* % 2024 10 A 2RET (5E3hR)

* 20235510 A oRAT (582kR) BEREERHIRES
871179
BF R SIGRE
HXNEAR : 361 H B iR SR 300mg> U > Y | 400mgd VP
TYUE TS5 — )b7k*ﬂ9r@?3:huﬂf,'|‘ifi %—J-ﬁ[] EFRES | 22700AMX00646 | 22700 AMX00647
e o 0) “ - . me =) 11=) =] BR5ehAta 20154E5H 20154E5H
B, BAEERRY TEYUT > 3HMKEHTIR300m DU
)R -EMEOLTEICLY . . o~ _ I
BAT-E IEVU D> 55K ER TR 400m 2V
ABILIFY. prolonged release aqueous suspension for IM injection syringes WD114X2B10
e 7. BERUVAZRICEEYT 3%

1.
1.1

11.1.688]

—_

NDHIZETHEEL,

BREMET b7V =2 X, BREMEEZEORTICE
BLELHIERGEMERAIRIRT I ThIHBDT.
AFE R ESMBEOBE - FEIRISEET 52 & FIC,
ERFEXIEZOBRERD LK X Z0BREFE2HET2EE
I3, AELEOBRMP ERMEE ERS LN 354
BEICHE->TIE. MEEOAE
TEDHEZTHICITH T &, [1.2, 8.4, 8.6, 9.1.3.

2 BELHE-TE, 5D LRERMEADIEERT 315
BB LE. BERVZOREICHSICEHAL. OB
SR, SR, BIR. $B. BABZFOREISEEL. 0
EOBERPHSDNEBZBEICE. ELICEMOZEEZS
T3L51EET B &, [1.1.8.4.8.6.9.1.3, 11.1.65H]

N

b 5bo]

*

2. BR(ROBEICEBELEVI L)

A FIRREO GH [FIEREE B SCE2BENDD 5]

2.2 7NV — VIREEEAR - R SE O KA S 0
VI T D 2 B DI ARAREIIIE ARR S s BT h

23 7FLFY (T RLFY VR TF 74 7FV—0RER
He. UL RA RIS BT 2 R D U SR E BRI
AT E%2KBL). 27a0¥E v 2&H5mo %10, 121]

2.4 KHN O Ui OB E O & 2 B

3. fERL - R
3.1 #m

KA BRI RS & PR — R e o727 VT AV V) Y UR
ATHH . AREELTHCLHERERATH 2. 170 ¥ Izt
NENTROES - 5iEEHT %o

Wse s

TV 7 74 kit
G 300mg> ) v Y

T 774 itk
ASEMEN400mg> ) v Y

AT - R

TVET TV = VKA
3536mg(7 V¥ T 5V —
)V & L C340mg)

TVET T — VR
4576mg(7 VT 5V —
)V & L T440mg)

wm

ANVAT—AF MY A
(14.144mg). D-~< ¥ =
b= (70.72mg). V) V&
ZARFEF MU A—KF
W (1.258mg). AKEALS b
V> A (pH A

ANVAT—=AF YT A
(18.304mg), D-~ ¥ =
b=V (9152mg). V V&
ZKFEF MY T A —AKH
¥ (1.628mg). K#E{LF b
Y v 2 (pH A

Kkt FHT ¥

TSR 1.2mL

K 1.6mL

iE) IS L7 oBR G ROREZEZEE L, 13 ¥ I hoTIES S
V' — ) 300mg X ix400mg 2 {: 41 0 1k 2 B &2 FEAR 5 2 7o o0 1Tl B A

INhTwad,
3.2 WE DMK

RSB © ol
TSR it oW
SRR BB A TR R TR T 5 L S L OB L 2 B
pH © 6.5~7.5 (TE4HH K TR )
RAEIE I (VRS ETIIT B 1)+ 91 GEGHH A TRRE )

4. HEERIEHHR

Oft&KRAE

ORBIHEZRICEIIRSIEY — OB - BRING

6. RERUVHE

M. ATV E T IV — v e LT1R400mg % 4381210
RN ZAHNICEG T 5, B, k. AEEE
U ClH300mglliiit§ 5 2 &,

(1)

7.1 AANZ W G55 2 IR SRS DS R 2 E N0,
WP 5520 2 Hus, DT oS E2S32 1RO T7TIE
75— VA OB Z kBT B R L OmEY) R B EIT) S &,

B2 D YRk zHBO
BOTY TV — I BHIO BOTYET TV — VO
PG e 5k (23 1)
6~15mg/H 6mg/H
18~24mg/H 12mg/H
30mg/H 15mg/H
TE) M A S E B OBk P B 5B 02 33 0) 2 e IR 0 &% O 7K G L OV
RIS 2 &,

7.2 KA E CYP2D6RHEA (F =Y ¥, NuFtF V&) RO/
IZCYP3A4RLEH (4 FSaFV—, Z75) A< ¥ V)
ZHOHT 25402, AR omEhiREN ERT2BENEDH
5720, UTORZZEZIZBASZEZETHZ L, B, K
FETV T4 WYY Y VRAITH Y, 300mgz Tl
BHTE RV EHNS, 300mgRil IS IRET 2 LEND LG
Z. A TUVEHIZ VS Z . [10.2, 16.7.1-16.7.3% ]

Witz D
AHKI DR

ARFAA00mg HAI P 5ATHIY 3 2 &

CYP2D6RH 5 X 1Z CYP3A4RL & D v F huh 2 b 300mg

iRt e

CYP2D6RH &4 J2 (FCYP3A4RHER DO W & P 200mg

ERCY R

AFI300mg HLA 51 AH 23 % J

CYP2D6RH 5 X 12 CYP3A4RL EH] D W h 2 B 200mg

Jiikeapy’ e

CYP2D6R 4] B OFCYP3A4RHER D W b P 160mg

ERCY X

8. EELEANEE

(GhREHE)

8.1 AFNIFrMERAICTH D . KRER O T B TR O T i %
HIYESTABAITH D Eh s, 2O BERRLEE OB
WO EZLEL T2 L) BARERBHIEIH RV
Lo Ty ARG IZH o TRUTOEICHET A L,

8.1.1 —JEHH-3 2 L HITHEY ZMIMNTHERRT 2 ks vz
O, FORAKE DL OWTHFITHRE L. RIEHOF
Bi. EIfERRBIROLE, BRE5ECOoOVTHrNET S

Lo [8.2, 11.. 13.1, 13.2&M]

8.1.2 BEIIXTVET TV — I X BEBEBOREBRD WA
F, ETEROTVET TV — VA ZRS L, AAERHRL
Ttk KAz T562 L,

8.1.3 MEIXTVET TV —WIZL BEBEDORERD D BY4 T
HoThH, BAE. BT YT T — v BH DAL OB Al 3
FHHLCOUREHE TR, FHIE LT, RO7TVETS V-
WANZY Y F 2, ERPRE L BICAAZRGTH L,

8.2 KA I FHMEMAATH LI L5, HH5 LB D BE O
REEEICBIE L, BEHSORBICHCEETH I &,
[8.1.1. 16.1.1, 16.1.2&M]

8.3 W&, TEEI) - )y - KBTI SOK TR 52 &
BHDHDT, AP GO BH I ABEOEESEEKRE P
BWMOBARREF SR VI ITEET L L,

8.4 BERIRYES b7 ¥ F—Y A, BRBIEEBES L TCICES Z
LD HLERLEERPRIT H2BZEN0H 5D T, KAl
iz, . £k, 2R, BUR. 28, BRSOk o5
B - ERITIER T 5 & & DI, BRI T ZFOMARED LLIX



ZOfEMN T2 H T 5 BHITOWTE. MR oM 2 5 o Blgt
ATy 2k, [1.10 1.2, 8.6, 9.1.3, 11.1.68H]

S ARMBED D 5 b b 2 3D B DT, AT HIE, BIIIE,

BRI, wF. R, GIR, RRERE AR O MR MR IS TR RS
5L BT, MEHOWEFOBEL T451247) 2 Lo [8.64
11.1.72 ]

6 AHOBGITHEL. B 5D LS. 4K VB 5DRINEMAFEBL T

LYENBHL L E, BBERTZOFRKICHHICHA L, &
BER (1078, 2k, ZIR. BUR. 28/, BIRSE). KihE
R BEE. Wi, Wik, BUR, REREEES) ISR
L. 20X %RERYED SDbNHEICIE. EHIEMDBE
ZFAHXH. BETHIE, [1.1. 1.2, 8.4, 8.5, 9.1.3,
11.1.6, 11.1.7&MK]

T EHRBIC L R D B B A% AHIB G5 S I (A

WG O EE OSSR LR EZ R T b 5T,
FAREIICF v ¥ 7V 280 B3R . WPEROTE, Haa
WE. RASOHHHIHEEND LbN L OWMELH 5. 1
WHI R EOEIRICDOW T, 52 Lo BE R OFKES 5
WCHI 2TV, JERYD S bz, ERNCHZT % &
U FTHI L, T2 BEOREROIREDOEAL 2 E L
BlgE L. ERDD 6 b GEITI L BN U TR ik 5
EHILT AL, @MYL REET) 2 L,

8 AHOBGIT X D REOLH) G, W) 2kTZLnDhH b

DT, AFGHIREOHEE ZIERRBIZ L, KEOLD)
AERD B NG RS A (G IHE DB O A I5F) 2 JEiE
L. RS CTHEYZLEZIT) 2 &

9 MboBURAI I 2 BEICHEG L Twa a EiETv T 7 F ViR

JERE W E AR ZHRG T H L, MlF 7T T 7 F VIREDMK
TULHBRPHHT 2L HL0 T, HRB%, Q. FEN
JodiE e L OFBUHMERT 5 2 Lo

0 HE PR ESIT 2 BENDDH L O T, RIS o

VALY DL BHTEMERG T L9100, EEISRHZ B
BYHTE,

(& RERE)

8.

9.
9.
9.
9.

9.

9.

9.

9.

9

9.

9.

1B, WS, SRUESEORMIERSERT L2 LBDHZD
T B2 047w, BAADSR O WA 1213t o ik #E7 i:
WCE ) B B LY R EET) Sk,

BHENEREHEITHEEICHT IR

1 BHHE - IEEEDH 3 8F

1.1 00 MERE, BOEREZHhSDOEODH BEE
—MEDOMIERETAH H5bNEBENDD %,

1.2 TAPAEDEREMRERZ NS DBRFEDSH 5 BE
2T I EH T LD D 5o

1.3 BRBRRXIIZTOBREEZET5EE. 6L IBERBEOR
RE. smE. EHEFOBRFROBKRETFEHEYT 5EBE
MABEDS LA 5 2 & D %o [1.1, 1.2, 8.4, 8.6, 11.1.65H]
1.4 BREROBRFERVERTREF T 58E
JERZEASEL B LD B,

1.5 RENIREE. REABARR. BB, BAKKEBEORE

Wit FE A R L AR R 55 D AR ZE AR AT S LT %o
[11.1.10ZH]

3 FHEERREERE
FEEEZ B I BThDH 5. [11.1.1121H]
.5 1w

IR SUZITIR LT B W REYED & 5 KPR, B Lo a3
MaktkE LNz LR S BECOAEET L L, Tk
BIUNCHR AR G ST B YA R I LR
i, PR, MRk, SRS T BOTE S o BEBLRE IR R
HEARMVRIEIR DS D H bzt OWEDRH L, B, KROTVE
75V — VK| DR REIC B W CTHEDHEDD 5o

6 BRI

B LAV R ORI RBE O IEMEZ ER L. AL O L
k2T A2 . ROTVET SV —VEHNZBWTR
I TR ANOBITED SR TV BY,

7 RS

INREE G E L HRRBUIER L T v,

9.8 miE

BEOREBZBIE L A ORISR T5 2 &0 — ISR
AT LTw5, [16.6.3%]

10. HEER

A#NE. EE U THACHEEECYP3A4 L OCYP2D6 TIUH s

5. [16.45H]

101 BHARSHALENC &)

EALE

FEARSEAR - 451 5

B - falET

%7 FLFY ¥
(7H7149%v—
DOFCAWERE LI
I BT R
RIS U < 3R RR
W 286 %

7T EVFY oM &
BEE, MERETZED
TEZND DS,

7REVFY YT FL
FU AeBa, pRE
HRORMBHTHY . A
#l O a5 AR Wi 77
&) gz AR AR
BB E 2D IE

NTWwDo ARANTFIRI
BRVD, KHDMEN
PHHKRTLHETZ BN
EraRGLEw e,

Bx<) BT AsBm S h s,
K23V

[2.35MH]

VA= 7 7 WY 3 EHNEA] T ARA DN A SIS
Za¥) v EH L. Mo BukiwmdE| 2 % TITRM 2 %5 5,
[2.35H] LR LAEWS E LK

10.2 BERER (EAL

CEBTBRY)

S 44 55 FRRIEAR - 358 51k PR - BN T

X7 FLFY vEARMERTZ2ESTBZN|7TFLFY) Y iZT7 FL
FLREEA Do F U MeEB e, pZ
YEHL Y- TF BRORHEHITH Y .
Lry v AR ) O 5% 75 W A
I XY B2 B
TERAEN & 2 D i
JERE IR 2SS

LBENND DL,
RS S A1) AR R 2% B | & I AR

NVEY —VEEFH | OT, WET2REERMNEET .

AR, RIS

TAHIES

Fee 41

MU B AR 1 2 955
LTEDHDHOT, Wity
B EHHEICEGTH I,

EDREREEHZ AT
%o

Wiy AAEMEAT
% 355

i) AR SES
CLABHDHOT, BT b
HEWEICHEGTHI L,

Ly iHiay MR %E
F5 %o

V77 Y U

[16.7.52M]

APARIMZ (8 /B RS 3 U PRBIEI 2 9859 | ARANE B8 23k
LR F2v#sH THLBENDGHLDOT, | EWENZHT %,
EC RN (| R Rl i

WICHEE5THT L,

T I— AT AR RS PRI | & L R R i 4
(fkim) PRSI DD D | MEHT 5o

CYP2D6 B EAEH 2 | AR A O E A3 8 383 % 35 | AH#) 0 3 2ACHTIE R T

A3 % 3EH ENDHDDT, KHl%|HSHCYP2D6 % Bl E 3
Fo VU RO F | WETIREEET DT Lo | B 72D ARHK O I EE
R abE 3 BLEATHEBZENYD
(7.2, 16.7.1. 5o

16.7.25:H]

CYP3A4BLEMEM 2 |[ARA O VEH AW 3 % B | AH 0 L EHHEE T

19 % A ENDHDHDT, KHl%|H5HCYPIA4Z HET
A4 b7 3 F Y —|WTEHEZRT DI L| D 2DRA DI EE
V., 5y Aux BEATBZNDDH
Y% %

[7.2, 16.7.3&]

BEAC 3 B % % | ARA O 30885 5 2 B | ARH 0 E2CHEE T

CYP3A4) #HEAEM | Zhhd %, » % CYP3A4D I
AT B HAH X0 ARFH) o 1 g S
ANNTEY /| KFI32BEhDH 5,

1. BEA

ROBWEM DD LMD EHHHDT, BI%E IV,
FHEHTLD O NTYEITIERG 2l § 5 4 &Y 2L E 2 17

9z

1.1 EXLEERA

o [8.1.1ZM]

1.1.1 BHEEE CHERH)

IRTHRER, GRBEOMGIRM. WET M. HUR. MEOLB)., FIT
FEVRIL, TRV EODEIRBNALNDYEE, Hh7
Ok Uy REEL KSRGS OSBRI L & b ITH 2 0E %



119 C & AEFERICIE. AIMERD BN R ML CK D E5H-AH
AONBEIEDNEL, 7, 347 TE VRELED BEEIT
BHOENLIEN DD, BB, BN R L. ik, g
W, FEBRRDE. BEAGEIR, SVEERE~EBITL, LTT S
ZEVH D,

11.1.2 BREES XX 22 7(0.3%)
B G L0, ESSOARMBEEH D bbb 2 2D
DT, TDX ) BIERYD S b G132 %
BTaZ L, B, HEFIEBELIERIFFRT L2 EWD 5,

11.1.3 FREEMEA Ly X CHEEAE])
J A BRI (AT, LD - MR, 3% L WAL, B o Wi
WSROI NER O 95 > EEOHEIR) 2 & 72 L. RREE
A VI AIBITT L D HDT, BEMEND bl
fiiE, G EET A2 L,

MNA4 7F7145%>—HERY)

11.1.5 HERUEHBARRAE (HUEAH)
CK LR, My kORFIFra o FRSIFEETLIE,

11.1.6 $ERFMEST 7S K —2 X, BERFMESECHEARD)
AP G, k. LR, BUR. 2R, BEREOREIR
ORJUNGEETH L L BT, MWEHONE 21T ) e & 0%
Baiie, REFRDOONLLEITE. 4 Y2 YRR ORS
HREDBYREZIT) T &, FBTICEL R LD R kEE
BREDLIEDNH D, [1.1. 1.2, 8.4, 8.6, 9.1.3%8]

11.1.7 {KIM¥E(0.3%)
Wik, R, Wi, Rk, IR, RCEREE 255 o RIURAE Ik
DRRD LNTGEIE, 2k L, @Y RUEZITI 2 &,
(8.5, 8.6&0]

11.1.8 &€ (HUEAH)

11.1.9 EFERERE. BRI CHEAR)

11.1.10 FRZEMRAE. REBEFARIAEAE (B A )
T SEAIE . FRIR AR 55 o0 AR ZERIE 25 ST WwW B D T,
BIgE AT, B, Ba. ORI, PRS2
SRR, G2 5 % Wl R E 2T 2k,
[9.1.5%M]

11.1.11 FF&EEREE (0.8%)
AST. ALT. y-GTP. Al-P® 55 % k5 IFHEReRE S35 &
bbb VDb, [9.38MH]

1.2 ZOMOEIER

5%LLE | 1~5% K | 1% K A

A

AW O F MEMRE ., RAER, B, B
vy IR, R EE, (R Y F-OUE
SO AN (B RS, 3R BURIGBOR. SR
I OW. Fh| L (AR DR b R AR
RS SEEL. B e, RASRbRERR .
HEL HISE P R SRR,
BLOREL s RLRREE. TR,
1E B 77 B BN, BRIRAE, i
EN R SN ) SNEAT 7 N O
B, &)5E, | 0N Rk, Y 4
PR (%, | OiTRE T, P PERKTHEE |
OB B RGETENER, BAESE). 8
). KJI|TEBS . R BRRE R
(A NNV A N E S TSN
F—aB | IRSEME. M. K
HIESE, W\ B R, REWATE. T
M. R, | LA REAE T

LR SN
e A

,
N

SRS
BehEAR

TAYIT |V AF A V| IRERIM LT | A B, SO Ui, e
T VAN IRERZE|TREE, 2520 bhbiE
= 7 (i Bk S=F |0, HRE ODodoh,
W)L | vy VEE| T TR

DL [N AR N 2N
i3 il

Qi e ESMLE ORI, BUR, O ITHE,
RS R R LIRS, R ALPEAR
GUISMIGH, (M PeOiE. FRR

QT % .
B p R

7ay s %)

(3)

5%LLE | 1~5% A | 1% A BEAH
AL L TR (MR, Ak BE. H k. N, A
WA, k| AR . mREE, UE%. W
Juitk AR, ObAME%, B
Wide. Wade. IR %,
VS EE.  phJE . B
Jzi . AT M R
Wide, OHBEB K
iR 3 i /N AR ANEZBE VKF, NES
AL BFIMER| e Y v R, iFhERRES
W4, BRI, ARINERREZ
BRRA W[V vosERA, ) vosEk
PERIRA, (W%, A F 2 ) v MEC
Al Ty A by Yy Mk
e WERRA. WERMZS .
LFREERIRA . HFREERINZ |
USSR BRI A, GF R ER
W%, /NS
N3 BRLREE, TS F UK, T
HitR%, |9 27F v 15
i v IR
Jl 3 & v
~ B
iR ALT 15 |AST LS. y-GTP L.
LDH L 5. LDH X F.
Al-P 5. AI-PIECF. &
EYLE LR, BEY
VAT BRI B
. WO
5l o UR EAR. R R,
PRAE BUN E 5. BUN K F.
sL7F=vES. R
bR, RIEERT, ®
VARV N N
WEY LY v LR, R
NAG L5 IR
PRI R R
WK PRIFIL. PEIRBEE, SR,
JEBE g, MR, 2 IR, JRE.
IREEE
AR 95 W, Z ). W BAK
I RLBE. SR i BOS
WS, AT, FRE
B8 B2 % FLIN &, RE R, €
W R, B AE
FLAREE, Rk 5
N ES M A4 > A% R B2 L X5 a— L {kTF,
i U B, E. BRER|HDL-2 L A F o — L b
e I AbEE. 5. BRmE. Y Y IRE
LAFu—|{KTF, Z#E. CKIET,
VS MAKRFHEE. P ZYETA R
DI AT i NN 1 A 8 AL ]
A4 F L.
CK I #.
HDL- 2 L
A5 ua—)v
KF. 1138
I 2 Bhge. SR SO, WA
WA, WHWETEAE IR, W E
%o Leol 0. S,
[ T DR 2N
5 P
il Ol A \BLUREE, BRE, MR
R RO R, WY,
W>FHF 5. W
FINEE, B HE%
VRSB | T8 Gk AV | 3 G R AV | SR RS R AL Y L, RS
i PN TER DR N UA Lt
558 A AL S ER AV A R
BE. TG & TG
DR T [0ASE




5% L | 1~5% A | 1% K BEA
Z Ol |\ REBIIN |97 R, R (BRI Je. B

MVERIE, (. B, KO R,
) % AR K Bl IBEAE LB I
T S (ME. AR, . 2.
PESR L, BT H S D MEOE.
FLBU . B, DU PR,
& FEL, B, PSR, SEIRW.
B, PEIETY. R AR
BEFT. B2, DRSS, AhBRIEEZRR
Wi, AR |G, AR, B,
WA, W (IERERT, BMELY.
IPm . B, (M OV R L E. SR,
IREEEEG | RER LA REARD,
rua7y) vamRE. -
MUY ALEH, FMYY
LKTF, 2u—v L5,
7a—VKF, A/GLES.
A/GIKTF., 7Vv7 IV E
H. TVTI VKT, #
Vs LA BT,
AR, B gE. B
M. WhZEAE. BRI, A
R b NPN ) RIS

13. BERE

13.1 fERK

FELT ) ¥ T 7V — VB O SV E O R ERER B ONTk e
FIZBWT, ®E1,260mg F THIEMOIA I A R
53NN E W OREIR, IR, e b, BIR, Mo
SERDPHE SN TWD, F2km195mg T THFEICIE L7

AREBCT, — BRI, EIREORERITI L 72,
A O FVE O B R FRERT 3B W TG BT IS 245 4 (800mg)
TIRMNIAH 2B ER G S22 D 205, DA & L
THRL T RS IERIIH S ShTwiv, [8.1.15H]

13.2 @
MPENIZA M THEVWEEZE R OND. b, MHINIH DT REN:
BEZONLILEHIZORBICOYET 2L, [8.1.15]]

14, BHLEDEE

14.1 EHIRANBFOZEE

1411 AROMHICH 2o Tid. EREHTE)Z2H/ETHT L,

14.1.2 HGHHE L, BBWAHEIT RS X 5120 M L < 3k
LIoL. BESELT L,

14.1.3 FEBEHIHRETHI L, REEZHTHEHLICKSLSTE
VIR, BITHRAE L. 2RSS 35 2 & 72721,
ZOHE RGN 20 L CIRE S L, HWEEHS LT L,

14.2 FEIREBEOEE

14.2.1 LFORIHE - 72582 IV A 2 & o i) 72 i 4 v i

ERHFONBVBENLEDH Do

AW G |22G (). St R E1%4 ¥ F (38mm)

ARTEIOkg A DH5 6 -
23G (). $tOEE14 ¥ F (25mm)

AREIOkgL EOYE -
22G(H), $tOEX1%A ¥ F (38mm)

14.2.2 KA, BEHAN LI ZAHBANCOAEE T L &,
RIS G- LEnwE &,

14.2.3 MiWPHESHC D72 o Tid. FREOMICERET A L,

() 7EGHRALE. BRI LR OE=fMAfoAi e L, oA
MIZiZEGLanwa &,

() FHHRAL TR A AR & Uy W=~ ARG AT
TwnZ ik,

@) BEBLOFEAL, 1IN TermERE5T 5L,

(4) TEGHBOLCES N, MRS A2 AL LB 5,

GG EZ D FRVE I ICHRETHERTLI L,

15. ZOMDEE

15.1 BEPR{EAICE D < 53R

15.1.1 AHNC X 2 BB RN AHO BRI HE SN TV S,
* %15.1.2 SEICEME S Nz Bk ANERE 2 M5 L L 170HR

RERICBWT, ROTY 75V — VA Z &Ik RPUR

GRS T e R SR L I LT, B RAL.6~1. 76

B oL OWED D B FEHIIKA TH o 7285, LIULE R (0

=S

)

AN EERIEEE) FIRYE M4 %) 12 X B DL h o 726
B, BT ET TV — VK OIRE (G19386], I
82.47% 5 56~99i%) Tld\ FET K UM 45 i s Ol e v, — ik
T L1 5S) DRBIRAT S R E B L CTED» o720 72,
AHETORFIRAEIT BT, ERGURS S D IR E AL HURS o
LRI RDO LRI 5 L oMLY D 5o

15.2 FEERPREERICE D < 153k

15.2.1 o li(=7 A, 5 v ) OROHEGIC X B0 AR
BRZBWT, FRIES M~ Z3mg/kg/HUL E, S v b
10mg/kg/ H) & O F MARNES; (M~ 7 Z3mg/kg/ H DL L) %
EHED FRABRESNTWS, TS DJEEIZTF - lE T
Mm7aessFro bR B2t LT imbhTwy
b0 T FODABEEREBICB VT, 60mg/keg/H EIO7Y ¥
7" — VB 0 Bz 55 WA IESE O 10085 W2 AH ) M o 32 58
TR RS D F B E O ERAPHE S Tw b,

15.2.2 VO RO 5 RBIC B W TIHO 5 WOk (k.
HAES. WAT) 23438 5 ~ 5258 3Bk 0 25mg/kg/ H LA L O & T,
JFPIRE N R 3k 0 I A i Ao LA T W 2539308 1 5k Bk D 50m g/
kg/ HUL ELOHETHESRTWS, WEEETIVETSIV -
HROBE OB A VIR CHMEL B 5REE &Y
B L-bnEEZ LN, B, IhofEWore METH
BT ZEEAHH15mg/ HE. Z0%6H H30mg/ H XHE
ROP G ) 1 VB RIC BT I D5, 6% L FTh Y., F
7oy & MBI 2 ERIED5 4% DT TH - 72,

16. EYBYHE
16.1 MeiRE
16.1.1 BE%S (BIBHANERS)
A I IE B LIS AR A 300mg (551) K U¥400mg (661) % B 5 A5 W I
Hil 35 5 U 7= IR o0 I v ol BE e OV SR B B/ 5 X — & %2 [M16-1 L V%%
16-112R” 3%, [8.281]

150 ¢

125 -0-300mg (5f51)
—-400mg (5~6{i)

MAEF7VET T — L (ng/mL)

o 2 4 6 % 10 1 14+ 1 18 2
LRI (E)

16-1 # &2 iiE BB 2 BT NN RSG5 R o AEh 7 ) ¥

7TV = DR (i)

F16-1 HIBHH NN R Z GO BB T X — 5

C tuz z AUC=

tmax

fern (hr) (ng/mL) (hr) (mg - hr/L)
300mg (541)
i 648 136 302 201
REAL (96.3-816) (95.2-791) (187-660) (170-250)
LA 984 258 368 391

(OPC-14857") | (1684-1273) (19.1-118) (222-702) (32.9-57.2)
400mg (641)

. 841 126 781 141
AZACHE (120-1680) | (388-168) (388-984) (107-267)
ER ) 841 26.1 605" 4500

(OPC-14857) (120-1680) (12.8-35.1) (432-760) (244-59.6)
PPl (/=1 K) y a s IPEACEHY. b 2 561

16.1.2 REH#RS
(1) BEHARNES

AT IS HE B 28012 AR #I300mg (121) K T¥400mg (1651) % 5 5815 A
KBRS Lo MR 7 ) ¥ 7T YV — ViR, A4 H 3% 550
(OEPE 51238 (84 H) ) F TIAZIZEHIRBEIE L 220 AHI300mg K T
400mef G HOMMBER 7V TV —)b b F 7RO RAEE, o)
Uk, 7V ET TV =V EERI6me/ HE GO EHIRBIZBT T Y
¥7 5V =) b F 7ROy (42.980ng/mL) 2257V E T 5 — b
$E#124mg/ H 5O EHAIREIZB T 57 U €T TV — )b Crnax D HYLfE
(310.160ng/mL) ¥ TOHPAN Z R L7 (K16-2, #£16-2)%, [8.25H]



400 -

350 —-0-300mg (11~ 12)

300 F —e=400mg (12~ 16i])
250
200 +
150
100 F

50

AP TVE TS — L (ng/mL)

0

0 2 4 6 8 10 12 14 16 18 20 22 24
sz | t t
BOTVIET S/ — A HH|
[X16-2 #Ar I A B0 2 BRI N S G- o ieh 7 ) ¥
75—V OUENER (L)
ARANB GBS 2B NIRRT T U €75 V' — VB & 5

16-2 BEMAPGE H B S5-HORWBE T A — 5

1
He AR (i)

tam tmax Cinax tue. z AUCasa
o (hr) (ng/mL) (hr) (mg * hr/L)
300mg (1141)

- 120 244 - 126
REME (71.3-672) (105-409) (505-808) (63.1-245)
A 263 728 1030° 406

(OPC-14857%) (47.3-672) (53.7-107) (544-1720) (26.8-58.3)
400mg (13%1)

. 957 217 1030° 104
RELE (48.0-669) (124-424) (759-3020) (71.7-251)
FAH 120 680 —c 359

(OPC-14857") (8.00-673) (40.5-129) (884-2440) (20.4-76.2)

A R N-HK) L o TEPEACE. b 260, ¢t aBl, d 8B e 2B, —
Ay
Q) =AamRRE

A JSRIE B 1B AHI400mg 2 = A 5 IS A L 721 oo i v
TVET TV =V A4 H 550 (0 PG 1208 (84 H) ) F
TIIEIFERARIEITE L 722o AH400medk 50 MEh 7V €75V —
VT 7 REORIAEIE, MG, 7Y ¥ T TV — v EiHl6mg/
HEE 5RO EHIRBICB T MR T VTS V=V b5 7REDhR
1t (42.980ng/mL) 2 5 7 U ¥ 75 V' — VEe#24mg/ H 3% 5 0> 5 3 1R g
BT LT UET TV = Cuan® I (310.160ng/mL) F T HifH N
2B L7 (X16-3. #16-3)",

400

R

= 350 _e-400mg (1341)
£ 300t
E
bl L
g 2
=
200 f
N
‘\‘\ 150
)
o100 -
)
850
=
0
0 2 4 6 8 10 12 14 16 18 20 22 24
Eees | t

Fi%!&a%r‘sﬂ ()
[X16-3 M4 K BB BT 2 ZAMNEER G EomEhs 7 ) €7
5 — v OPEEHER (R L)

#16-3 =AFNSIE HE G- ORWEE ST 2 —5

A tmax Crnax tz z AUCssa
feety (hr) (ng/mL) (hr) (mg * hr/L)
400mg (13%1)

- 95.8 331 825° 153
AR (485-262) (190-595) (551-2030) (69.4-324)
FACHD 123 96.5 1060° 546

(OPC-14857%) (94.9-671) (71.0-148) (558-2240) (31.6-89.7)

el (/M- K)  a s SEPEACE. b c 1280, ¢ 1061
23341 > H AN B OHME N O A5 O RE & D ikt 2 b 4 & U CREERT
AT 2 FER L. M SN2 T NV EH VT, 400mgz AN T =
PRGN B S L 22 0 @R IRBIC B 2 MR 7V T 5V — Vil
JEOHREHE L7z 135N EWBE/ ST 2 — % (AUC, Cunax) 1220V
T\ BATEE O L OB #130.8~1. 250§ TH - 7%, [8.25 ]
16.3 9
16.3.1 9 hEHE
A I E B2 B 2 ARHI400me 2 B R A I 3 = £ 15 P AR
P 5 U720 0 5345 2545 (V./F/BW) O rpyefii 121141/ kg % 0°44 .8L/kg T
o7z FHEDORBERNICBT 2T ) ET TV = 2mgiftlk N G-k D
SRR (Vso/ BW) DI I34. 941/ kg TH - 720

(5)

16.3.2 MEZEHFEEE
RECAROMTGEEARKEERIF%LLET, EELTTATIVERAL.
HARAICBWTIN T 7)) v EORGEHIIEL v, T2, BR#WT
% %OPC-14857 DG F IR A3 H99% Y 1T % (in vitro, FHHENTTE) o

16.4 X3
TYVET IV —MidT & LTCYP3A4E CYP2D6IZ & o THIAKZ L & &
Bit®ZF, FCYP3AUC X > TN-BLT7 VF ML % 2T 5, BikFER
(OPC-14857) ASHIAEHIZ BV 2 FA#W TH 5. OPC-148571% 7V ¥
TV =V (RZEALK) & RO L OREHREIC L > TRRETs s,
BRI AR FI400mg & O°300mg 5 B G- DT ) EFS 5V — iz
%15 % OPC-14857 D AUCsa D E &5 D gL fifi 13 T 2 934} U833% T
Hote T2 EMAMMNICAHAA00me SHHFEGHDT IV ET TV =i
FF3 % OPC-14857D AUCasa D5 D YLAIZHI34% TH - 720 [10. 5]

16.5 HEittt
FEHE R N ICMCEEER T ) ¥ 7 9 Y — L 20mg & iR 5. L 7=, B2 5 st
HE D27 % J 1860 % 752 N2 IR P R OFEME ISR S 7o REABR
FFITI8% R S v, iR S h e dh o 2 BHEAF— %),

16.6 HENEREH T 2BE
IVEY T 74 SO E D TFIRT,

16.6.1 Bi#EEEEEE
P DB RE R ERE 6B (2 LT F= > 2 ) 7 5 ¥ A<30mL/min) |2
BIFRBTIE BRI X 2B BN OIS R o
OBEATF—=%),

16.6.2 FHREREEEE
TR B B 58 4 B #7194 (Child-Pugh A ~C) 12 B 2 iR BRTld. JFEE
HEREEIC L 220 7 5 Y ANOEBRED - 72" GHEAF— %),

16.6.3 S
FERE RS (655 LA 1) I 7 ) ¥ 75 Y — v 15mg & MR LI 5 L 72
Dy T T v AE, FEEEE (18~64i%) X U B K20% KA 728 (FHEA
F—%). [9.881]

16.6.4 1471 - B2E
ATV ET 5V = 15mgk BRI Lo T7T )75
V=V OEYBHEIHEAEZA LN oY T A KWERET
DFHEFBH O, BAIZT Y TSV — L OEYBRBICEELY b 2
HHFTIRLEDo722 BHEAT— %),

16.7 EWHEEER
IVEY T 74 SO E D TFIRT,

16.7.1 ¥=o >
REHEE A BT, CYP2D6DOBLERAZ AT 2 F =Y ~166mgk 7 )
E7 5= 10mgO P L D, 7Y E T T V=)L DAUCIZI07 %5 h
LY HEANTF—5), [7.2, 10.228]

16.7.2 XOx%&F >
R A IS B WT, CYP2D6DFLERM 24T %550 F £ F »20mg
TYVET IV =A3mgDIHICE ), 7YV ET TV = DCrac L FAUC
ZZNn2EN39% K O140% M L 722", [7.2, 10.2280]

16.7.3 41 bZ3FJ—Ib
fEFERANIZB VT, CYPBAMAO M EEHEZHET 24 g aF V=
100mg& 7V T IV —=V3mgOPHIZL Y, TYET TV =D Crmax
FOFAUCIEZ N2 N19% K U548% MM L 722, [7.2. 10.2%H]

16.7.4 4 haFVJ—J
REHGE A BT, CYPBAADRERA %43 57 35V —)1200mg
LTVETTV = 15mgDBHICE Y. TUYET TV =V DCuae KT
AUCIEZNZN37% B 0%63% M L 7= JHEAF— %),

16.7.5 AILNNTEE >
A I IE LA A G RGBT B W T, CYP3AAD B A %
HTHHNVNATEE »400mgk 7V ¥ 7 5V — v 30mgd Pl 512 &
V. TYVET TV =N DConx L AUCIEZ N ZH68% I UT3%AC T L
W HEANTF—%), [10.228]

17. BERERRXHE

17.1 B RURLSMICET 255K

(&K RIE)

17.1.1 I HERER R
TV TG =V EETIEIRD R & L 7 M Je i B (455510, [ N e
28T E &) B BICEGE LT ) T TV — VEIIHHT 5 23t IR
HE BRI BT ARA400mg (RZEEICIE U T300mg) % 438 R 12 1],
5238 B IR AT BE S U 7zo R IR O JEEAL /IR B VTR
FIBEDSEHIBEIHT T 5 IEHVEAMGE S 7z (K17-1) o T 720 KiERD
BAL/TS E TORMIZKIT-I0LBY THo 729,

KI7T-1 AT T ¥ - <A X —EI X 5268 %K ORAEIR O IEEAL/ LT
F(TEHBM)

26385

HE e e am | GBS 95%
wum g OPBLORRRECOTOSE yreve i
AHIBE 228 95.0 15 0.3 -3945
ST 227 94.7 1.6

a: ATV AN X 22631 (183 H) ORAMEIR O I EAL /IR



— FAE® -

SEFI B

FEBIL/EBERE

0 4 8 12 16 20 24 28 32 36 40 44 48 52

B GE)
at risk¥
AFIBE 228 221 211 205 200 194 186 184 182 180 176 173 171 141
SeRIRE 227 217 203 191 179 176 174 166 163 157 156 155 152 116

M17-1 HAERO EAL/ HR T TORMO AT v - =4 ¥ — i (=
HEH)

WV BB 3. ARHIBE 2286013040 (57.0%) « eI BEC22760
11261(49.3%) TdH - 720 FREIMEHIZ. ARABECTRESFEAER6261]
(27.2%) TEGFERALALBEI3H] (14.5%) T4 57 A 45 2591 (11.0%)
THYITI5H(6.6%). AREIHINISH (6.6 %) K O HE LI 15
B1(6.6%). SeAIEE TR ZEN39B (17.2%) 13555 AR BE 22451
(9.7%) 7H Y T1361(5.7%) S OREIE 1261 (5.3%) TH - 720

B I HEEICHT2RPTEY — NOBH - BHIDH)

17.1.2 HNHEEEEFRER
TVET TV = VETRBIEROLRE L 72k b L ¥y — R
5 OB T 7 I i R (265810, [ PIRE BT 191 & 5 ) 2 MG TEHE L
727 T K T EE BRI B VT, AF400mg (A ATEITIE LT
300mg) Z 4B M1, 52BN Lize Z Ty —F
BT TORMIZ, RIT2HRCKI7T-21RTEBYTH Y, AFIBET
FTERBFLHELTHEICADTEY - FHEZTOMMZER L
(p<0.0001. log-rank#ia)'?,

KIT-2 AT T - AV —EILL B0 LYY — FOTSE L TOREH
OIFHTREAR (ST & HI)
M PIER R TOR

A= 95%

PO e ) wosiz) e gy P
AFHIHE 132 26.5 NE 0.451 0.299, 0.678 <0.0001
75 R 133 51.1 308

NE=SE o]

a: NVF— FIE, 582 ER L3 5 CoxtbBINg— FEFVH S LA,
b : pfifild, log-rankiEn S5 L7z

1.0

— XEIB - TI7EARE

0.8

FBERE
'
v
'
+
'
'
|

0.4

0.2

0.0

0 28 56 84 112 140 168 196 224 252 280
B (B)
at risk¥
AFIB 132 125 111 101 93 85 84 80 76 72 70

308 336

69 67

62

TouRE 133

121 104 91

84 75 67 59 55 53 50

48 43 37

H17-2 G2V — FOWEETORNBOAN TS v - <4 T —liF (=
)
HIVE SR (3. ARABET1326008261(62.1%) . 75 L REETI33
BI6761(50.4%) Tdh - 720 ERBIMEIE. ARHBE T2 FRB N304
(22.7%)+ 7 H ¥ YT 27H1(20.5%) . ANE6H1(4.5%) . MIRSH(3.8%)
RIAE, FHBEZORE, . 52 BLOERITHEDH445 (3.0%)
75 e RBECRERMN2160 (15.8%) . 77 ¥ Y 71761(12.8%) . AHAEG
B1(4.5%) . #HHAEE D% E5H0(3.8%) WH REIRA B OB %4
B1(3.0%) TdH - 720

17.1.3 REIBEHER
5 MAHIEBR AL AR % 58 T L 72 B (kb)) ROST ) ¥ 75 V' — Vg T
SR DG U 72 7= 2 MU T Rk JR 3 (H LB1) (G640, Py
SEBIT56 % frde) 2RI L 22 e E MR S s B v T AH
400mg (R APEICIE U T300mge) 2438 1], 3% K5258 [ 55 W NS
P b U7z 62.7%(291/46481) O BH D I K52- M 0¥ 5% 56 T L7z,
RANPE G X BHEFFRBMC BTN =2 T 4 VM S RAEEBI £ T
SUMIER DB 8 RIE 2 MEFE LT 722 B 08 4513.88.9% (409/46081) T
B 72 (F17-3)'7,

(6)

F17-3 ZIMER O LRI HE & G 7z L 7 g o BlG RAMERHR )

H (379%1) M (85%1) i (46441)
3] B BB (%) Bk BIE(%) BIE BB (%)
N—2AF4 ¥ 379  379(100.0) 84 84(100.0) 463 463(100.0)
AR Bl 376 327(87.0) 84 82(97.6) 460 409(889)

S e B = 0 NI A & 72 et B
IR =5 SEIRTE % MR LT 2 e B

ARA PG & B MEFRGR Y O BRI R BB X, 464407126381 (56.7%)
Thote EREEHE. TH 3T 76861(14.7%) . KEH NS5
(11.9%) .\ PEGFERALIENT3261(6.9%) . ASHRAES1H (6.7%) K Ok 2551
(5.4%) TH > 720

18. ZExhEIg
18.1 fEFA#FF
TIVETTV—=WE, FNX VDeZHEREG T T=A MEH. k83 ¥
Dy BRI 7T T = A MEH. kv b= Y5-HTwZHA#S 7 T= 2
ME ROt T b= V5-HTaaZBh 7 v & I= X MEMN % 5o 3
HTH Do WHEREFEIANTH 525 ZH 5 OEMEN 2RI BT
LAEMECHFLSLTWEHDEEZONT WS,
18.2 ZARGIHIM

ZRMREERBE T, MIRAA e b FSI Doy B FFSI VD3 B b
to b= U5-HT ' b w b= 5-HTaZ A AT LT EAl
WZERL, B PRSI YDyy BT b= Y5-HTee, B bET PV
5-HT7 v PRBEEa-7 FLFU ¥ ROe b 2% 3 VHIZAKIC
A OBAMEZ R L7289, o SHARAZ A Y Y M. T v MDIEA
ZHY M BENE Y MU A A A Y ¥ MaZ 2RI 3 2 BRI X
A5 72 Gn vitro) o
18.3 FNIUDZBRAHA7I =X MEA

B8 VDo Z AR LTS 7T IT=X & LTEMN L7282 (n
Vitro)e X AR T v MTBWT, B33 AEBIPEMREATTHE L
ZZIRETIE RN YDeZBE I LTT vy T=2 P LTIEML. F
283 VAEBIVE R EAME T L2 IRETIE B33 VDo BRICH L TT
T=A & LT L2202,
18.4 RN P D:ZEAEES 7T =X MEA

R8I VDsZBARICH LCEHST7TIT= A b LTHEM L7222 (n vitro) o
18.5 O P = 2 5-HTw SR EEHS7 I =X MEA

o b= U5-HTuZ AR LTHla 7 I=2 e LTI L72Y (n
vitro)s X7 AWANO T b= SAUHWS- Fud s A v F— VRS
BERVEE, 5y MEBoto b vy o2 —a Y REKEZRHIL 2.
18.6 €O = 5-HTSH 7> 2= X MER

Sy MIBWTEr b= V5-HTaaZ B 7 T=A MCE V@R SRS
TEVEALZWH L72P, 72, v b=YI2X %5 v FPIAIIBANCa
W EE D BN 2 Pl L 7z (n vitro) o
18.7 HEKMEHERICEET 2P ET N TOXEER

AR DIREL L Z 2 5NT WD T v b4 NGE RS % 9 L. A2
ROFETHBEEZONTVWE Ty ba v 7Y 2 bUBZIHIL 7z
18.8 B EL 7Y —EIERA

Y ARYT v MIBT BT EEN  FFERE RTINS 5
HE VTV —EEENOEDEO It Zzurra< Yy EUn o
R F=V LY REH»o72Y,
18.9 M7 OZ 7 F L RELRET 2 TEAFEN /NI D DZRMEFICH
¥ 315

5y P TR F8I YDA LTS T T= A b & LT

L7220 (n vitro) o

19. BRIk S ICEET 2EB{EZHEA

—igE&F - 7Y ¥ T 5V — VK (Aripiprazole Hydrate(JAN))

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

BF=R : CsHxClN3O:z « H20

DFE :466.40

MR Ao TH L. T I VR T T Y, FER(00). XY ILT
NI—VIZHETRT L, YAFLVALAF Y FIZRPREITRTL., =¥
7= (99.5) 1T, AF ) =MD THEFIZL L, KiTize
AEBET R,

EEEER

/ \ H
N NCH-CH-CH:CH-O N o
\Oij
Cl Cl * H:0

20. BBV EDEE
SMHITHE 2 IR L TIRAF T 2 2 &0

21. HAEBEH
PR Y R 7 RGN & o L, @MU ERiT A L,



22. A%

(TEV 7 71 HiE KB E T A00mg> U > )
IR

(TEY 7 71 HiEMKBEER400mg> U > Y)
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3) ALPIYERL ¢ OB A A KR (2015423 F1 26 H /K2, CTD2.7.6.1)
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UR(ESE)

BERTZIED (12U IBRY)

R
Y= Fesspmay  (EERK)
! . X <ERBETCREVEE H0>
(l[ ¥j) N —
——— t N\t 1 . .
walEryZ | ase xhy7sey  dme | F5vvv-msk B (22G.1/21 V7
*rvT) | [400mgyU Y IDBEDT LIIE] Xi323G. 1VF) 1%

<IEYT7HEEKEER 300mg /400mg YUY I>

FSUYv—0v REHLAH, ROKENDAEIC
B> WEGSBBH'S, EXBMBEET. BEIC
QL. BERAK CESAK) D2E% FEHzERAIR
(CHEEES,

A UBDOBRETTS VI v—0Oy ROIEERBS

A, . TFSvYv—0Ov R%E
. FSIv—0Ov RELEEBZETERT &,

LEFZFTOLEE,
hRO T L2 DFEIRH
ANy IS VDB
E13B,

2] 20#B YU Y IEH UL ETFICRY .. BERNY
BICRDL5HRT D,

BER. BSICRSETICPTZER
FTREFEITZHEE. R TR
REL. 153 ERBULRIBEIC
(&, 208EY VY IZHULLL LT
[CHRY. BREIESRT &,

22G(B). $HOEX 121 VF (38mm)
BWRNHEEI SRRV ST, FHEtZE L TILY —
B cOy I U, ERSEY U Y IRRICER
EECE

EFHOF vy TEE T WMUANT,

YUY IEROT LF vy FEALTY—ILDIY ) BRELEDTH. ARIDTS 2
VBB FyvIFvwTEHNALEEDIY
. ° _ VUSRI (SN G N &
TLFvvFPERBIDTFISAFvIF v ZEOL
Bb\‘B%I*ﬁL\t%@“o ;
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BHHRESE | 22G(B). $OES V21 VF (38mm)
ABEIOkgRBDES
i 23G(&). HOES14VF (25mm) :
SABRSE | gEookell OB | ‘

4] EgittE EICAFRET TS Y Y v—0v RED K UL, YUY IRDZER
#ZR<
ZS%UI&*%E‘WZE%L&J YU VINDZESZRWVWEE. BESICRSTH L,
BEIRUBBHRNANIESATRNICECEBICER L. PS5V I v—0v RH'LEE
BETHAETH LW ERULAH, VUV INDBREREEXERICIRST S,
ESERIZE D EBVLSICT B,
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