20221 A efET (5620, BHEERER)

% 202059 B KET (BB 1HR) BARERZIEES
871179
Bk IR
E2hEAR - 3614 1 TR b CSE o ARES RS REME
TYUET S —JLsE §t1mg  |22800AMX00691 | 20164:11)]
- IR #€3mg | 21800AMZ10013 | 20064£6 H
3. AL 3 o) =1 a0 4amg
ffg_éﬁzii%mﬁ S ItJj?'f®fiE1 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 WAIOHR
| ma » . ] AR
1.1 BREMS R 7Y F—3 2, BREMBSESOETCE Wideds | AR SH (mm) | (mm) | (mg) | ¥
BLEbhIBALBGRIRETIHZNSHBDT. [ P,
AAEE B MBORE - ERICEET 52 L, B Selmg | 0% @ | 6 | 25 | #95|0G74
BREX L ZOEERES L X ZORBREFEET 2 8E S Fo—
i, ABEOERMSERME LR SHMShBEE ;gmzﬂ ;}E@% @ —| 6 | 25 | #9 |0G72
NDHEBETH_EEL. BECHE->TIE, 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 ¥4 | felo%
an5sCLE. BERUZORKAHHIAL. OE. Riamg e @g S Ml
S8 SR, BR. S8 BABSORECEEL. C0 U774
" R 3 F1 50> Bl
EOBERPHSbNEEICIE. BEBICIR55FREL, i1 %

9.1.3. 11.1.63H]

EMOBEEZIHLD. HETH L. [1.1. 8.2, 8.4

N

ko]

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

23 7 FVF) v RSP OBE(TFLFY Y ETF T4 T
F Y — ORBIBHITHN T 2 %6 2 Bk <) [10. 15 ]
2.4 RHN OB R LBBEE DWALIED 5 5 B

3. fHR% - MR
3.1 #m%
Wt s RS R

T 774 |15EH MR, P ERI STV

$t1lmg TYVETIYV—=Nimg |7V, fikra—2x, ko
Frysu¥nrkruo—2, =
Bitsk. 257 VBx A Y
7 A

T 7 74|15 BRI, P ERI STV

$t3mg TIVEFIV—3mg |7V, Himtlo—2, v ko
Fy7runrkru—2a,
2T NIZIAL—F, AT
VEIN] S S/

T 7 74|15 BRI, P ERI STV

$t6mg TUVEFIV—emg |7V, Hitlrao—2, v ko
Fy7Fu¥rkro—2x, A5
VRA S A RN

¥ 7 74 (15 FLBEAMY, P ERI VTV

$t12mg TYETIV—V12mg |7 V. fiklo—2Z, o
Fy7rurkru—2x, it
SO LS. AT T VS
AR

e 774 |1gh SLRKAI, b ERa YT

k1% TYETIV—V10mg| 7>V, e FaFyruir ki
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

Wity HiAE RIS FLRE 5,

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)

ESERS FRIRAEIR - 1K 12 B - fabriiF
7RLFY ¥ TRLFY) Vo ESTRFLFY YIET FL
(TF 74 53F v — &, MEFETZRED|[FY Ak, pZH
DFBHEHRIHHT|TBZADD 5. KRoORHATH Y, &
LYEEEREL) ) O a3 25 A 7 4 T

RKZAI v W2 &Y B AR W e
[2.350] MAEELE 22 Y E
BEFER AR S %,

10.2 AR (BRIEET 2 &)

BB FRARAEIR - F5 15 % Br - fabrikF

VRO R ) PR RNV 23 B | & IS IR RRR S £
NIVEY = VIEHE I OT, RETH2HREEEHEAT S,
Bk, RIHIE 7528,

] A REEAVE R 2 3R 3 | & b ICREE 243

LI EDBDHHDOT, WY
LR EHEIG AL,

%o

v AMEMEAT
e

o) AEHZHmSED
ZENHBHDT, WHET D
OIS TH L,

Lyichia YMER%E
Y %o

RS Y el

B8 3 AEBET 2 WSS

AANE BN V2R

V77 ¥y Uk

LR F2v8H TELBENDEDHLOT, ERENZHT %0
TR EREMT 22 H
WG THT .
TN a—) AR A A AR AR BV | & b W ARk 4
(fi) BRI ELIEDVDHD HELT 5,
CYP2D6 BLE A B % | AR A O 11 I A38 58 3 % B | AH 0 R B #EEE T
5 % KA ENDHDHDOT, Kl |dH5HCYP2D6% HET
FoUV, NOF T IR EERT DL | B 7O ARK O
tF U8 BEATEBZENDD
[16.7.1, 16.7.22H] %o
CYP3A4BLEAEH % | A H O 1E B 258503 2 B | AH# 0 EEACHAER T
5 %A ENDBHLDOT, KH%|DHDHCYPIALE HET
4 MFaF V| BT EREZRT LI | B 72O RA DML EE
V., 771 A< BEATIEBZENDD
2% %,
[16.7.3&1]
BEAC 3 B 3% 5 ARH O A5089 5 % B | A H 0 EEACHEHE T
CYP3A4) #EAEH | 2D %, & 5 CYP3A4D T
ZHT %A X0 AH o 1 RE A
VB ZAN s AN KT 2BENHDH 5,

[16.7.52 ]

1. BfEA

ROBWEH DB b DB I ENDHHDOT, BEEE THIAT,
CH VRO DN G 2 kT % 7 L) A ALE & AT

;):ko

(3)

1.1 EXAEIEAR

11.1.1 BHAERE0.1%)
HETYHRIR, BREEOM BRI, e T MM, IR, MEOZER., FIT
EDPRHL, TRV EODXRBDALNLEEIR, 5%
ik Ly RS E, Kol SEoan Sl e &b IEY 2 0E %
119 2 Lo RREFRIEREITIZ. FIMEROBEINR MLiFHCK D 578
AONBLIENEL, 7, IF 70V VRZHED BT
BAONDZ DD D, BB, MPADFH L. kB, 1Pk
R, PEBRENE. BAGEIR, SEFREE~NEBITL. BT A
Db,

11.1.2 ERES Z2x2770.1%)
Ei#5CX ). HEBEORMZEER VD b b LD
HLDT, TDX ) BRIERYD S b k2%
B3o5ZE, BB, HE5EHIESZLERIFERT 220D 5.

11.1.3 FREMAL 7 X(0.1%)
B BRI (AR, Tl - W, F LW, B0 H
BV HAR OGN AE D 5 o WS OHER) 2 & 72 L, FREME:
AV RACBITTHIENHLDT, BERIEYD S b
ik, 52k e,

N4 TF7145%>—HEARY)

11.1.5 ERUHRARAE (0.1%)
CKLES, M RORHhIFZa v o FRSIcuEdsasat,
11.1.6 FERRMES b 72 K—2 2 FERRMESE CHEAD)
AAP G, £k, 2R, BUR. £, BEEoiIR
ORBIEETH L LD, MBEMEOREEZITI L L T0%B
BT, ERDOONTHEITE, A Y2 Y BAIOR L%
EOWMY BB EITI 2t HEICEL L LMWL BE -
Eo RIS TWa, [1.1. 1.2, 8.2, 8.4, 9.1.35]
11.1.7 {KI¥E CHEA)
Bipi&, MRUK. Wi, IRk, MR, kR o A MR ek
VRO HLNTGEITE, kL., @ AREEZITY 2 L.
[8.3. 8.4%:#]

11.1.8 &£ (0.4%)

11.1.9 SEFERERE GHIEAW) . BBk (0.1%)

11.1.10 FHZERAE. RERERARMARAE CHEEAIH)
MZERE . AR I AIE 5 D AR FEARE DS SN TV A DT,
B % A T, B, e, U o%E. RIS AT
LRI, G2 5 % Ll B ZT) 2k,
[9.1.421]

11.1.11 FFSRERES OB I)
AST. ALT. yp-GTP. Al-P® 5%k HFEERED D S
bNBLIENH D, [9.38M1]

*11.2 ZOOEER

5% L L | 1~5% Kk 19 Al BB
KA AR, Ao F v, B|YE F—JtilE, VY - REEE, O
FR O REGEBL L O o, RaEL BFRRE. AR (KO B
Az, |53 YORMBOG, FREEZ, M, T,
i s, MEE. FSEBEGR. |\ EE IR
IR, SRR | (O 1Y 1,
AR, FReshie. | 10 Pk 8K OT
SPRSRRSE, She A4, JR |, saaOtEig
e OEAEE, AL | HL RAES).
M, B, R, B TR A 4,
FEBOE. REAIE R, BURE (IZ 3, SEBy
PERESE, BRAVE. S, |2, R
BEME, BEMERESE, S |BERRTE. EE
TR, SOV OBk Bk, JE X
(W%, MR BUE) . 8|35 IR
= 7 BB B, B e, I
TRERE, S IESE e K08
i REAT
B, TBGEE
ASREAE A
SRS T T VSRR, AT \HE TR, 520 b |k kA B R
BREAR | 7\ i, | R V2. IR, Do b0k KGITHE
LHE b= 7 (W TR, S—F
BRAE) L |V e, MRERZE b
JAF A T\
7 MR
T )




5%LL 1

1~5% K

1% A

BEEAH

BR, s i
JE

OETCHE, TRIR. AR
LERVA G IN AN RI B
W (WAL, QTRE 5.
BEEE T Y Y 7 4F)

LA
W BDE

HALE

A, L,
M . B3
T, AR
AR, AH

JuitE

B, OUSAMEE B
Wide. Bade. g,
HAEAR, OW%, D
J&. VIR, TSR i
(ERESERUR RV N )|
]

e de. B
iy R
DR AE

LRI

AL Bk K
A FILER
WAL A
BRW%Z. 4
TR IR A
IfrRERIN S
uf R ER R
A HLERHY
%, v
A, v
VONERMES |
ANEZFOTVY
YRS A~
BN
[

fii, RMERBEL . G
FEIRWMA USSR RIS
IFIRIRI % . HERWAD .
MR /R |
ANEZFTE VRS, AT
27Uy ME S

P23l

rag s 5
YT A
L

VA=

1L F IR R
AR NE B
. PRk E

iR

ALT L5

AST 15,
LDH I 5.
»-GTP L
5. AlI-P L
Ean

JEWiF. Al-PXF. LDH
T, ey e r B
HWEYVE VKT

JHF 2%, B

BUN_ L
BUNX T,
HIR. R
P/ RicE Y

2 L7 F= v LSRR
WKowaey ) —47r Lk
He ey vey bR,
PRHINAG 5, JRILTE |
S RIEEMT, bR
T, MR ERIE A
SR

Yz

WK AT

JR i i

PR, MR BEDEYE.
W BUR, IR

PSS

B IOIE

Fe35. Juil B BOG,
W5, KB 2 9 M.
ERS)

LI RERES I
UiSCNEE SR
BBORE

BN

SN2 E NS L AN
B #IBL, HCBe e, (R
AR, Mk, DR
% B

LR IS T
T

R
W

CK I3t

I, av
A F U —
VAR F
HDL- 2 L
A FH— )
EH. MY
A RS ¥
FEH. Y
IREAST

% 8E RIURE . KR
R B MLAE 55 Mg M9
MREABREE, VAT
v —) k5, HDL-2 L
Z7Fa—=VKF, bY S
V74 FEKTF. CKIKTF

ML 7 R v
28, A
YA VB

I

gL WABRAE, SAF A
S SRR IHIRBEEIR
Leo< Y, Gk

W PRI 9
bAGE &S
W% PR

b 2N IR N A
iR, AW, RO %
W WY

HRo>F 71571
B DR 1 A
FE, BRH#%

)

5% L
PRIH AN

1~5% A
PR A
Rk B
D& FEE
E21N Y
B 7
a7 v
WRE, S
RN i
T AYY
2MET, 7
o — VKT

1% A

Wrp. 1ITH., BUR. B
Bk, T DU
PSR, W, SEERE
HZY. ik, Y,
KAk, PR, 5%
P . IR, REL
0 MEMRIRE R T, i,
KM, #45. &o
AR, RERE, HIE,
FEE DB PO, 7]
BlE WA AE B BE L IR
BT, ., REN
L5 A/GER. A/GIK
Ty TVTIVER, T
VTIVET, FhYY
PSS 2 SN/ R AV o8 - N
s a— 4

A
AR M, 9%
i, B, A
B, FL
% HhREigz
P
X LE. B
T,
. kg
I 7N
BR B R el
Lk iE. B
Hige, PO
[E/ES N
BRIINE, A
AR K
BREA2

*| E Al

13. BEHRSE
13.1 FER

AV D R SRR ST A EL SR IS B W T R 1,260mg %
TR AR Al RS S 2R A B WV TIBIR,
MR, MUE R SR, WEHSOERAHE ShTwb, £
en195me TR LRI B W T, —#toiEik
W2, MRS OREIRAFBLL 720
13.2 &

R ORI G IAH N TH 5o MBENITATNTRVWEEZ
b, B, MHIRHOWREEDZZ SN ERZTDW
CHMETHIE, [16.7.68H]

14. BALOEE

14.1 EEZFEOEE

(BIFIH£58)

1411 MEOFORP B OHIRET L2 &,

&

14.1.2 PTPUEDOFEHZPTPY — b2 SH Y L CTRAIT 5 &
BT HI L, PTPY— FOBKICI Y BEOHERALE
KA A L, B35l E B U CHER I 455 o R EE 2 4Dk
JEERPRTHZEDD D,

15. ZOMOEE

15.1 ERRR{ERICE D <158

(ZheEHE)

15.1.1 RANC & 2 HEHPERAT DO RRIED»HE ST b,

15.1.2 HVETHEM S 72 3B (2 B U 2245 /i Ik (R SRR
it - R Z AT HEBEEEZNRE LEITOEBERBICE W
T AH % EGTICRYUREHRER 5T T 7 e R 58 It
LT, JEEEDPL.6~1. 780> L OMENH 5, LRI
Bk THo 7Dt DIER (DAL, 228R505%) I &G (il
RENC L BTN S o7z B, AH D3R (5193861, F
AR RE82 . 47K  56~99%) TI&. FE T K OO I 45 Bt i (I 26 v
— YRR TS ORBRE T S5 R EE L TRid - 7o
F 72, SETOEFRFICB T, ERBUE A S e b
R & AR RO LRI S35 L 0L »H 5,

(5 20% + 5O BIFEAECTIEMEIEHS hEVIFEIC
fB3))

15.1.3 WAL CTHEHE S M7z K ) DWWl ESOMMRELH T 5
BEENRE Lz, BBOP) 2R OEH 7 5 1 R RER R
BOBREHERICB VT, 24U TORETIEZ, HBESES HB
REOFHDY R 7 D3P DB GRETT T L RBEE i LT
EBhole BB, 5@ EOBFEITBIT L HRSE S HBRAN
OFBDY) 27 O EHIZED LT, 65U LBV TIEZD
V27 ALY, [5.2, 8.12-8.15, 9.1.68K]

15.2 FERRPREAERICE D 53R

15.2.1 o (=7 A, 9 M) OFARRRBEICBE T, R
s (M~ Z3mg/kg/HEL L, MET » F10mg/kg/H) ROV F i
RN (M~ 7 23mg/kg/ H B E) OFEHED ERAMHE S h
TWb, ChODMEEIT > EETIZmh7Tes 75 o k5
R L2ZLE LTELHMOBNTWE, Ty bOBARMER
BRI2B VT, 60mg/kg/ H (s B RS 2 0 10065 12 H12Y) @
D 5Bk TRV BRSO FSEHE O EAASHE S hTw b,



15.2.2 YL o AR5 RSB VT O 9 NORE JEIR.
JHRS ., HHAT) 23438 18~ 5238 [ 5Bk D 25mg/kg/ H D o i # T
JFTHE V2 B R P 00 I35 A i s LA AT . 33938 ) 5k B D 50m g/
kg/ HU LOFBETRES R TWS, WKETVETI V-
R OB DONE A VIR CIHRMEZ B2 2REE 2 Y
KL% 2 bh, b, Thofidor Highd
WCBA#EQHH15mg/ H¥e 5. 20 #6H H30mg/ H K
BRG0PV IS B 2 IBEDS5 6% FTH Y, F
72 & MHAHICB T 2 ERED5.4% U FTH o 72,

16. FEYEYEE
16.1 AR
16.1.1 BE%S
R A0 7 ) €75 V' —Vbmgk 22 BN 19 5 U7z, i
FAE RN RI6 LI T H o 72 (K16-1. #16-1)7
40 4

SR + BEEA 2
2081

30 1

AR 7 ) ¥ 75V — Vit (ng/mL)

0 24 48 72 9‘6 léO 14‘14 168
P L1 1) (Rg1ED)
X16-1 #EHERAIZBT 57 ) ¥ 7TV — v 6mg i %5 15 o) ifin 4 v
FEHERS

#16-1 7V ¥ 75V = V6mgHi P 5O EY B E ST X — ¥

Pt tmax Cinax tirz AUCiesnr
I (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 + BEEfR 2, 20610)

16.1.2 RE#HE
R ALSBIC T Y ¥ 79V —v3mgk 1 H 114 H B RS L
R, 7YET IV — VoMM E5 514 H F ClOE % IREBICEE
L. AP 515 O 2 00 I Z K65 T - 72 (£16-2)Y, [7.18H]

#16-2 7V ¥ 7TV = V3mg PG OIEY B E ST X — 5

v tmax Cinax tiz AUCzinr
o (hr) (ng/mL) (hr) (ng * hr/mL)
L KRB 37+13 | 1200+7.96 - 159.0+95.1
B T e
1HH " + + - +
(OPC-14857°) 184+86 | 0.63+0.63 82+82
w5 REALI 42+34 |44.26%29.28 | 64.59+15.39 | 678.0=413.0*
ot [y
14HH A b 9 9 o
(OPC-14857) 62+67 | 1088+642 | 110.23+64.94 | 185.7+934

(= SEHRES, EIl = B . 1561)
CEEAA. S MBEMoAUC
16.2 ORIR
16.2.1 BEOHE
R AT VU ¥ 7 5V — ) 3mgk 2 U M S BRI - L 72,
T VKT 5=V DComas L O AUCIZ B F T R H OB SN 572,
16.2.2 #INAF TS ZEY T«
RFERANICBT 27 ) €T TV = VRORG RO N + TR, 5
YT 11387% ThHotz(SHEAT— %),
16.3 2%
16.3.1 D ATE
RSB B1HIE T Y ¥ 7 5V — b 3mg AR L1450 0 554 45
T138.86L/kgTh » 720 JHADRHELAICBT 2T V) T TV —2mg
FRIR NP G- D 53 A 281134 . 941/ kg T o 726
16.3.2 MEZAKAE
REALRDILTE B AR A 3IF9% U T, FELTT VT IV EREL.
FEARKAICBWTILN 7 7 VL OMEBEHIAE LV, 2. BUEHYT
& HOPC-14857 DMK &R A K H99% L . CTH % (in vitro. EHENTEL) o
16.4 X3
TIVET IV = VG ERIFETRE S, WEEEG R v, L
L CTCYP3A4& CYP2D6IC & » THiAFEIL & KMt % 21 F. F7/2CYP3A4
WX ON-ET VF WAL % 21T %0 BiAFEA(OPC-14857) 2814 HIC B
FBFREWTH B, OPC-148571E 7 Y ¥ 75 V' — b (RZEALIK) & [k
DICHBERE L ORI L > TR#Fsh ., @WREERSUHE) T
ERZACRICH 2 OPC-14857D AUCH EIE13K927% T 5o [10. 2 H4]

16.5 HEittt
FEHE R N ICMCEEER T ) ¥ 7 9 Y — L 20mg & i3 G- L 7=, B2 5t
HE D27 % J 1860 % 752 N Z IR P R OFEME IR S 7z REABR
FHHIZRI8% PRI S v, RSN E e h o 22 BHERATF— %),

16.6 HENEREH T 2BE

16.6.1 Bi#EEEETEE
DB RE R ERE 6B (2 LT F= > 2 1) 7 5 ¥ A<30mL/min) |2
B 2RBTIE, BRI EIC X 2 MBI BENORE I R -
OBHEATF—%),

16.6.2 FHREREEEE
TR Bk B 5 4 B 7 1940 (Child-Pugh A ~C) 12 B 2 B Tid. JFEE
HEREEIC L 220 7 5 Y ANOEBRED - 72" BHEAF—%),

16.6.3 ¥
FERE RS (655 LA 1) (I 7 ) ¥ 75 Y — v 15mg & R LI 5 L 72
Dy T T v ARE, Y (18~64i%) X U K20% KA 728 (FHEA
F—%). [9.85]

16.6.4 1471 - B2E
ATV ET 5V = 15mg#k BRI Lo T7T )75
V=V OEYBHEIHEEZA LN oY T MAKWERET
DFHEFBH O, BAIZT Y TSV — L OEYHRICEELY b 2
HHFTIRLED722 BHEAT— %),

16.7 EWHEEER

16.7.1 ¥=o >
REHEE A BT, CYP2D6DOBLERHAZ AT 2 F =Y ~166mgk 7 )
E7 5= 10mgOPHICE D, 7V E T TV =)L DAUCIZI07%HEh
L0 FEATF—%). [10.228]

16.7.2 XOx%&F >
R A IS B W T, CYP2D6DFLERM 24T %5 85u F £ F v 20mg
TYVET IV =A3mgDIHICE ), 7YV ET TV =) DCra L VAUC
& ZN2N39% KU 140% 3 L7210, [10.2% 0]

16.7.3 41 b5+ =L
fEFER NI BT, CYPBAMAO M EEHEZAET 24 T aF V-
100mgs 7V T IV —=V3mgOPHIZL 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, CYPBAADRERA %43 57 35V —)1200mg
LTVETTV = 15mgDBHICE Y. TUYET TV =V DCuac KT
AUCIEZNZN37% R 0%63%H M L 7= JHERAF— %),

16.7.5 AILNNTEE >
A I IE AL A G R B B B W T, CYP3AAD B EMEH %
HTHHNVNTEE Y400mgk 7V ¥ 7 5V — L 30mgd Pl 512 &
V. TYVET TV =N DConx L IAUCIEZ N ZH68% I UT3%AE T L
W HEANTF—%), [10.228]

16.7.6 SEMR
R AICBWT, 7Y ET TV —15me¥k G- 1R [ # OGPk 50 4%
5.C, TUVET I V= DCrnax L FAUCIE Z 2141 % S U1 %MK F L
P IEANTF—%), [13.228]

17. BERERRXHE
17.1 B RURLSMICET 255K
TEY 7 74 EEDRHTE L TICRT,
(& KRIE)
17.1.1 EN%EAE 1R
TUET SV — NSRRI L2 EERRBIC BT, Rilgh
72N - MR OHP (6~20mg) T DM AL R Z53IBNIB T 5 T 20K
BIROEBY TH Do, FEFMFEH Th 2 RREMEEEOLHFD
2. 47.2% (25/5360) TH - 7219, [7.22H]
17.1.2 ENE DHEHER
(1) W& S e R 242000 2 BT S Mt U 72 J2 3ot IR — s Mo bk kB s B
WT, 7YVET IV —V6mg/HZBMEMNESE L. 24mg/H % iR & &
& UCLHLM S E 28I Bk 118 5 L 720 FHFHIIEH Td % il ik
YHEICBT 28RV EPTICRT LB ) T MERMECHT 24
SHPEATHED & 7219,

St G Bl [ig g

TVE TSV — VA 111 46.8% (52/111491)
RIVEH ZEBIBUE 1. 12060119361 (77.5%) TdH - 72o EREEHIZ. &
I (3i) 3641 (30.0%) . 7 4 ¥ ¥V 72651(21.7%) . IRik2561(20.8%). £
BRAR14B (11.7%) K O 5 1341 (10.8% ) TdH - 720

(2) H A I HRE FR 24390 2 e GAC FE Mt U 72 F2 3t IR — o B bk kBRI B
W, TYVETS Y —)v6émg/HZEMHEE L, 24mg/ H 2 I M it
& LUCIHIE 28I % 5 Ulze L EIMIEN Td 2 Wik i
WHEE BT ZUEFR I TIORTEBY T MARMIEICH T 24
Bk ASTRD S0,

X4 e
TVET TV =GR 119 31.9% (38/119%1)

(5)



BRI S BUBE &, 120608741 (72.5%) THh - 720 EREIEMIZ. A
I (i) 42851 (35.0%) . 7 % ¥ I 71761 (14.2%) . IRik1761(14.2%) . 1k
A 1661 (13.3%) S O ERAIRIA (11.7%) TH - 720
FTARTOENER RSB ERRE CERE N Twa 720, Ry sz
& TR DORIRAHD 5N B P HEHIMIE STV, [7.288]
17.1.3 ERRERS AR

SRR AT B A AT FEA T H & L 722458 B DL B85 0 B 0 $ 5-33
B (6~24mg/H. #530me/H) TO, Ha I BF25282 BT 2 it
SR I O W 3539 13.32.5% (82/25281) Tah - 7219, [7.25:H)

17.1.4 BHE MARHER

(1) & E e

I O BEREM O BEE R E Lz, 4d 2 W I36HENE SO 7
T AR T E R EGRER (31061, 30561, 42060) B WT, TYE
TI = VIE T T AR L R L CPANSSER EA G M 7% L 0%
FHRICYE L7z PANSSEREGF R CFYZER) X, TVET TV —
VI E R (15, 30mg/ H 31320, 30mg/ H) ™ 2 458 [ #%5- L 722k T
F. 77 R —2.9(102%0). 15mg/HEE : —15.5(99%1). 30mg/
H#E: —11.4(10080) X1& 75 £ KR : —5.0(103%1). 20mg/HEE : —
14.5(98%1) . 30mg/HE : —13.9(9661) TH Y, TV KT IV —VEHE
JHEE (104 150 20mg/ H)™ 2 W 726 3% 5-0RBR T, 77 LR -
-2.3(107%1). 10mg/HEE : —15.0(103%1). 15mg/HEE : —11.7(103
B1). 20mg/HEE : —14.4(9781) Th o 7= (KB L 7T £ KB & DI
Hidp=0.01),

B, 156megZ A 5 HREEA10I315me & D RSB E VI LY
FYRARHBLN TV ARV, [7.288]

(2) BH-FBratER

BEWNC D B BVER A S R E3106 2 R & L2 7 7 Rt il
T B AR (2638 [T 4% 5. 156mg/ H™) 2B W T, CGIK#HED 5 \»
IZPANSSZ W CH 2 ER L. T EA AL FEMI T 0 % [ M2 ks
2o ECOMMIL LA, TIET IV —VIET TR LK
LTHEDGERZR50% ML S, BRI TOMMZARICERE L
(p<0.001. log-rankM ). HIVEMFEBBIE X, 1536H76%1(50%) T
Holze FRAWEHIZ. RIAE36H (24%). 7H ¥ I T711H1(7T%). A
LAH(7%) BB (6% ) M O RIR8HI (5% ) TH - 70 [7.28H]

#) EBERFPEE LG LORERERT, BRI, [
E AN E S E NN G S N Y N 23 (AR 2 (AN
[HWIEAL), DHEARE] TR L7,

1) AH OKB S N RO REE, T1TH6~12mg% BB, 1H6
~24mgZ MR E L. 103UI2ENC 0T TRIO 53 %, 1 Th 5,
CUBMEEE B T 2 BEROHE)

17.1.5 % I HEREFRER GEARR)

BRHRIEY — FXZRAETE Y — F& %2 L7280 T R B3 (256
B, HARNBEZTIP % &) 2 RGICIM L7z 7T 2R g E 2L —
HEBIGATH R ILEGRB I B W T, 7Y E T TV = 24mg (AN
U CI12meg~ DR HE) 2 1 H 13 M $ G- U220, SR ab i 1 3813
%X v 7 B R R B (Young-Mania Rating Scale. YMRS) it o
N—=2Z 54 ¥ 5 OEAbR (P = BERE) ETVET IV — V-
12.0£12.9, 77 bR -6.0214.4T. BERIEE ZD95% 15X i
-6.0[-9.4, -2.71TH V. MEIH=INLA EADED Sz (p<0.001,
N—=2 54 VRO T L2658 (£17-1)17,

£17-1 WAL IC BT 2 YMRSE RO R—=Z 5 4 v b0 E{bhR
(FAS. LOCF)

YMRSH &AL 7T L ARRE L ORI
BOB | B~ me | 57
) Y %;?ﬂji‘l‘lﬁ 125 [gs%ﬁ;iaﬁrzrm o
DAL o
7oA | 125 | 280+597]220%1523 | —6.0+ 1441 60
75 o <0.001
;Z}’;;7 122 | 283+596 | 163+ 1337 | ~120+1294| [-94,-27)

CES = BAER S, a) R—2 T 4 VRO T L 73650 AT)
RIVEI S BUBUE 3. 1236074450 (60.2%) ThH > 720 EHREIENIZ. 7
BTV T2360(18.7%) ik1441 (11.4%) . AHAE1LH(8.9%) . M
1161 (8.9%) B USHEAL B2 961 (7.3%) TIH - 720
17.1.6 REBRERER
(1) EE LRI ER
BB 252 T L2 AAE (9961, HARNBEI26 %2 &) % 0t 5%
L7277 AW E  mEMRIEATREILERBICB YT, TYET IV —
WV 12~30mg7 1 H 112238 [ 4%5- L 72, YMRSEREOHERIZ T HED
LBYTHo72(F17-2)W,

#17-2 YMRSA TR OHER (FAS, OC)

B | N—2TA Y 4 1234 223
75 EHRE| 86£758(42) | 97+955(34) | 73+1022(26) | 31%625(19)
7Y E; 7| 74£702(0) | 33%365(12) | 262251(3) | 14159(20)

(P32l = Bt fi 22 GEA 1K) )

(6)

BV, 54003980 (72.2%) Th o720 ERRIERIZ. T
TYYTITHI(31.5%) . ik8H (14.8%) . FEBFEMESH (9.3%) AMiES
B1(9.3%) B OSHHE M % 541 (9.3%) TdH - 720

(2) ERgH AR (RAREEHA)

R % 58 T L7 BALS) - REGR ORI EA 4 dkfl 5961, HA
NEFHNH 2 E50) 2RI EB L 2EERRBICB VT, [RORER
ELTRIEY FYAEAVTaiF by A0nFhhIF O T
T, 7YVET 5V —V12~30mg# 1 H1M225 8 #% 5 L 72, YMRSH
FHEOHBRITROLEBY Th-72(£17-3),

#£17-3 YMRSHEHE0HER (FAS. 0OC)
NR—=ZFA4 v 434 1238 2238
30.5+7.75(55) 11.0+10.53(45) 5.1+6.50(29) 3.8+6.30(23)
CE39 + BIEAR % GRIBIR) )
RIS BIBUE X, 566013911 (69.6%) TH - 720 EREIEMIZ. K
Hm11#1(19.6%) . 74 ¥ Y T1081(17.9%) .« BIR7H (12.5%) KR
WR7H1(12.5%) T - 720

(3) EIERARHER (RO REEHH)

BT €y — FUZRAMTE Y — P25 L7220 T 8RB 74160 %
THRACIME L 72 EBRBFIC B VT, A RERE LTREY F9 24X
BV 7ailF b T A 0WTFRPIFOHTFT, TVETS V-
12~30mg# 1 H 12458 % 5 L 720, YMRSERIE ORI T L
BYTHo 72 (FIT-9)P,
#17-4 YMRSHEHE0ER (FAS. 0C)
R—=AF4 438 1258 2438
23.2+550(40) 8.1+823(33) 2.3+3.39(28) 15+2.80(19)
G + BIEAR % GHIIBIR) )
RIVEMZEBBEIE 1. 4100rh3861(92.7%) T - 720 EREWEMNIZ. 74
TYT1961(46.3%) . MHIR1151(26.8%). R (22.0% ) M OV L8651
(19.5%) TH - 720

(52« I ORE BIFAEBECTTIEMRIROHShEWVHEICES))
17.1.7 ERNE DHEHER

i) DHIERETHA LA EDED SNk D DR E B %5866 %
WL L7 T 2 Rt IR 2 b = 55 Mol A7 B b e ekl & 920 L
7o BT b= TR AAEA (SSRD Xidta b= - Jv7
FLFY YD AKFEA (SNRD) (SuFtF >, ZURFHI L,
VTV Y, INFTTIURYTFauFd T V) 2 KBNS - TR
T8HMEYS L. +HRMErROORLVI L2/ HRNICHERAL
72+ SSRIZUESNRIOPEH FC, 7V ¥ T F V' —3~15mgit3mg
Z1H1I6HE BB G Ui &304l 12 3513 % Montgomery- A sberg
Depression Rating Scale (MADRS) Fal D XR—=2 5 4 ¥ 55 O%ELE
BFHRIRTEBVTHY, 7Y ET SV —3~15mght J 3meght D
WHET, 77 BRI LA A B2 S 7z (3~15mght
p=0.006. 3mghfp<0.00l. N—RF 4 Ml CTHMIE L 7230 (3~
15mght. 3mght DI X 2 BBE FIK)) (£17-5)2,

K17-5 RAEFEAMNE 123317 2 MADRSEFHEOR—2 5 4 ¥ ir b DAL
#(FAS. LOCF)

MADRS& 75 KL DI
RO || ~ex | g ’;:;‘f) BERE “

. Bigda » Ay P
T4y | aHR | )| 95% )

75 REE| 195 | 255+74 | 181+98 | —74+81 - -

TIETS 99

V= 194 | 25373 | 158+94 | —-96%75 [=37 - 06] 0.006

3~15mght R

TIETS 1

V=) 197 | 252+72 | 148+93 | —104%83 ) <0.001

g [-46,-15]
3mghf

CEIM + B2, ) R— 2 5 4 AT L 72365 B (3~15mghE. 3mghEo
W2 & % BIE TI6) )

BIEIZEBUEIE IR, 7Y ¥ 75V — L3~ 15mght T194%1 1324
(68.0%). 7V YT IV —N3mght TI97HH11141(56.3%) TH >
2o EREWEHIE. TYVET IV —N3~15mghETIE7 43 Y7714
(36.6%). 2051 (10.3%). MEHL1351(6.7%). (HAI3BI(6.7%) K
CFALTHIMN13%1(6.7%) . 3mghETT 7 ¥ ¥ 72801 (14.2%) . MHIR15%]
(7.6%)+ ALTHIM14B1(7.1%). 41261 (6.1%) K OSASTHE10%)
(5.1%) Th o720 [7.45MH]

17.1.8 ERRHREHR

[ P9 45 ARG 2 © DRBATHI B OB 72 1A A 5 7265 2L _E D SSRI
JIFISNRI(Su & F ¥, ZVRFHFI Y, EVEFY ¥, INVFVT
T Y ROT 2 F T ) w5 oK S DR EB#H 15560 & w4
F2 i L 72 B RIER B RER I BT SSRIIZSNRIO P T T 7Y
Y75V —3~15mg% 1 H1m528 % 5 L 72k, MADRSHEH O
BETROELEBY THo72(F17-6),



#17-6 MADRSH RO ¥ER (FAS, 0C)

TIVETSV = N— 2 N o P o
P 515 63 123 2438 523
Ak 182+96 126+87 12397 11.6+9.3 88+83
(R0 & ML) (155) (144) (136) (108) (84)
B 164+89 13.0+88 12699 11.6+94 91+86
T (122) 118) 113) (95) (74)
HrHipl 248+9.3 10979 10.7+85 11.3+94 7362
(65 L 1) (33) (26) (23) (13) (10)

CP3fi + BEHeAR 2 GRA 1% )
FIERIZE BV 1X, 15500 11561(74.2%) TH - 720 EREIERIZ. 7
TITAN(27.1%) REIIM2961(18.7%) . MHHEISHI(9.7%). Ikifk14
$1(9.0%) KU ~ Y 77 2 ) REIE(7.1%) Th o7z [7.450]
CRNREAOBBZANY b T LIS D BRI
17.1.9 BN MAHHER
DSM#-TV-TRIZ & ) F IRk & Bl s, BB % 43 2 8592
B (6~175%) 2 WG IEHE L 72 7 5 2 A 0k W4 1 25 b — 5 R A7 1 7l
WGRER T, 7V €75 YV — v &1~15mg/H T1H 18k 5 L 7=,
IAFHIIRG 1281 2 ABC-] (B AT8)F = v 7 ) A b HAGEI) o B
THMREZAITOR=ZAF 4 v 5OELRIE, 7T RBHLTY
Y75 — VBTN RI0 A 325 A5R0 Sz (p=0.044, 2 5-BF &
UR=2 54 Y OREXSG (=40kg, <40kg) #HT-E L, R—=254
VR E L o) (R17-7)%,
1) American Psychiatric Association (K ¥ #ii £ 4% 4%) @ Diagnostic
and Statistical Manual of Mental Disorders Ckifi3 BB - #il~
ZaT )

RI7-7 WAEFHIIEIC B0 2 ABC-JTHAEN: FHREA I 7T OXR—-2 54
5 O %EALE (FAS, LOCF)

ABC-J
WM TR 27
N—2T
s 27
p EIR A
AFIRE o it
-6.7x11.0

75 e RBEL OX R

PR | Bl

N—R
74

T2

r95% i) | P

7R | 45 | 268+65 | 202+9.1
FIETT
V— Vi
CEIM = B, a) B 5 RER IR — 2 5 4 ¥ OIREIX 5 (240kg, <40kg) % M
TE L, R—=A 54 ¥ & B R E LR 55T

FIE T S BB, 47812841 (59.6% ) TdH - 720 TR EIEM I, MBIk
2440 (51.1%) . FCRRIRIBSH] (10.6%) K OHBEIES3H (6.4%) TdH - 720
17.1.10 BERRHHRESHEB

[E A T HTRBR % 52 1 L 72 8501 (6~ 177%) & M G\ 92kt L 72 I gk
SHREHREB T, 7YV ¥ 75V = %&1~15mg/H CLHLE S L7k,
ABC-JTHEVETMRIEZ 27 OHBIITEDEBY Th- 72 (£17-8)%,

F17-8 ABC-JHLEME F AR BE 2 a2 7 OHER (AR YEMAT 3 4. 0C)
RN—=AF4 V 83k 2438 4838 968
17.7+10.0(85) 135+99(83) | 13.3£99(62) | 11.6+8.8(46) |14.9+10.3(26)

CF39it = B % GETIHI1E) )

FIE S BB . 855741 (55.3% ) TdH - 720 T EIEM I, MR

2501(29.4% ). FAREBIN165] (18.8%) . FEHEMZ 661 (7.1%) K O EAKIT

H6H(7.1%) T o 720

18. EhEIF

18.1 fEAHF
TIVET IV —ViE, B8 YDeZBREGT7 T= A MEH. F83 >
Dy BRI T T= A MEA. £ a b= U5-HTwZHmABS 7 7= %
MEH RO tT b= V5-HTaaZBhT ¥ & T= R MEM 2 o3
HThb, MiEEBTIEIANTH B, Zh S OEIEM AR BT
LEMECHESLTwEHDEEZSRTWVS,

18.2 ZE{AHANME
ZHRAERGRBE T, MIEAMEY P F/SI YDey B M EF2SI VD3, BB
+ta b= Y5-HTu KOt bt u b= ¥5-HTaZ BRI LT E
PERL, B P FSI YDy B bET P=U5-HTes B bR b= v
5-HT7. 9 v MR Ea-7 FLF ) Y ROk b X ¥ I YHIZREKIS
PREOHAEZ R LPD, 7 VBERAZH Y VM, T v MOEA
AAY MR ELE Y FREBFA R A Y ¥ M52 BARISH T 2 BUAIEIE
&> 72 (n vitro) o

18.3 KNI U D:ZRAEAF7 I =X MEA
PRI VD2 BB H L THOS 7T e LTHEMLZ22Y (n
vitro)o XTI ARLT v MIZBWT, N33 UEEPER AT L
PRETIEI A VDeZ AR LT vy T=ZA ML LTIEHL,. F
283 AEEIPEAIRRAZEAMCF L2 IRETIE F 83 Y DeZ RIS LT
T=A PELTHLAYS,

18.4 /NI U D:ZRAEAF7I =X MEA
BRI VDeZ BRI LCHEG 7 T= 2 b & LT L722%) (in vitro) o
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18.5 €O b= 5-HTwRAHHS 7 I=X MER

b= U5-HTuZ AR LTS 7T I=2 & LR L 72 (n
vitro)o X7 AMNO T = UHWS- Faf A4 ¥ F—VEERR G
WEREASSE, Ty MERBOtO b= v a—u VKR ERRIL 72
18.6 O P = 5-HTaZ A 7> 2= X MER

Fy MIBwTEr b= V5-HTaaZ /7 T=A MV #Esh 2
TEZALZIH L2 72, k@ b=YIi2& %5 v FPIMIKEAICa”
BEEE ORI A& W L 7= (i vitro) o
18.7 HAKPEHERICEET 28 ET IV TOXEER

I PEERDIERE E Z 2 5NT WD T v MRS 2 J0H L. A2
ROBEETHHEEZONTWE Ty Fa vy 7Y 7 MUnZ#HI L7z
18.8 HEL 7> —E&ER

T ARGy MBI DT AEEN R HFEEFAATBIEENC T 2
N VTV —ERIEHOEDEDO M RIIZ, zurru~y vy Eine
NRY F=NV L) KREDP-72D,
18.9 M7 OV F L BELRET 2 TEAMERN /NI P DZ2HME K
¥ 351EH

F v N TFRAFIRE R8I VDR AR LTS T T= A b & LTEM
L7 (in vitro) .

19. BXSICREY 2IE{LERIFR

—fik8&F - 7 ¥ 75 YV — ) ([Aripiprazole (JAN, INN))

%4 : 7-[4-[4-(2,3-dichlorophenyl)-1-piperazinyl] butoxy]-
3,4-dihydro-2(14)-quinolinone

BFR : CsH2rCl2N30:2

SFE :448.39

MR ARG REOR K TH 2. XY IV TV I—VITHETR
4L R (100) ISR E TR K 7T M= MYV, 25—,
TF )= (99.5) LIEAFH VI L A LHET RV,

EEBER -

/ \ H
N NCH-CH-CH-CH-O N _o
— A @
Cl Cl

20. RV EDEE
(&)

20.1 PTPEEENE, 7V I ¥ o — B3I - Mz TRE 35 2 &,
20.2 7 AF v 7R PVEERIE HHOMES v v TE Lo Db s I L.

22. @
(ZEVU 7 71 81mg)

PTP : 1008 (108 x 10)
(TEY 7 74 §3mg)

PTP : 1008¢ (108¢ x 10) . 500%¢ (108E x 50)

TIAF v 7RIV 5005E (3T FREAIAD ), 1,0008E (23T FEBHAIAD)
(TEY 7 71 §6mg)

PTP : 1008¢ (108¢ x 10) . 500%¢ (108E x 50)

TIAF v 7RIV 50058 (3T FREAIAD ). 1,0008E (23T FEBHAIAD)
(TEV 7 71 §&12mg)

PTP : 1008¢ (108¢ x 10) . 500%¢ (108E x 50)

TIAF 7RV 5005 (8T, WRAIAD)
(ZEV 7 71 81%)

75 AF v 7K ML 100g. 500g
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9) A:NERL : BRI B E M OHE ) AT (2006471 H 23 H K2,
CTD2.7.6.3)

10) *EWNEFL : F =Y v & oM EAE (2006451 H23H K. CTD2.7.6.3)

11) Azuma, J. et al. : Eur J Clin Pharmacol. 2012 ; 68(1) : 29-37.

12) Kubo, M. et al. : Drug Metab Pharmacokinet. 2005 ; 20(1) : 55-64.

13) &R 7 b aF Y —)v & OMELE (200641 H 23 H 7&K GE.

CTD2.7.6.3)
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AEPVEER © TGV BB P 5 o S B RE (20064E 1 H 23 H 2K Z2.,

CTD2.7.6.3)
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AR SO B L2 350 2 B TR 3 2 00 R (- T Bk
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FENERE - BB S 350 2 B RIS 5 2 R AR (L
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