% % 2025512 5 45T (556HR)

% 2024510 B 2XET (B854R) AAREERTRES
871179
Bk SR
E2hEAR - 3614 1 TR b CSE o ARES RS REME
TYUET S —JLsE §t1mg  |22800AMX00691 | 20164:11)]
- IR #23mg 21800AMZ10013 | 200646
X O =1 {m Am
ffg_éﬁzii%mﬁ S ItJj?'f®fiE1 g ge6mg | 21800AMZ10014 | 2006461
"I Ar mg #E12mg | 21900AMX00907 | 200746 H
I t J 77-f® EE 3 1% 21800AMZ10012 | 200646 H
oo I A rty m
TIEYT»1.5E6™
oo I Ariy m
TEVYD»-.5E12™
ABILIFY, tablets
TYUETZY—ILEL
0 I ﬂ
TEYD»1.801%
3.2 BHOMR
1. ma N : ] IR
1.1 BREMS R 7Y F—3 2, BREMBSESOETCE Wideds | AR SH (mm) | (mm) | (mg) | ¥
BLEbhIBALBGRIRETIHZNSHBDT. [ .
AAEE B MBORE - ERICEET 52 L, B Selmg | 0% @ | 6 | 25 | #95|0G74
BREX L ZOEERES L X ZORBREFEET 2 8E N
i, ABEOERMSERME LR SHMShBEE ;gmzﬂ ;}E@% @ —| 6 | 25 | #9 |0G72
NDHEBETH_LEL., BECHE->TIiE, MBEOR o
TENOBEE+HICTOC & (1.2, 8.2, 8.4, 9.1.3. TEY 774 |(E0% @ ,
ﬁ'1.6§?§] T Sé6me oy @ | 7 27 |#9135|0G71
1.2 BELHE->TH. 5560 UHLREERIRRT 515 2¥Y 774 [ Blso%
an5sCLE. BERUZORKAHHIAL. OE. Riamg e @g S Ml
S8 SR, ER. S8 BHABSORECEEL. C0O U774
v R 3 F1 60 B
EOBERPHSbNEEICIE. BEBICIR55FREL, i1 %

EEOBEEZT5LD, HHETHIE, [1.1. 8.2, 8.4,
9.1.3. 11.1.63H]

2. BR(RODEBEZEZICEIBELHEWI L)

A EIEREO B P [FIERELY B S ¢ B2h0D 5]

2.2 2NV EY — VIREEAR - FRFEA S O FRAK AR A 0 5
WIS T IC D A I [P E I iR s s BZh
5o

23 7T FLFY V5T OBE(TFLFI V2T T4 5
F ¥ —OFAEHE. TR FIRICB T 2 RIS L <
SRR A 23 A 2 B <) [10. 18 1]

2.4 KANOE A UBBEEDRAIED 5 % B

N

3. ARk - MR
3.1 8k
Woe s AR WA

I 774 |15EH AR, FvERITF Y

$tlmg TYETIV—lmg | 7. fikro—x, eFo
Fyru¥rkro—x, =
BAbsk. A77Y) VBT A Y
N

IV 774 |15EH BRI, FvERITF Y

$E3mg TYETFIYV—=N3mg |7V, fimklra—2Z, ko
Fyrurtkru—x, it
2T NIZIAL—F, AT
TV VBRI ATYT A

¥ 774 |15 FLEEARAIY,., by ETaYF Y

$E6mg TYETIV—bmg | 7. fihklra—2x, v
FyrFu¥rkro—2x, A5
TV VBRI A TN

IEY 7 74|15k BRI, FyEQIT TV

$t12mg TYVETIV—V12mg | 7 V. ftkElro—2, o
Fy7runrknru—2a, it
SOk, AT T v S
E A7

TEY 774 |lghh FLBE AR, b ETI YTy

#21% TYETIFV—N10mg |7V, e FaFyruirti
u—A, WHEKT AR

(1)

4. FHEER IR
OB KRIBIE
ONBHEEICH T DBERDSE
OI2® * >OREBEIFEAETCTIEIRIRVOShEVE
AR 3)
ONBEOBRAARNXY T LEEICH S ZREH

5. EEXIIHRICEET 2FE

(521"« D PREBEFEAETTAEIRIPROS N EWVIFEIIC
fR3))

5.1 BWELw M=) AABER LTt b= - VT F
LY IR AR ER S X 28 2 EH 27> T+
BRRNEDPRD SNBROEEICTRY . RAZHEH LTG5 T52 8,

5.2 i) DFIOFEEGITL Y, 20U FORE T, HRESE. B
WD) R 7 HWINT % & OHMENRD L7720, KHlEH5T 2
WHIZIEZ VAT ERL 749 b 2ZETH I L, [8.12-8.15.
9.1.6, 15.1.3&M]

CNREIOBEBZANRY b7 LD ZHIEME)

5.3 FHI & LCOoLL LI RMGOBEFEITHHT L &,

6. AERUAE

(RAKERE)
WL, AT YE TSI Y= LClIH6~12me#% BB
. 1H6~24mgZ MEFF M & L, 10 320Nz 500 TR %
59 %, k. Eili. ERICE D EEMRT 55, 1HEIZ
0mgE Bz RV &,

(UEHREECH T B BERDOKE)
S, AR TYE TSIV =k LTI12~24me% 1 H1H#%
0853 %, &b, WiIEHRIZ24mgs L. Fim. ERICXD
SRS 525, 1HRIZ30megZ @R v &,

(D% + > ORE BIFEARECTHIEMREIEH S h B VIFAIC
fB3))
R BACIETYES TV =k LT3mg#Z 1 H 135
T 5. BB, AEH. IERICK D SRR 55 WMREEZ1IH
e L T3mgk L. 1H®EIZIGmgZ A RWnwI &,



CINREOBEBZANXY b T LEICHED ZRIEME)
WM, TVETFS Y — e LTClHImgZMMmMHE, 1H1~
omgZAfiFFHE L L. THIRROR G35, &b, EIRICX
DR AAY, WRIBEIHEE LTRASmgE L, 1HE
F15mgZ Mz v &,

7. BERUVHEICRET R

(zhEEStiE)

7.0 AFAEHRBIET 5 TICR2EAME LT 5720, 2081
DI LA w 2 22 Lv,e [16.1.280]

(& KBRIE)

7.2 AHOBRGRGBIERNRE 25 X5 BH T L HEICE
BLRPOMEMT 52 Lo DRI X 22 RORBIIHEES h
TWaW.][17.1.1-17.1. 48]

7.3 MOPUREHIIED OAFNCEE T 2 BH LD b, Fi7zlTak
AE O % B 2 A THITE 2B R § w7z, 2ok
I % BAE TR Y PEIERZ B LA SR ERHET 22 Lo

(5208 + 3 ORE BFEEE TR ERIBH SN BVHEIC
PR3))

7.4 AANGERGL T = PR AABLEA e b=
JNT FLFY CEHIRY ABMERF T2 L, [92
Wi 9 DIRBIH LA R G- COARPE MR S T
\e]17.1.7, 17.1.85 ]

8. EELELNIE

(hEELLiE)

8.1 IR&. 1EE)) - )y - IEHEFRENFORE T ZZ 2 L
W3 B DT, RFEZGHOBEFIIEABHEOE RS GEHREES
RO R ST VWL IERT L L,

8.2 WM 7 ¥ F—v A, BRSSO TICES S
LY HLERLEWEMAP BT 2 B2 h2d 50T, KHIKRS
i, e, 28k, 2R, BUR. 28, BRSO RO
B - ERICTERE T 5 & L DI, BRW T ZoMARED L IE
ZORBINT 24T 5 BFITOoVTIE. MBHEONE S0 pls
ZHoAT) 2k, [1.1. 1.2, 8.4, 9.1.3, 11.1.681&]

8.3 KIMLHEA D HbN B Z LHH D DT, AFIPEG ., B,
BRUE, WIF. IRMR. MR, ARk S5 o IR R RS
HEEHIT, MEEONEHEOBIEZ +0I4T) 2 &, (8.4
11.1.7%8 8]

8.4 AHIOPEG T L, H 52 LS. 2K V8. 3DRIEHATH T
DREDNHHI L, BERFZOEBHMTHIIL, i
BAEIR (18, 28k, 2R, BIR. 2. BHRS) . ik
RO, BRI, WIT. IRR. B, Bk ES) ICERE L.
DX BRIERDYD Sbh A, EhickbzhmkiL.
Eiio#g%e2 s L), 83528, [1.1.1.2, 8.2, 8.3,
9.1.3, 11.1.6, 11.1.7&8H]

8.5 FHIBIC X HEVED B B A%, AHKIEG- 52 129 I (A
HAE DRSO ZICAR R Z WD 2rb ST,
FRMICE v v 7V %280 RIIRE) . mEROUHE,
IE. BRESOHHHMEEND S bz 0N D b, 1l
BB EDFEIRICOWT, b 5h LDIBE B ORBESEIZ 45
WCHB 2TV, JERED b7 Ra1iE, EICHZ®T 5 X
SIETHI L, Fio, BEFEORBROWREOZAL 21155 <
L. ERYD S b REITIEZSE U Tl x5
LT AR, BEURNEEZTT) 2 &,

8.6 ARHIDOPLGAT X Y KTEOZER . W) 2 KT EHDH 2
DT, KA GHIIAREOHEB Z TR BIZL. KEOEH
DR BN TG A IR AL (B PR OB O f #E55) % 20
L. SIS UCEARE 2179 2 &,

8.7 MOPUREAHIEZ BICHRE L TCwa R iliE7Tas 7 F Vil
JEAR O ARK 2R G T B L, ME T T S 7 F VRENK
TLHARPEMTAZE0HLDT, HRHE%., i, FEN
JBigiE 72 EOFBUS T EET AT &,

8.8 HETFIENHIT H2BENLDH DD T, FRIHEBEMEM %D Y
A2 Db BHBH AR ZHET 55X, EHEISREZ BI5R
FTr2E,

(2

GREKAE. WBHEEZICH T IBEROKE. 52K 52
REE (B RECTOEMEIRDH SN EVIGEICIRS))

8.9 BkIcAE., M, BEDOWEREZELTWLEHZICH L, &
FIB G T ARG SN AR VAR, SR oRs
L oG EDEET L L,

(& KFAE)

8.10 BfE, M. HARMFOMMIERNTEMNT LI L H DD
T, B8 E TV, B S N2 A I3 b o iR )i i
WY DR D % EEW R E 2T S &,

FEIEEED 5 DY) ) B 2 OBICIZRT B EO R 214 2R S
LoD, RADOELG#FTH) Z LHLE L,

(IBMREE 2 H (T 2BEROKE)

8. 11 BERD Y E L2 WA ICIE. RAOHERB O ERIZOW
THET L. AR ZBALEG LEVEIERTLII L,

(D29% + D ORE BIEAECTIEMEIREH S h B VIFEIC
PE3))

8.12 9 OERZETHZHBLEIMNEEIH Y. BERAEKOBZ
NBHLDOT, 2O LX) RBHEIRGHGERE TR S IS &
AT HEICIZEEORE R OWEBOEL 2 ER BIgT
5, [5.2, 8.13-8.15, 9.1.6. 15.1.38K]

8.13 e, Mk, BB, N= v Z5EME. AR, SlEdk. Mo,
WYL, HEE. 7YY T RSB ARErH Hbhb Z
LG SN TS, T2, RAEBRIEHS2TIZRZWA, &
OO - 1782 K L7EMICB W T, AR oEL X
HE S, HBEAX. ETA L ShTwd, BEORE
BOWBOE L2 R BLE T L L HIT. ThoDRERD
WEMNBIER SN2 EIE, ISR 2R3, (R4 IS L.
HIk§ 2 % Ll 202479 2 Lo [5.2. 8.12. 8.14, 8.15.
9.1.6. 15.1.3&H]

8.14 HBHMWTOMBIMM 2P <720, HRBEINFED NS
BT 556120, 1R500EHEZRNNRICE ED
52 &, [5.2, 8.12, 8.13. 8.15. 9.1.6, 15.1.3&R]

8.15 FKIKSICHBR ML AR MAX. WA, SR, Hlld: s
DATB DOEAL B OB BBAL D H b DY R 7 HITOWT
FaEE T, BRI L BEICHKZIND 49 X IEET LS
o [5.2, 8.12-8.14, 9.1.6. 15.1.3%MH]

CNBEADBEBZANY b5 AREICHES BRI

8.16 WM R OAEMEZFM L, BReEMCbZY
HHELzWZ &,

9. FENEE2ETI2REZEICHTEE

9.1 ABHE - MERZEDH 2 HBE

GhaesE)

9.1.1 - MERE, RIMERIZZThSDRERVDH B EE
—WEOMERETARD b BENEDH 5,

9.1.2 TAPAZEDEEMEBIIZ IS DEETENH 5 8E
B2 KT S5 E0H 5,

9.1.3 BERFEXIZZDEBEEZFETI2EE. L IERFOR
R, SlE. REEORERROERETF4ET 28E
MAEEDS B35 2 Eh3d 5o [1.1. 1.2, 8.2, 8.4, 11.1.68K]

9.1.4 REYIREE, REIBARR. AR, BRAKREZDEE
Wil SE R R AR E 55 oD AR 2R JE DS S T v B,
[11.1.10ZH]

RAKIAE. WBMEEICH T 2BEROSKE.
ANY T LEICHES BRI

9.1.5 BHREFOBRERVERSREE T 28E
SERE BAL LD BENLD Do

(529" « D OREBEFAETTAIENRIED S hEWVIFEIIC
fB3))

9.1.6 HRSEXIIERERDERFNH2EE. BRSRBDH 3
BE
HEZE., ARECMEHObNE I E2dH b, (5.2, 8.12-
8.15. 15.1.3%:MH]

9.1.7 HOBEWEEDH 2 EE
FMREIRZ M E S22 LD b,

9.1.8 BEMI EVHERELETIEE
FAERZ B X E L 2 E0H 5,

MNEHD B



9.3 fTREERERE

FEEE 2B L3 €2 BT H b, [11.1.1121H]

9.5 11w

IR SR LT 2 W HETE D 3 2 KPEICIE,

bt - A MOFEE A1

Mabtkz L2 LI SN BEICORKGTH I L. TR

BMNCHAE AR IED G S hTw b

Witrs

B R FLRE S

WG, PR, Rk, BESIRECT . BoRIBOE S O BB IR R
%Wﬂ%ﬁjﬁﬁsi) bzt @ﬁ%ﬁig@ 5o InB. 4‘%‘]0)%%
RERCBWCHEOWEN D Do

9.6 XILtw

B LD R OB RO A ZIE L. 3RALORBE L
EHEEBETS 2 2 &0 b P TR PN OBIIAHD S Tn sy,

9.7 NE%E

RERAE. WBHEEICE T IBERDKE. 52K - 52
RE (BIEARAECTR LRI OShBEWVIEEICIES))

9.7.1 NESEZEXG & L2BRABIIE L Twiv,

CMNREIOBEBAZRNXY T LIS BRI

9.7.2 fCIAEMRER, HiAR, AR IRALFHON R 255 &
L7240 M O AV 2 39 RE & U 22 IR R BRI 920 L T e v,

9.8 EiE

BEOREZBIE L AP OHEIIHESGT52 &0 —RICAEHE

HEAME T LT 5,
10. #HE/EA

[16.6.3Z: 1]

AANE, T & U THFRBEEFECYP3A4 L UFCYP2D6 THH S

%o [16.42M]

10.1 ARSI HALEVWI L)

AN

W RAEAR - i 5

B - ek

7rRLFY ¥
(7F745Fy—

7 RLVF Y OEH %W
s, MERT2ES

7FLFYYET FL
> AeBka. pRAE

ORRWBIE. XFH|TBZNLD 5, RORBHATH Y, A

FHEIRIC BT 210 # D a5 75 WA

JFREE D L < A5 E R B QUNEE 20N b €T

W 286 % JUAENL & 22 0L e

<) BETFER M E 5,
KAIV

[2.32M]

10.2 BEAEE BRICEET S L)

ESEES AR - 1 )5 B - fabN T
TRUVFY YEAERMERTFZ2RECSTBZR| 7 FLFY VIZT FL
bk EEA Db, F VU B e, %

YEHL Y- TR HBRORBHITH Y |
[l ARH) D a5 7R WA
FAC XY s R i
PR MR & 22 0 L 1L
FERE T VER 250 S
LBENED 5,
rhAE AR A FO AR 233 % | & B AR IR
NVEY = VEBFH I OT, WET 2L EEEMNELET S,
SEAR. RMAISE TR,
P A1 M HEACKEIEEN 2 B3 | & D ICHIEMRH 243

HTENHDHOT, Wity
A7 EHIITEGTH L,

%o

iy AEMEAS
e

Play Az RS €5
ZENHLHDOT, Witd S
HEWEICHGTHIE,

LHiTHiay ez
FH5 %o

[16.7.32 1]

AN (HIE S RS 3 R PE % 389 | ARANE RS 3 v 25k
LR B38| TLBENDEH DT, | EREHEAET %,
L Re AT 50 LH
RSG5 THI L,
T a—) AHEAS AR AR I | & b S PR R £
(fkiH) PRREEDLZEN DD, MEHT S,
CYP2D6 B % | A K O 11 I A3 B3R 3 % B | AH o FEACHEEE T
A3 % JEH ZNDHDHOT, K#Hl%|H5HCYP2D6% FlES
FoVU, N F | WRTIELEERT DI L | B 7 OARK O LR
tF VA BEATL2BENDD
[16.7.1, 16.7.2& ] %o
CYP3A4RHENE ] % | AR K O I 38383 5 B | AH o FEALHEEE T
A3 % JEH ZNDHDHOT, KHl%|H5HCYP3ALE ET
A bT3F Y= RRETIHEZRT DI L| D 2 DARA O I B
V. 79 Aaw BEAT2BZNDD
A% %o

(3)

LS kR FEARHEAR - 38 5 i B - fabRIN T
T AR B (45 1\ ARF O TEH 250858 5 2 B |[A# o LR #ERR T
CYP3A4) #EAEH | Zhdd b, % %5 CYP3A4DFHHIC
AT 5 HEH X0 ARFH o 1 v E
ANNTEYE | KFT2BZW9DH 5,
DR INATE
[16.7.52K]

11. BMER
ROBMEHA D b B I LD DDT, BEEZ 51TV,
LH DR SN A IR 2RIk T % % L) 2 s 2 47
5k,

1.1 EXAEMER

11.1.1 BMAEREE0.1%)
MEBHHRER, TREEOM M. WE TR, FIR. MIEOLE. BT
ERFHL. TNICOEDDERANRALNLILEE. 5%
kU, RS HL RO GERE L b ISEY) ZR0E %2
19 2 & MEFSERFICIE. AlMBROBEIM R i CK D L3-8
AONBLIENEL, $72, 37 0E VIR BERBICT
BALNDLZEDNDH D, B, HEHAIFEE L, HikEE, g
REE, PGB, BiAER, ABRE~NERBITL, ECT 5
DD D,

11.1.2 BEMES 22 2770.1%)
EIH5CX 0. JHESEORMBEEI D 5bh b 2 LD
HDT, TDEH)BIERDD S bNEERE IR %2%
5ol b, BG5HIEEDERIHEHRT S22 LEPH 5,

11.1.3 FREMI L7 X(0.1%)
WS R (RN IR, L - W, % LWERL, AR &
VIR R N D ) S WS OREIR) 2 X 72 L, FETE
A VI RAIBTTHIEDRH LT, BEMINH b
Bl w5 ehkyaz e,

1.1.4 7F7 1 5% — GIEARW)

11.1.5 1EMHBIAFEE (0.1%)
CK LS. M ROEhI+7uyo FaSsicngdasat,

11.1.6 FERFMES b 72 K—2 X, SRR SE CFEA)
AP 5. 2k, 2R, BUR. 28/, BESEoRIR
OFBNTEE T L L BT, MBEHEOWMEZIT) B+ kBl
BRIV, SR O LN HEIE. 4 v 2) VBHOR L%
OB BB ZIT) 28, BEICRE L R EDTMN TR Z 72
EoTHERIPHE SN TWwa, [1.1. 1.2, 8.2, 8.4, 9.1.38K]

11.1.7 {KI¥E CFHEARN])
Wik, MREUR. WiF. IRk, MRHR. A A oo iR e R
HRD SLNTHAEE, #52 Rk L, BYRREZTH 2 &,
[8.3. 8.4&M]

11.1.8 FEE(0.4%)

11.1.9 EFERERAE (FIEAH) . AmEREKS (0.1%)

11.1.10 FHZEARAE. RERERARMARAE B EEAS])
SEARAE . BRI AR 55 o M AR ZE A 23S S TwW B o T,
BIg% oAy, B, WG, DU oEN., FES D
SNZACE, 52Tk T AR Wl RMEEZITH) 2 L,
[9.1.48M1]

11.1.11 FF#aERE= (B AH)
AST. ALT. p-GTP. Al-P® ' H5:% 9 MR ERD &
bbb ehdb, [9.321]



1.2 ZOfeDEMER

5%LL Lk

1~5% Al

1% Al

BEEARH

Rl

AR, A
e i 8
A, 3l
i

DEWV,
difis D O
%)5t

Ve F—Juk, V¥ F—
L RIENEE= e N S E & BN
VORI ROG, R %,
A, MEE. RERGE,
IEEIRE, b2 d PRk,
RMHRERL S, Freshie.
GhRiREE, #hleA4, &
AL, L
e, 2R R B
OB REFEIR, AU
PERETE ., GRARE. =
WEME, BERREESE. S
TR, AT, BBk
(%, MR, B,
=y 7 RIS . B3
TRERE, S IESE

[N
ORI
85 Bl A i
O 1 K 1
9 I P BT
e, BRI PR
HL B#EE).,
PEBEREAS 4,
WEE, SR
% RithBg
[N Sl i)
LIEL NI
e K08
o R
B, TR
ASREAE BERE

Hetkot
IR

O, BT
YA
b= 7 (%
SRR
VAFAY
7 W
. s

W FREE, ool b
. BBk Oob-o
. TR, S—F
Y VIEBERE. MRERZS L
HILER Il iR FE 4R

S 1R A4 i B
LT iy

BRI
JE

OETCHE, TRIR. AR
LERVA N TSN R ARIE
W (WAL . QTAE 5.
BoEEE Ty 75

LA TN
e BRDE

HALE

WEEIH: | 09
T TR
AR, Tk

JuAE

Ha, OUbAME%E H
Wide. Bide. T,
HALARR, OW%E, 1
ge, TVSINR. TBEERIE i
SRS RIS KGR/ N )|
]

Jii. HREE,
D HIE

M3

AL BRI
A FILER
WAL Fi
A%, 4f
R A
[T EE S EN
Uf BB ER R
A LR
%, W vS
g, v
VOSERRI%
ANEZUTVE
M AN
BV
AT

Hii, RMERBEZ . G
JERMA . UL ERI %
IFIRIRI % . Wk
ML/NRA S LR 2 |
NEZFRVY VS, AT
7Yy ME RS

P2l

ras s ¥
YT OH
RERLH

VA= S

i Hp IR BRI
AR NE B
. PRk

T Ik

ALT k5

AST 13-
LDH k5.
y -GTP L
5. Al-P L
s

BRI, Al-PSF. LDH
KT, Y vE v ks,
BEIYILE VKT

JHF 9%, B

BUN L,
BUNE T,
HHR. R
it

7 VT F = bSk REE
WRouaey s —4s5 vk
Ho REy ey kR,

WHNAG ES RILE |
Sy RICEACT, R
FIRA MR R IR

IR

bR

JR i I

PR, MR, BEbEgE.
W BUR, IR

S

FE5 . JaaE B BOG
W5, KLBE. 2 9 M,
i s

[IIRERED N
ISP NEE SR

BERE

S B SE BE TR
B #BL, WCB e, (R
AR, Mk, DR

PR IEYe B
T

)

5%LhE | 1~5% A 1% A i A

LCKESH (D, 2V
A 7T a7 —
DI
HDL- 2 L
257U =
EH. MY
RSN
FLES. VU
VIREIRT

2 BE S ILRE . K
T PR LA i M O3

PREAHREE, 3L AT
o — ) ks, HDL-2 L
AFu—NVEKTF, b7
V74 FIKF, CKIKF

LI ]
W), A
Y2 Y Em

WA BLge, WHBRYE, S SO
S SRR, IRGRBEIE IR

Leod b, Sich

MR VU
AR PR

1 BALL ICHe, SO,
AR, AL RO

k. e

IRDFF1 57
B PR Pk LY
B, BRH#%

Z O | AR ERE N | A A
D& FEE
%, K&
HwA, 7
a7y v
[E S
b AK
Fo AU
LMET. 7
o — VK

Wrr. 1ITH., BUR. B
Bk, . PO
BOSE. WdiE. SR
R, ik, K,
KAw k. PR, 5%
P . IR, REL
0 IEMRRE R T S,
KM, #45. &
AR, RERE, HIE,
B PUBCA PO, He 7]
BlE WA AE s BE B IR M
BT, ., REN
L5 A/GER. A/GIK
T TVTIVESA, T
VTIVRTF, FhYY
A LS. AV YA LS,
rya—)v k4

iR NS 3
iy SO, 7L
R, AR
%, ARl
Jie, MOV A
2 A HES HE
T, BB
F. T
i s
WR O R e,
k. B
ffige, BUSHAE
[T~
WeWGRE., A
153 NN i1

13. BEHRSE
13.1 FER

AV E O IR B O A RS 12 B VT, ml,260mg %
TFEN AR AR RS S 22 A BV TR,
R, M EA,. JIR. EHEEoERIHE S Tnwb, /2
Fern195me F TR L/hNRIB W T, —#oiEik
g, MRS DFERIFEHR L 72,
13.2 &

R ORI G IH M TD 5. MBENITAHTRVWEEZ
bz, B, MHIRHOWENELE 2 Sh 55132 0HE
CHMETHIE, [16.7.68H]

14. BALOEE

14.1 EHXHFEOEE

(BFIHE)

1411 MNEOFORP B CHIRET L &,

&

14.1.2 PTPAEEDHEANZPTP Y — F A SWMY M LTIRAT % &
IRET AT L, PTPY— bOBMKITL D, VSIS EE
HBEATIA L, B35l E B U CHERS I &5 o i 2 40k
JERPRTHZ DD D,

15. ZOMOEE

15.1 ERR{ER ICE D 1B

(ZheEHE)

15.1.1 RANC & 2 HE P ER AP DO RRIEDHE ST b,

*15.1.2 JAECEIG S /R AE R E 2 R L L2170 KRR

BizBw T, KHl% G MBURmIE 5 8 7 5 £ Rk
HREL LT, BEEDL.6~1. 750 o 72 L DM D 5o
NIIBEA TH o 72A% DR (DAL, 22805055) I &g
SiE M 9655 12 X BWTEDE Do T2 B AHI D3RR (7193861,
AR RS2, 4% 1 56~995%) T, FETC M O A5 i 5 (i z
PRI TS OB T 5 LR LB L TRd o 72,
F 72, AETOEFEREITB T, ERPURS R E D I e R
FEAEE & FARICIE RO FRICES T 5 L 0WEDH Do

(529" « D ORE (BREFAETTAIENRIEDS hEWVFEIIC
fB3))

15.1.3 WA CTHEE S M7z K ) DWWl ESOMMRELHT 5
BEENGRE Lz, BBOP) 2RO 7 5 1 R REK R
BOBRFFERICB VT, 24U TOBRETIE, HREES A



REDOFEHDOY A7 25Pi) DR GHETT T R B L LT
Fholze BB, B EOBFITHIT 2 ARSER ABRAX
DFEPDOY A7 O ERHIZED ST, 65 LICBWTIZZED
Y27 A LY, [5.2, 8.12-8.15, 9.1.65MH]
15.2 FEEREREAER (ICE D 155K
15.2.1 FomB (7 A, 9 b)) OBFAFERBIZB VT, FLUE
JE; (< w7 ZA3mg/kg/HEL L. MES v F10mg/kg/H) B O F &
RIS (M~ 7 Z23mg/kg/ HEL L) OFASED EA B HiESh
TWb, TUHDEEFIXF oW TcImb s 750 k5
R L2 LTELAIBNT WD, Ty FODBAFEMER
Bz BT, 60mg/kg/ H (55 i B ARAE IS = 0 10065 1241 24)
DB 5-BE TR B B S O R AEBE D LA HE SR Tw 5,
15.2.2 YL o AR5 RSB W T O 9 NORE JEIR.
JHRS ., HHAT) 23438 18]~ 5238 [ 5Bk D 25mg/kg/ H D o i # T
JFP I 2 R e P D B s i A B T B 3393 ] 3R © 50m g/
kg/ HU LOHBETHE SN TV, kiR T7TIETI V-
HR DO BB OB WA VIR T CHRE L B 2IREL 2D
KLz EZbh, b, Thofidpor Highd
WCB5#EQHH15mg/ H¥ 5. 20 #6H H30mg/ H K
RECIHG-0) VOV IS B 2 IBEDS5 6% FTH Y, F
72 & MRS B T 2 ERED5.4% U F TH o 72,

16. FEYEIEE
16.1 Mg
16.1.1 BERE
RERER 20817 ) ¥ 75V —)Vbmg# 2GR 8 5 U7 g, I

FAFIRINE A6 T D o 7= (M16-1. #16-1)
40

SR + BEEA 2
2081

30 1

AR 7 ) ¥ 5V — Vil (ng/mL)

0 24 48 7‘2 96 léO 14‘14 168
P G-t 1) (Rg 1))
X16-1 #EHERAIZBT 57 ) ¥ 75V — v 6mg i %515 o) ifin 4 v
FEHERS

#16-1 7V ¥ 77 V' — V6mgHm¥ 5K DLW B E ST X — 5

Pl tmax Cinax tirz AUCiesnr
IR (hr) (ng/mL) (hr) (ng * hr/mL)
6mgdE x 15¢ 36+25 30.96 £5.39 61.03+19.59 1,692.9 +431.7

Cr3gfi £ BEEdR 2, 20610)

16.1.2 REE®RS
R AISBIC T ) ¥ 75 Y — V3mg% & 1H 114 H B)LEERS L2
R, 7YVET IV — VoM E$ 514 H F TlOE % IREBICEE
L. BAEHES-% oW RN K658 TH - 72 (316-2)Y, [7.181]

#16-2 7V ¥ 7TV = V3mgHP G OIEY B E ST X — 5

tmax Chnax tiz AUCanr
feat (hr) (ng/mL) (hr) (ng * hr/mL)
- KRB 37+13 | 1200+7.96 - 159.0 +95.1
- N N
1 FACHY _
H (OPC-14857") 184+86 | 0.63+0.63 82+82
B o5 REALI 42+34 | 4426+2928 | 6459+15.39 | 6780+413.0**
X e
14 EAHE 5 ; ’ "
HH (OPC-14857") 62£67 | 1088642 | 110.23+64.94 | 185.7 934
(= SR 3, FIfl = BREGE . 1561)
*AETEAGE T, s B G MRER O AUC
16.2 R4

16.2.1 BEEOHE
RIS T VU ¥ T 5V — ) 3mgk 2 U R S BRI 5 L 72,
T VYT 5=V DComas L O AUCIZ U F T R H OB SN 572,
16.2.2 IWINA AT RNASEY T«
RFRANCBIT 27 ) €T TV — VRGO NA + 7 RL 5
YT 11387% ThHoz(SHEAT— %),

(5)

16.3 9%
16.3.1 A HEHE

EFR N BT B1IHLE T ) ¥ 7 5V — b 3mg SRR 514 0 5545 4%
fi138.86L/kgTH > 720 SHEIDREE NI BT Z T ) ¥ T TV —2mg
FR N4 - 0 434 25134 941/ kg Td - 720
16.3.2 MEZEHFEEE

RECAROMTGEEARKEERIF%LL LT, EELTTATIVERAL.
HAREITBWTINT 7Y v EOREEFIIA LR, 20 BREDT
% %OPC-14857 DG F IR A3 H99% Y 1T % (in vitro, FHHENTTE) o
16.4 X3

TIET IV = VTR TRE S, PEbEER R v, F&
L CTCYP3A4& CYP2D6IC & » THAKFEIL L KMfL % %), F7=CYP3A4
W&o TN-RT7 VML Z 2T %o BLkFK(OPC-14857) A4 HIZ 5
FBERBWTH S, OPC-1485713 7 ) ¥ 75 V' — b GREALIK) & Rk
DACHEEE L OUHHREIIC X > TR s 2, ERIREES14HE) T
EARZEALKRIZHT T 5 OPC-14857D AUCHEI13#927% Tdh %o [10. 2H]
16.5 HEittt

FERER N ICHCEER 7 ) ¥ 7 T V' — v 20mg % #E 85 U 72k, P 5-ics
HE D27 % J 1860 % 752 NZ IR P R OSSR S 7o RZEABR
FFITHI8% R S v, iR S h e d o 2 BHEAF— % )0
16.6 HENDEREH T 2BE
16.6.1 Bi#EEEEEE

P DB RE R ERE 6B (2 LT F= > 2 ) 7 5 ¥ A<30mL/min) |2
B RBTIE. BEREREIC X 2B BN OIS R o
OBHEATF—=%),
16.6.2 FHREREEEE

TR B B 58 4 B 7 1940 (Child-Pugh A ~C) 12 B 2 iRBRTld. JFEE
HEREEIC L 220 7 5 Y ANOEBRE - 72" GHEAF— %),
16.6.3 S

FERE RS (655 LA 1) I 7 ) ¥ 75 Y — v 15mg & R LI 5 L 72
Dr T T v AE, T (18~64i%) X U K20% KA 728 (FHEA
F—%)o [9.85H]
16.6.4 1471 - B2E

ATV ET 5V = 15mg#k BRI Lo T7T )75
V=V OEYBHEIEE AL N oY T MAKWERET
DFHERBH O, BAIZT Y TS5V — L OEYBHRICEELY b 2
HHFTIRLEDo722 BHEAT— %),
16.7 EWHEEER
16.7.1 ¥=o >

R AZ BT, CYP2D6DBLEEM 24T % ¥ =Y ~166mgk 7 )
E7 5= 10mgOPHICE D, 7V E T TV =)L dAUCIZI07 %5 h
LV FEATF—%). [10.228]
16.7.2 XOx%&F >

REHERAIZ BT, CYP2D6DLEEH 43 %80 F 5 ¥ 20mg &
TYVET IV =A3mgDIHICE ), 7YV ET TV = DCra L FAUC
& ZN2N39% KU 140% 3 L7210, [10.2% 0]
16.7.3 41 b5+ =L

A B VT, CYPSMOMERM A2 AT 24 bgaFy—
100mgs 7V T IV —=V3mgDPHIZL Y, TYET TV =D Crmax
B OFAUCIEZ N2 19% K UM48% W L 7212, [10.2%H]
16.7.4 4 haFVJ—J

REHGE A BT, CYPBAADRERAZ 43 57 35V —)1200mg
LTVETTV = 15mgDBHICE Y. TUYET TV =V DCuac KT
AUCIEZNZN37% B 0%63%H M L 7= SHEAF— %),
16.7.5 AL EE >

A I IE LA A IR B BT B W T, CYP3AAD B EA A %
HTHHNVNTEE Y400mgk 7V ¥ 7 5V — L 30mgd Pl 512 &
V. TYVET TV = DConx L TAUCIEZ N ZH68% I UT3%ACTF L
W HEANF—%), [10.228]
16.7.6 SEMR

HERAICBWT, 7Y YT 5V — v 15mgPe - 1% O 16k 550 g
5.C, TUVET I V= DCrnax L FAUCIE Z 2141 % S U1 %MK F L
P INEANTF—%), [13.228]

17. BERERRXHE
17.1 B RURLSMICET 255K

T 7 74 EEDRHTE D TICRT,

(&K RIE)
17.1.1 ER%EAE IR

TUET SV — VSRR L2 EEMRBIC BT, Rilgh
72N - MR OHP (6~20mg) T DM AL R Z53IBNIB T 5 T 20K
BIROEBY TH Do, FEFMFEH Th 2 BB EOLHFD
2. 47.2% (25/5360) TH - 7219, [7.22H]
17.1.2 ENE DHEHER

(1) e S e KR 242000 2 BTS2 Mt U 72 J2 3ot IR — s Mo bk sk s B
WCT, 7YVYET IV —bmg/HZMEMNEL L. 24mg/ H % & &5 1] i
& UCLHLM S E 283 Bk 118 5- L 7zo FHFHIIEH Td % il ik



KHBIEICBIT B EERV IV TIRTEB ) T, AR T 24
WVEATRD H N7,

34 il Y

TIVET TV — VI ERE 111 46.8% (52/1111)

RIS BUBEE 1. 12080709361 (77.5%) Tdh > 720 ELBEMNIZ. &
HE (i) 3681 (30.0%)+ 7 4 ¥ ¥ 72661(21.7%) . #&ik2561(20.8%). £
RAIRLABI (11.7% ) B O 3R 1361 (10.8% ) TH - 720

(2) A5 2R e FE 24301 % W G AZ FE it L 72 923 e I — H ML BGRBR I
WT, 7YVET IV —6mg/H%EMIEMEE L. 24mg/H % I i H =
& U CLHIM &2 83 IR I8 5 L 720 FEFHBEHH Td 2 i 4t
YHEEICBT 2UEERVELTICRT LB ) T MAERMECHT 24
BPEATED Hh 7219,

RES R YR

TYVET T —NEGH 119 31.9% (38/1194)

RIVE R BUBUE 13, 120608761 (72.5%) Th > 720 FREIEMIZ. A
IR (i) 42650 (35.0%) . 7 7 ¥ Y 71761 (14.2%) . IRER1761(14.2%) . 1k
HIRA1651 (13.3% ) o O"ARAIRLIABI (11.7%) TH - 720
FTARTOENER AR EHRETERS M Tw 720, WET 22
L TRIROBRDRD LN D PEPIIMIES T v, [7.281]

17.1.3 ERRBIRSHER
SRR AT B & AT AN SR H & L 722408 B DL L% 5 o B 4 533
B (6~24mg/H. ##&530meg/H) TO. A LIIERF 252602351 % I
R AT IE D B 35391332, 5% (82/2528) Tdo - 7219, [7.25M]

17.1.4 @SB MARHER

(1) A EH e
WA R IE D SPEREN O BHZ R L Lz, 4d 2 Wid6HEMK S0 7
b AR ML R (31061, 30581, 420%) I2BWT, TUYE
T5—VIE T T REE L i U TPANSSA R AR N 4 L oz
AW L7zo PANSSERESGM CFYZLRE) I, TIET TV —
VI E R (15, 30me/ H 31320, 30mg/ H) ™ 2 458 %5 L 72258k T
3. 7o ERBE: —-2.9(1026), 15mg/H# : —15.5(99%1). 30mg/
HEE: —11.4(100%0) X377 LK EE : —5.0(10361), 20mg/ HEE : —
14.5(98%1), 30mg/HAE : —13.9(966) TH Y. 7V T TV —IVFEE
JHE (10, 15, 20mg/H)™ 2 26l %5-0RBTIE, 79 R
-2.3(107%1). 10mg/HEE : —15.0(103%1). 15mg/HH : —11.7(103
B1). 20mg/HEE : —14.4(976)) Th o 72 (% B L 7T £ KB & OIS
Hi3p=0.01),
2B, 16mgZ B2 5 EHMEE100E5mg X Y ERPEHE VW) Y
FURARHB O TWARV, [7.283H]

(2) BHFBhER
BN D BBV A I R E3I0 2 5 & L2 7 7 R i il
BRI RER (268 3% 5. 15mg/ H™) 2BV T, CGIRFED 5 \»
IZPANSSZ IV CHSe 2 38 Ly E A RYE SR B 2 [ 1E 2 s
MRS ETOMM]IE L. TIET IV =V T TR LK
LCHREDOGEHREHS0% MWD S8, HRETOMMEABICERELL
(p<0.001. log-rank#s&). ®IVEMZEBME L. 15368176851 (50%) T
Holze FHREEHIZ. AIRAE3CH (24%). 7H ¥ I T711H(T7T%). A
L (7%) BB (6% ) K O IRER8HI (5% ) TH - 720 [7.22H]
#)WERFPEELG LOKERZ R, RRERUEEE . (1
it )y THRSERES )L TR ), T ), TR, [Pt ],
[HHEAL ], DHEAHE] TR L7,
18) RAORBE N HE RO EIZ, [1TH6~12mgZ P&, 1H6
~24mgZx MEFE R & Ly 1RDOE 20N 50 TR S35, 1 TH 5.

CUBMEECH T 2 RERDSE)

17.1.5 $H I HEEEHFHER (R ER)
BRI Y — FUGRAEZE Y — Fa 2 L2200 T 8k 5E B3 (256
B, HARNBETIBZ GE) 2 WG HKH L7275 & ARt B4 L —
EEHREATEE R LEBGREBRICB VT, 7Y ET 5V — 0 24mg (BEEIIS
U CI12meg~DRREHE) %2 1 H 1n 3 M $% G- L7205, SR ab i 1 381
%X ¥ 7 B EEA R B (Young-Mania Rating Scale, YMRS) 4t i
N—=2F4 ¥ 5 OE b (P = BERE) ETVET IV — VR -
12.0£12.9. 77X -6.0£14.4T, FEMHZ L Z D95%EHHIX H1x
-6.0[-9.4, -2.71CTH V. MEIFINRAEAEIED Sz (p<0.001,
N—= A5 4 i f OB T L2 6 48r) (£17-1)17,

K171 WG BIT 2 YMRSEF M ONR=2 5 4 ¥ 25 D% LR
(FAS. LOCF)

YMRSHEF 75 b AREE L OxF Y
PR | BB N A
) 53| um | A2 |spmatem| oW
DEALE "
75 CARE | 125 | 280597 | 2201523 | —60 1441 o
5 : <0001
iz)tva? 7| 122 | 283596 | 1631337 | 1201294 | [~94,-27]

CPIH £ B, a) N— A T 4 VRO C e L 723655 i)

(6)

RVE S8 BUBE 1. 123601117451 (60.2%) Th - 72 EAEIETIZ. 7
B Y VT2 (18.7%) RI4H(11.4%) . AMEAET1H(8.9%) . M-
1141 (8.9% ) Je OVHE LM% 981 (7.3%) TH - 720

17.1.6 REIRG5HER

(1) EREERRER
WERER & 52 T L7224 #h B0 (9981, H AN 3260 % &) % WG F i
L7279 v R IR - mE BT EEGRRIC BT, TVET IV —
V12~30mg % 1 H 1228 F#% 5 L 72, YMRSH M ORI T RO
LB THo 1 (KI7-2)¥,

#£17-2 YMRSHEHE0HER (FAS. 0C)

PRt N—Z54 v 434 12:8 2238
75 EARRE | 86+758(42) | 97+955(34) | 7.3+10.22(26) | 31=625(19)
Fy—
j _} }f/; 7| 74£702(51) | 33%365(42) | 26%254(32) | 14+159(29)

CEYfi = B0 7 GEAmB1%) )
EIVEFAFEBUBE &, 5460113911 (72.2%) Th o 720 EREWEMIZ. T4
TYTITHI(31.5%) HRERSHI(14.8%) MEBFEIRSHI(9.3%) AIfES
B1(9.3%) B O #E# % 5450 (9.3%) TdH - 72

(2) B ERHER (ROREEMA)

R % 52 T L7 BARR) - ASER R ORI RA Tk fl 5961, HA
NEBHENFIZ &) 20 RCEM L2 FFERABRICB VT, [oREdk
LLTRBYF I ALEA VTS M) 7 200nFIrlH o T
T, 7YVET 5V —V12~30mg# 1 H1M2208 i #% 5 L 22BE. YMRS&
ORI TROEBY Tho 72 (£17-3),

#17-3 YMRSHEF R oHiR (FAS. 0C)
R=2A54 v 438
30.5+7.75(55) 11.0+10.53(45)

12;8 2238
5.1+650(29) 3.8+6.30(23)
(Pl + BN GEATIBIE) )
FIVE S BBAE . 565113961 (69.6%) THh - 720 FAEIEMIZ. fAE
BOm1161(19.6%) . 7 > V7 1080(17.9%) . BHR7HI(12.5%) K Ok
W76 (12.5%) TdH - 720
(3) ENERRHER (RORTEEMA)
BT ey — FUIRAETE Y — F2 2 L2k T RSB F 416 %
FEACENE L2 IEERABRICB VT, JORERL LTRBYF 724X
AV TaBEF b AOWTARIFOHEHTT, TVETT V-
12~30mg#% 1 H 1 MI248 I $% 5 L 720, YMRSEFHE ORI TEO L
BYTHho 7k (FIT-49)7,

#17-4 YMRSE#HE 0HER (FAS. 0C)
R=2A54 438
23.2+550(40) 8.1+823(33)

12:8 2438
2.3+3.39(28) 15+2.80(19)
P + B 2= GRAl 150 )

IR S B E, 4103851 (92.7%) TdH - 720 EREMEMIZ. 74
T YT 1961(46.3%) . MHR11H(26.8%) . IHEIBI (22.0%) M OV HEL8H1
(19.5%) TdH - 720

(D29 + D 2REBEFEAETTIENREIRDO SN BEVHEEICRS))

17.1.7 EME DHEHER
P9 DHIERET H 0 BB HRATRD S e vk 9 Dt B I E 58641 2
SR E U727 T Rk BV 2 Ak — 55 Bl A7 BF B L kB & 92 0t L
7oo BIET b= U FIRY AAMEH (SSRD Xigtwa b= -/ v7
FL Y VIR AABER (SNRD) (ST FEF v, ZURFHI v,
VLTIV, INFYTIYREFaud T V) 2 ARRME - R
TRHM LG L. T RREPROOLNZ VT & 2 HNICHEEL
72#. SSRIXIESNRIOHEH FT. 7Y ¥ 75V —3~15mg L iE3mg
Z1H1E6H PG Lo & 3 flli 12 45 1F % Montgomery- A sberg
Depression Rating Scale (MADRS) FalsiDOR—=Z 5 4 V96 0% bE
BTRIRTEBYTHY. 7TIET TV =N 3~15mght & U3melf D
WHEC, 7T KBS LTI 2 A 3 2525580 S 7z (3~ 15mehE
p=0.006. 3mg#fp<0.001., X—ZF 4 i THIE L 723 (3~
15meht. 3meht DML X % HIuE FIR) ) (F£17-5)2

FK17-5 WA APiRF 12351 2 MADRSEETHON—Z 5 4 ¥ H 5 D24
it (FAS. LOCF)

MADRSH &S 75 KL ORI
PHRE | B o~z | ’;j;z HERE "
- Plopd » o 1= " p
G4 AEAI R OB [95% 15 MiIX ]
75 RME| 195 | 255+74 | 18198 | —74+81 - -
FUEsS 0y
V—)v 194 | 25373 | 158+94 | —96x75 [-37 - 06] 0.006
3~15mghf o
FUEsS al
V=) 197 | 252+72 | 148+93 | —104=83 ) <0.001
[-46,-15]
3mght

CPIgH = B2, a) N— R T 4 TRk L 72 3808 (3~15mght, 3melt o
M X % FE TR )



RBIEMZEBBIE X, 7V ¥ T 5V — b3~ 15mght T194% 4 1324
(68.0%). 7V YT S5 —3mght TI97H111141(56.3%) TdH -
2o ERBVEHIZ, TYVET IV —N3~15mglETIET A ¥ Y7716
(36.6%). Iik2051(10.3%). MBNE1341(6.7%). MHI3B1(6.7%) K
CALTHIM13%1(6.7% ) 3mglET7 7 ¥ ¥V 72861(14.2%) . Hilit15%1
(7.6%). ALTHIM1451(7.1%). I=i&1241(6.1%) KO ASTHI 1041
(5.1%) Th o720 [7.48M1]
17.1.8 ERREAHSHE

&N 85 TAHRRER 2> © DBATHI B OH 72 1A AL S 1726578 L _E DO SSRI
JUESNRI(S a2 F v, ZFVRFHI Y, VTV, INVFTT
Y ROTF2u T V) BEGHOK S DREEREBZ 15560 % W5
J2hti U 72 96 B eIt TR R Bk 12 5 T SSRIIZSNRIOPHH T T, 7Y
Y75V —3~15mg% 1 H1M528 % 5 L 72, MADRSH & D
BEITHEDOLBY THo72(F£17-6)2,

#17-6 MADRSHAFH DR (FAS. OC)

TIVET IV = N— 2 - - - -
Tl Sy 63k 1234 2438 5238

BN 18296 | 126+87 | 123+97 | 116+93 | 8883
(AT & 37 BLI) (155) (144) (136) (108) (84)

Bl 16489 | 130+88 | 126+99 | 116+94 | 9186
(122) (118) (113) (95) (74)

BRI 248+93 | 109+79 | 10785 | 113294 | 7362
(65724 1) (33) (26) (23) (13) (10)

il = B AR 2 G150 )
BIVERIZEBUBE 1. 155811561 (74.2%) TH > 720 EEWETIZ. T4
TIUT4260(27.1%) ARERIM2951(18.7%) . fEIRISHI(9.7%). k14
B1(9.0%) KO~ 770 &) FEIMUA(7.1%) THh -7z [7.480]
CNREIOBBAZNY b7 LFEICHE S BRIBME
17.1.9 ERE MHEHER
DSM™-TV-TRIC & 0 FIPIYERE S & B S . Bl % 43 % 592
B (6~175%) % X FAICHENE L 727 5 b Rk B e 25 b = 3 5 Aie 47 7
WG, 7Y ¥ 79 V=V %1~16mg/H T1 H 1m&E ¥ 5- L 721,
IRAEFHITIG IS 51 5 ABC-] (AT F = v 7 ) A b HAGERR) o B
THREAITOR=Z2F 4 Y502 LRIE, 77 REEIHLTY
Y75V — VBETHENAN A B A b7z (p=0.044. %58 K
OR—=Z 54 ¥ DREKX S (=40kg, <40kg) ZHTFE L, XN—2 54
VIR E L) (£17-1)%)
1) American Psychiatric Association CK [ ¥ #ii P %% 4%) @ Diagnostic
and Statistical Manual of Mental Disorders (K fiy B OBW - ik~
—aT7N)

FK17-7 BAEGHMIREIC B 2 ABC-J AN P NEA 27 ONR—-Z 54
b DAL (FAS, LOCF)

St T R 7 77 ERE L ORI
LR | I ez Aﬁ%x ;\:;Z iﬁfﬁaﬁ?& o
74> Al OB [95% {5 #IX ]
TIRHRME| 45 | 268%65 | 20291 | —67=110
FUETS 39 0044
owa | 47 | 201£72] 158101 | ~113%91 [-78-01]

CEX il + B, a) 58 R OR—2 5 4 ¥ OREIX 5 (=40kg, <40kg) % A

FE L. NR—=Z T4 &R L L0

RV ZE BB 1. 478928190 (59.6%) TdHh - 72 FRFEWEM L. Bl

2451 (51.1%) FHRIESHI (10.6%) M OIBRIE3H (6.4%) TH - 720
17.1.10 BRREIREHER

[ P 2 ATl 2 52 1 L 7= 5 8501 (6~17i%) & W G2 s L 7= I Ik

WEMRET, 7Y ET IV —VZ1~15mg/H TLH1E$ S LK,

ABC-JHEVE T RIEZA 27 OB TROEBY TH- 72 (K17-8)%,

#17-8 ABC-THUAEVE PR IEER 2 7 OHfds CHAMERATE 44 . 0C)
N=2F4 v 83 2438 4838 96
177+100(85) | 135£9.9(83) | 133£9.9(62) | 11.6+83(46) |149=10.3(26)

(Pl + BEf 2% GRIF1 0 )

FIVERISEBUBIRE 1. 85BH A7 (55.3%) Tdh o 720 EARIMEM X, Bl

2561(29.4%) . PRERIM1661(18.8%) . WHBZ 661 (7.1%) B O ERIT
HE£651(7.1%) TH - 720

18. ZFEhEIE

18.1 fEA#F
TYVET IV =NE, NI VDeZBRERG T T=2 MER, k83 v
DyZ R 7 T= A2 MEA. v b= V5-HTuZ B RS 7 T= 2
MEFARO T b= V5-HTaaZ 8K T ¥ & T= 2 MEA & g3k
HTHbD. HELRBRFEIAHTH LA, IS OIEAEHHRICBYT
HZEMECHEGLTwEHDLEEZSRTVS,

18.2 SEMAEFM
ZRBRRARBRT, MIABE P F/8I Doy B M FAI YD B
tu b= U5-HTu 'k b b= Y5-HTaa 2 BRI H L TR i

PAERL, B P P8I YDy, B b=Y5-HTe, B bEOT M=V
5-HT7 7 v PRMEZa-7 FLFY ¥ Re b 2% I VHiZARIC
WO BAEER R L7225, 7 YBEKRAZAY) Y M, T v MOIEA
AZA) UM B OENVE Y FEIGA R H Y ¥ MeZ BARI5 2 Bk
Ao 72 (in vitro) o
18.3 /NI U D2ZEGFES7 I =X MEA
R Y DeZ BRI LCTEG 7 T=ZA P& LTHEH L2 (n
Vitro)o X7 AR T v MZBWT, F283 UEBEmRIzEA T L
FZIRETIE RS YDeZ BRI LTT vy T=A PE LTIEHL. F
283 EBIPE RS EAME T L2 IRETIE 83 VDo RIC LT T
T=Z bE LTI LAY,
18.4 FINI UD:ZBHES7I =X MEA
R8I YD RIS LT 7 T=Z & LTEM L72%) (in vitro) o
18.5 €O b= 5-HTwRAHHS 7 I =X MER
b= U5-HTuZ AR LTS 7T IT=2 & LR L 722 (n
vitro)o X7 AMNOL T = GHWS- Fa¥ A4 ¥ F—VEERR G
WEREASSE, Ty MERBEOtO b= v a—0 VKR EREIL 72
18.6 O P = 5-HTaZ A 7> 2= X MER
Fy MIBVwTEr b= V5-HToaZ R/ 7 T=A MV #fsh 2
TEZALZIH L20 72, k@ b=YIi2& %5 v FPIAIEAICa”
BEEDBIIN A P L7z Gn vitro) o
18.7 A KIBAESERICEEY 2EMMET )L COHEIEAR
I PHEROIERE E Z 2 5NT WD T v MRS 2 J0H L. A9
ROBEETHLEEZONTWET Yy Fa2 vy 7Y 7 MUnZ#HI L7z
18.8 HEL 7> —E&ER
T Y ARGy MBI BT AREEN R HFEEFAATBIEEC T 2
N VTV —ERIEMOEDEO M RILIZ, zurru~y vy Eine
NRY F=V L) KREDP-72D,
18.9 M7 OV F L BEXRET 2 TEAMERN/NI P DZ2HME K
ER:2(3:]
F v N TFRAFIEE R8I VDR AR LTS T T= A b & LTEM
L7 (in vitro) o

* %19, HRMSICEET 2ELFMIER

()

— & - 7V ¥ 75 V=) [Aripiprazole JAN, INN))

%4 : 7-14-[4-(2,3-Dichlorophenyl)piperazin-1-yl]butoxy}-3,4-
dihydroquinolin-2(1/)-one

BFR  CsH2rCl2N30:2

SFE :448.39

MR - AR LEREOBR K TH S, Yr7uu Xy VITHETFRT
v Ry TERSRINV, X7 7=V XFT Y 2=V (99.5)ICIFL AL

W ev, HMZEI#EDONS,
EEBER :
H
/\/\/O N O
&
N
Cl
(¢]]

20. BBV EDEE
(&)

20.1 PTP@mid, 7V I ¥ —BE#Id e - szl Thifr3 52 &,
20.2 7T AF v IR PVEERIE HHOREF ¥ v TE Lohhifind 2 L,

2. AE
(TEY 7 74 $&1mg)

PTP : 1005 (108 x 10)
(TEY 7 71 §3mg)

PTP : 1005 (108 x 10)

TIAF 7RIV 50088 (N T, HHRAIAD)
(TEY 7 71 §E6mg)

PTP : 1005 (108 x 10)

TIAF 7RIV 50088 (N T, HERAIAD)
(TEY 7 71 §812mg)

PTP : 1005 (108 x 10)

TIAF vy 7RIV 50088 (N T, HERAIAD)
(TEVY 7 74 81%)

TIAF v 7RIV 100g
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1) Schlotterbeck, P. et al. : Int J Neuropsychopharmacol. 2007 ;
10(3) : 433.
2) Stone, M. et al. : BMJ. 2009 ; 339 : b2880.
3) APV HLRlRE TP G- (200641 H 23 HZK#E. CTD2.7.6.1)
4) FPERE AR P53 (200641 H 23 HZK#E. CTD2.7.6.3)
5) FEWNEE - YT X 2B OKET (20064E1 H 23 H K2, CTD2.7.6.1)
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