17.1.3 BNREIREHR
BB CEE 2 A MG IE E & U - 248 DL B35 o E %53
B (6~24mg/H. HE30mg/H) TO. HERHFIERF204H4)
(2558 LARE B33 Gkt U 20 12 B 1T 2 BAGRMMR o %ELD1Z
41. 2% (84/204%1) TH o720 [7. 28]

17.1. 4 B EMARER
(1) 2MEEREER
A RREOSMENOBEEZ MR E L, 45 2 WIZ6HEM &5
DT TR R EE LGB (31061, 30561, 420%1) IZHB W T,
TUVETII=)IT TR L bl U CTPANSSE R EAF Mk E
DIgEZAEICHKE L7z, PANSSEREGE S CEEELE) X, 7
YE S5 —)LEERE (5. 30mg/HX1%20, 30mg/H)ED 245
%5 L7z2iBR T, 7o AREE : -2.9(102%)) . 15mg/HEE : -
15.5(99%1) . 30mg/HEE : -11. 4 (10041) X% 7 Z &R - -5.0(103
#). 20mg/HEE : -14.5(98f7) . 30mg/HF : -13.9(96f)) TH 0.
FUES S —)VEEMAE 10, 15, 20mg/H)ED & Fi 7= 658 4%
EQiEBTIZ. o uREE -2, 30107#1). 10mg/H#E : -15.0(103
). 15mg/HEE - -11. 7(103%1) . 20mg/HEE : -14. 4(97%)) TH >
7= (BBEE T S RBEE OBk R1Zp=<0. 01) .20
2B, 15mgZBA5EAEHN10UI15mgL DEAFHNEND
IEFRAZBESN TN [7. 28]

(2) BRTHR

ZEMNC D DR MERESHREREIFE MR E LT IR
FEMILIGRE C6EMES. 15mg/HED) 2BV T, CGlkEE
HBHWVIIPANSSE W THEEZER L., EEAMEIMEA %2 %
EALEIMATSEHFEETOMM) &Lz, PVESSYV—-VIETZ
TR E L THEDOGERZK50%H D S8, BRETOHMZ2EE
ICIEE U7z (p<0.001. log-ranki#®iE). EIfERFEIEEIZ. 1534
7661 (50%) Th -7z, EIREIERAT. FHRIE36H (24%). 7 H
DT (7% . RL1E (7%) . FERmFI (6%) K ORERSH] (5%)
THoT.20 [7.28H]

1) WERIPREYUEL L OUBEERT, BESREELER, TEUK%E, (b
SEENE). EREEE). (AL, TEREEE(L). TRSREEE(L). TEBIEL). T
EREES T L 7.

B AR OB S N ER O EIL. [1H6~12mgz PR, 1H6~24mgz i
FHEE L, 1ESUOI2ENIMT TRIE 59 5, ) Thbd,

(MBHEEE CH T B BRIERDLE)

17.1.5 SHMHEEHRGER (GHIEER

BRI EY — RIEEGHIEY — RZ2 2L 20 1 BpEEEH
(2561, HARNBEEZIIBIZET) #XRICEmEL 72 77 R IRE
2L - EERALITHMLERBRICBWT, 7UE TS5V —)L24mg
(BAEMEIT L TL2mg O EAEE) Z21H1H3FEME 5 U 2K,
BAEFEER BT BV > VT EEEM R E (Young-Mania Rating
Scale. YMRS) Bt dONR—=X 51 26 OELE CEYE £ EYE
W) B 7VESSY—)VRE-12.0+£12.9. 7S5 R#-6.0+14. 4
T, BEMZEEZDOBYEHXANZ-6.0 [-9.4, -2.7] THO. Wat¥
WG ZENBD 5N (p<0.001, N—Z T 1 il fr NE T
L7z 8r i  (E17-1),

F1T-1 BHFMRIC BT DYMRSEFHADX—Z 1 > 75 OEILE (FAS.

LOCF)

VMRS i 7 SRR E DAL
BGROR o | B | RoRoq | mE :
SR s | poogik | osiasm | P

SRR | 125 | 28.045.97 | 22.0+15.23 | -6.0+14. 4 6.0
TUET3/-ME | 122 | 28.3+5.96 | 16.3+13.37 | -12.0+12.9 | [9-4 -2.7]
CEEE £ EEER 2, @) N— A T il R O TR U 72 3550 8
FIERFBUEEIL. 123617461 (60.2%) Tdh oz, ERRIERIL
THITT236 (18.7%) . RER14F] (11.4%) . AHRFELLF] (8. 9%) .
MamM-1161 (8. 9%) K ONRALEZIF (7.3%) TH-o 7,229
17.1. 6 REPIZREHER
(1) EFEHEREHER
BB ZE T LI AZB (9961, AARANBEIFZET) Z2HE
WWEEL 7277 AR EERIGTRBILERHRBRICBNWT, 7U
¥ 5 —)12~30mg% 1 A 1E 2258 M 5 L 7=k, YMRS&EHA D
HRBIITFTERDEBOTH-o 7= (E17-2),
217-2 YMRSGEHE O (FAS. LOCF)
Epden i B | N=2F1 > 438 1238 223
75 R E 42 8.6+7.58 |11.9+12.13|12.4+13.98|12.1+14.33
TUETT- VA | 54 7.447.02 | 6.6+9.37 | 6.9+11.36 | 6.3+11. 54

<0.001

CEA 1 + MR 32)
BIVE RSB BEE 1L, 54F1rh 3961 (72.2%) TdHoiz. EAREMEMIL.
THI YT (31.5%) . HRHE8H (14. 8%). EBEEIESH (9. 3%).
AHRIESF] (9. 3%) M ONFRALB 56 (9.3%) TH o 7,30
(2) EBREREER (RPRTEHA)
EHRBRZESE T U BRG] - REF K O EAR T d ik Fl (5961,
AANEFLIFIZET) Z2oRICEBLZIEERHABRICBN T, K
SRERELUTHREY FYLAXIIN)L OB M) A00nThnl
KOPEATT, 7UE STV —)12~30mg% 1 H1E22ARHE 5 L=
i, YMRSEEHEOHEBIZTEDEBD Tho 2 (EL7-3),

#17-3 YMRSA M OHERE (FAS. LOCF)

Bil% R—=ZAF1 > 43 1238 2238
55 30.5+7.75 13.1+11.63 10.4+11. 69 9.7+11. 84
G918 + FERE(R 22)

FIVE BB, 56613941 (69.6%) Td-ok, FARAMMEMIZ.
REHEMLILE (19.6%) . T A 7104 (17.9%) . fHAR7H
(12.5%) K OMREE7HI (12.5%) TH 7.5V

(3) EMERKHER (ROREEHMA)

BRIEY — RXBEAEIEY — RZ22 L -0 1 BiEEEH4
Bl RMBRICEBL ZEERABICBNWT, KOREEREL TrEY
FOLAI/NILTOEEF MU T LAOWTNMFIOHA T T, 7UE
7 —)V12~30mgZ 1 H1[m24AM %5 U 7z K. YMRSE G0 HE
BIITEROEBDTH- = (FIT-4),

#17-4 YMRSE#HHOHERE (FAS. LOCF)

Bl N=ZAF1 > 438 12;8 2438
40 23.245. 50 8.8+8. 46 5.1+7.19 4.447.23
CEE il = R 2)

RIVEFEBIBEEIR, 416]rh386 (92.7%) THolz. TRRIEMIZ.
TR T I (46.3%) . fHER1LHY (26. 8%). IREIB] (22.0%) F
VELSH (19.5%) THo7z.%

(525 - DDRE (BIFAERTTALAMRDRD SN MEEICIR
%))

*k 17.1.7 ERE DHEHER

B2 DENEHE T HoIzE 80 5 RN K D DR R E B & 58641
ERRE LT T A BRI 2 b — S WA T B P L & 52
Ml 7z, BERALO b= R0 AAHER (SSRD) Xidto b=
e VT RLFY CHEIRVAALBEES (SNRD OXoFtF >,
INARFHI, IV NITUD, INF TSI ORTTFa0F2F
) ERGRHE - HETSEMBRSG L. THREBEDSNBRNT
L ZRIGHINCHEZE L /=%, SSRIXIEISNRIOHH FT, 7UE TS
V' —)L3~15mg Xid3mg# 1 H1E6HEMI% 5 Uz, BRI BT
%Montgomery- A sberg Depression Rating Scale (MADRS) & &
HDONR—=Z 714 N5 DOELRITFRIORTEBODTHD, FUE
75 =)V 3~15mgHE K I3mgBE DT, 77 REICH UHEEH
I B NRD 5N (3~15mghEp=0. 006, 3mgH:p<<0. 001,



N—=Z T4 METHRBL 7080 3~15megHt. 3mg#tDJEIC
K HHMEFIE) (F17-5).
£17-5 BAGLAMIFIC BT 2MADRSG A MO R—2 T 1 > 5 OL{LE (FAS.
LOCF)

MADRS&7F1% 7 5 R & DR
e P ez NooRii | s | P
7Rk 195 | 25.5%7.4 -7.4 — —

FUEF5—)3~15mgl | 194 | 25.3£7.3 | 9.6 [_3_’72,'_20_ 6 | 0006

FUETTJ—)V3mgh | 197 | 25.2+7.2 | -10.5 . 4.'63"_11. 5 | <o0.001

CEEE B R, ) N—Z 51 SAECRE LIS AN (3~15mght. 3mg
BEDIEIC & B BIRETIE)
BIERFEHRHEER. YU E TS5 —)L3~15mght T194%4i 11324
(68.0%) . 7V ETZ =) 3mghE TL97#IH 11141 (56.3%) TdH o
2o EREMEMIZ. YTUET T —)L3~16mglTIE7 > 2771
B (36.6%) . #REE20%1 (10.3%) . EER13%] (6.7%) . fHA134]
(6.7%) M UALTHEINL3% (6.7%) . 3SmgBETT 713 7 284
(14.2%). fEIRLISH] (7.6%) . ALTH#N14461 (7.1%) . $EEE124
(6.1%) T CASTHAANLON] (5.1%) TdH o 7.3 [7. 4B:HE]
*x 17. 1.8 EBARIREHER
[E NS WA BR DY & DR ATHI B T 72 ITHLA A & 1172 655% LA E D
SSRIXIISNRI ONOFtEF >, ZIVARFHIL. ©ILESU, 3
WFT TS ROGFanFtvF ) 2HEHROKRD DR EEFH
1556z 3 ST £ i U 7z JEE R IE G BRI B 11 T, SSRIXIZSNRI
DM TT, 7UETS5YV—)L3~15mg#1H1ES2EEE S L 7~ i,
MADRSAEHHOHEBIZI TED EBD TH o2 (X17-6),
#17-6 MADRS#GHE OHEFE (FAS. LOCF)

TUVET T —-VEEH | I | R-AF1 > 63l 12iA 243 5238

2k + + +10.5
(5 1 & 581 155 |18.2+9.6 13.3+£9.2|13.1£10.2 | 13.7£10.6 | 12.3+10.5

B 122 |16.4%8.9|13.3+9.0 [ 13.0+10.0 | 13.4%10.4 | 11.8+10.2
FEe 655LA L) | 33 |24.8%9.3|13.0£10.2 | 13.4£11.0 | 14.9%115 | 14.2£11.7
CF5 1 £ R 22)

BVE I FEBIMEEELE, 156611561 (74.2%) TdHolz, EREIEM
WZ. TAhATTTAE (27.1%) . KEMHM29%1 (18.7%). {HIR154]
(9.7%) . #1461 (9.0%) KOMmH ~U Z Uty REMLILH
(7.1%) THo7.3 [7.45H]
UNRERD BBARNR S bS5 AREICEED BFIEME)
*17.1.9 ERNEMAHER
DSMAE2D-IV-TRIC L 0 HEEREE L 2SN, HllEtsET 2 E
Fo20 (6~17i%) ZXWRICHE[EL 72T 7 bR RIEERL -EER
AT HER B T, YU E TS5 —)L&1~15mg/H T1H1[H8E
M5 U 72K BTl ic BT 2ABC-] (RETHF v I U X
NEAGER OBEETMREZAITOR=ZA51 2 hsOELE
. TIERECHU T U E TS — VB TTRETENRA B ENE
o (p=0.044, BEHRVOXR—ZT71 > OEREARKG (=
40kg, <40kg) ZHRT&EL. N—ZX T > 2#LREE LD H
i) (%17_7)035),36)
#2) American Psychiatric Association CK[E ¥ # & 22 4) ® Diagnostic and
Statistical Manual of Mental Disorders CK§#IEBOBET - $iat~=27))
K17-7 ImAGHERFIC BT 2ABC-JHUIE I FLREZA AT DR—R2 51 > in s D4k
& (FAS. LOCF)

ABC-] > S s
) P 7 U REEE DR e

R i e f% R=2A71 > TR
YR HXS —A71/ [z -
NAIY awimes | AoonlR | OsvEmcm | P

F5ULARE | 45 | 26.8+6.5[20.249.1 | -6.7+11.0 59
- 0. 044

TUET5/-IE | 47 | 27.1+7.2 |15.8+10.1 | -11.3+9.1| (78 -0.1]

CEHE R E. a) REHEKUOR—Z2T1 > ORERXS (=40kg. <40kg) %
HTEL. R=RAFA > aHBELE LI
FIVEFR B X, 47h 2861 (59.6%) TH oz, EREIEMIZ.
fEIR24%1 (51. 1%) . BBREGRSH] (10.6%) K UMERE3M] (6.4%) T
Hol,
*17.1.10 ENREBIZ5HER
ARSI AR 2 5C 7 L 72 B850 (6~17/%) ZMRITHEMEL 723k
BERIEMBEMRERET. 7UE TS =)V &1~15mg/H T1H1[E#
H U7k, ABC-JEEMETMRERA DT OHBIITERDOEBD T
Hotz (F17-8),37
£17-8 ABC-JHIEE FALREZ a7 OHER (b 4. 00)
N—=ZAT714 > 81l 243 483 963
17.7£10.0 (85 |13.5+9.9 (83) |13.3£9.9 (62 |1L.6+8.8 (46) | 14.9+10.3 (26)
(P = BEE R 2 GEMEFIE))
FIVEA B IL, 8564761 (55.3%) THorz., EREIEMIZ.
HRHR2561 (29. 4%). (REEGHNL6H] (18.8%). WMALEZ6H (7. 1%) K
U BBTLHESH] (7.1%) Th iz,

18. EEpEIE

18.1 etk
TUVET I —INE RN DB 7Y I A MEA. RN >
Dy 35y 7 A=A MEM. t0O b= > 5-HDWSBAE 7 =2 k
ER KR OO b= 2 5-HTaZ K7 > % I= 2 MER 20t DA T
BB, HESHERFIIAHTH 200 N5 OFEBERNEERICBIT D8
JAMIZHFEL TS HDEZEZLNTNS,D

18.2 ZREHFMME
SZRRFEEBR T, AR B RS2 2D E R RS2 2D EbE
O b= >5-HTia Kk Ok b0 b= 2 5-HTaZ AR U Ttk 2
RU. ERNRNNI 2Dy EbtEORZ25-HIe, & b0 M= 25-HT
Fv MABEE a1-7 RLFU D RUE he 24 2 D HZ R IEE
OEFEZER Uz, TIREERLAZATY) M T MUERAAR T >
Mo VEILE Y MEGA AR Y > M2 BARIZH$ 2 BRI RN > /-

(in deo)OSQ).le),ﬂ)

18.3 RN UD.ZRGEHT7 IR MEA
RINZ Do RIct LT 7 I A & U THERA L= (in vitro). <
TZAKOT y MTBNT, RN AEEMERED TUE L 7= IREE Tl
RN D DoZ BRI L TY > I A MELUTERAL. RIS AEH)
PEMHMRENME R U 72REETIE RS D DeZAKICH L Ty oA R &
U THER L9299

18.4 RN UD:ZBRGEEHT7 IR MEA
RIS P DsZ BRI L THE 7Y I=A b EUTER L= (in vitro) .4

18.5 0O = U5-HTEHGE S 7 T=X MERA
0 = 5-HTWZ BRI U Ty Y D= A M ELUTER L

(in vitro)s RTAMANOL DO R AR#EYS-E ROF 1 > R—)VEE

M%%ﬁﬁ@éﬁ\5vF%ﬁ&@tDb:y:1~D7%k§mﬁb
7240

18.6 EA M= U5-HTuZAEK7 ¥ T=X MER
RYUZAIBNTEO 2 V5-HIaZ AR Y I X MK DFEFHINLTT
L WH L7z, /-, EO =212k 3 5 v MPLIFIANCa R
OEMZIHIL 7= (in vitro),0-4

18.7 A KMERENK (CEAET 2EMET IV TOREER
PREEROIEE EE Z 5NTND Ty MRERESSZME L. NLE
4%@;‘?@?3@6 EEBZOLNTWVWS Ty a7 U0 Mz L
7zo

18.8 h& L7 L —EiLlER
RISy MBI D7 RE) b B RTEIIHFIERIOS T %
N5 LT —EREROEDED M EILIZ, 7ol 7ox o> kinn
RY R—=)ILEDRENSD

18.9 MATASI/FVRELZRET 5 FEEFE RN UDLZEEKIC

w9 2R

Z oy b RIKRRTHE RN DD AURICH LT 7 I= A B & UTIER
L7z (in vitro).?

19. AMASICET SE{EFEIME

*%L%ﬁ : (\ N/\/\/O g (0]
S Ty
Q:CI

Cl

—% - 7UE TS /=)l (Aripiprazole)

12244 © 7-{4-[4- (2, 3-Dichlorophenyl) piperazin-1-yl] butoxy} -3, 4~
dihydroquinolin-2 (1H ) -one

53 F 3 ¢ CasHzClaN302

43T 1 448. 39

PR ORI FEOR AR TH S, /OOy VIgE
Fo9<, K FERZMUII, AFY =) XFTH ) —
IV (99.5) ITIFEAERT BN, FEREENEDSNS,

22. ‘a%
(FVETSV—)iEimg Th—71)
10082 [10$gX10 : PTP]
(FVETSV—)EE3mg Th—71)
1008 [10$gX10 : PTP]
30088 [N, HZIRFIAD]
(FTUEZTSY—)ligbmg Tb—7 1)
10082 [10%4£X10 : PTP]
3008 [N, HMRFIAD]
(FVETSV—)tEl2mg T[b—7 1)
10082 [10$€X<10 : PTP]
3008 [N, HLEEFIAD]
(FTUETSY—I)lig2dmg Th—"71)
1008 [10%¢X10 : PTP]
3008 N, FEIRBIAD]
(FVETSV—IE% Th—71)
100g DNT. #ERFIAD]
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