2025511 BefFT (5B4hR. BEERER)

* 2024510 A 2&ET (553hR)

Bp & R
HxOEAMA - 3661

B, LHEEERY

E) AR -EMEORFECLY
FERTBCLE

FHC R RS
7Y ETZ V- IL KIS

TEVT» 14K ERHTR300™
T EVT» 1K ER TR 400

ABILIFY. prolonged release aqueous suspension for IM injection

BAEEERIRES
871179
300mg 400mg
EFRES | 22700AMX00644 | 22700 AMX00645
BR5ehaia 2015451 2015451
WD99X2B11

7. RARUVHEICEEY 338
7.1 AN, B GHRIR A

MAETIERIED AT BT EH 5,

1. &%
1.1 ERFEETS R 7Y RF—Y X, BERFESESEORTICE
6 t%&%ik&@ﬁﬁ#%ﬁ?%ﬁ%hﬁ&é@T\
AERERIIEMEOHRE - ERITEET D&, §FIC.
FERRXIEZOBRERESL LI ZOREBRETFEETHEE
IZiE, BELOEREMIPERIEE LB EHHSh 356
DHBETHEEL. BECHE-> TR, MERDAE
TEDBEEZT9ICITH>2 &, [1.2, 8.4, 8.6, 9.1.3,
11.1.62H]

2 BEIZHE->TIE, 5P UCHLEREMERAIRIRT 515
AP HBEE. BERVZOREKEICHHMIHAL. OB,
%8R, SR, ER. 28, BABRZEOEEICEEL. 2O
EIBERPHSDNABEICIE. BEEICEMOZESS
12L518ET B &, [1.1.8.4.8.6.9.1.3, 11.1.65H]

—_

7.2 AH| & CYP2D6RHER (F = >,

PSR 2 HLC, DT okGE25Z 1 ROT7TIE
77— VR DG 2 S % % E O Rt B EAT) S Lo

IS i) Uz %D
BTV ET 5 — VB O ROTVET IV —VEH O
Pl P h-k (23 )
6~15mg/H 6mg/H
18~24mg/H 12mg/H
30mg/H 15mg/H

TE) A i B OSRURRE E <202 35 03 2 Wi AR o> 3% 0 AR BN 1 B O
WIZPEH 2 &,

NaFeF v KU/ X

ZCYP3AARHER (4 FoaFV—u, 759y zru<A ¥ Vi)

ZOAT 23O, AA O MR EDS ERT 5 BFhH

N

M3 2%

2.2 ZNVE Y — VBFHEA -

(LN

2. BE(RDEEZICBHBELEVI L)

A BERED BE EIEREZ BTS2 B2005 5, ]
BRI 52 0D rp HE R BRI 39 o i
VIR 2 B 2 B DA AR S h b B2 h

23 7 FLFUY(TRLFY 2T F745Fy—0RAHR

e UZ B EIRIC B 2 BB D L < 3R
7 a¥Y r eGSR BE10.15K]
2.4 RA DA LUBBOE DA O H % &

3. fEBL - R

3.1 #E

ARNEIANA TS TR % & G uGE R B0 L IS L Ol
WA REIEEHITH %0 BWEMHE LCHRIERMAZMLZ B LT

Whbo

EA ks A
ARG 300mg

YY) 7 7 A Fikitk
IR H 1 400mg

TYET TV — K

1390mg (7Y S5V — L

& L C375mg)

TUET TV — KA
494mg (T IV ¥ 75V — )
L L T475mg)

w1

ANVAB—=ZAF MY T A
(156mg). D-v ¥ = b—
WV (780mg). YV YIEK
FF bU A —KAY
(1.39mg). KMfLF ~V
v A (pHai 7))

ANVAR—=AF YT A
(19.76mg) . D-% ¥ = b —
WV (988mg). V) VIEBETK
FF MU T A—KAY
(1.76mg). KEftF bV

7 & (pHHEEH])

) 1B L - oG 1 R O G oHE 2 Z B L, I, TA»ST
Y ¥7 7Y —300mg Xi3400mg % {ESS T HE 2 it 2 AR S 5 2012
BEAHEIN TV,

3.2 RFOMERK

SRR A -
TEGTTIK MW O
SRR A 2 TR TR TR 5 & & Ao REH L 4%,
pH : 6.5~7.5 (TEH AR TREEIF)

OB (CEPREIRII§ % 1)

SRR

4. $HEENIIHHRE
O & KERE
OB I BERICHITEIRATEY — FOBFE - BIADE

6. m&&wm;
BHE. RARZET7IET IV =) e LT1400mg % 4381210
ERBHWNIOIZMFHNICEG T 5, LB, R, 2T
CC1EE300mglZiRET 5 Z &,

SR QRGP TREE )

HbH0. DFTOREBEZIIHESELZE TS L, [10.2,
14.2.3. 16.7.1-16.7.3%#]
B D
AH o

AAN400m g B 5 AI Y 5 5

CYP2D6 55 12 CYP3A4RHL 3 #] D v 3 % fif

R ke

I % B 300mg
CYP2D6 B &7 Je 0" CYP3A4BH S/ 37 b D 200mg
ERY Ry

ARAN300mg HA P 5 MY 3 2 AR

CYP2D6 L 5E#) X 13 CYP3A4RLEH] D v §° % B 200mg
WY BYH

CYP2D6RH &5 & IS CYP3A4RL EHI D W3 B 160mg

8. EELEFNEE
(BhaEFIE)

8.1 AANIFFHEMRAITH 0 . MAERO TR L CTHRO TP %

HIE$2RATHDZ EMD,
RO M ZLEL TS XD BARARERBHEI
Lo F7-.

8.1.1
B, TORFBG OLEPEIC
kA
Lo [8.2, 11..

8.1.2 \EITT7
F. ETERO7VE ST — vV BH 2 %5 L.
th. AAlehG 5628,

8.1.3 MEic7
HoThH.

DWTHGITHE L.

13.1, 13.2&H]

2N OB B OB
FHWwZRWwZ
AP G H 2o TIU FORMICHET L L,

— G55 LB 2 WINPT 5 T v

HWE o7

AIVE R SEBIE DAL, WEBGFOWTHIMET S 2

VET IV =V X BHRBEORBES 2 WHAIC
BEMEMAL

VET IV = VICXBHRORBEDD %Y
ﬁ&\ﬁD7Ut77/—W%ﬁuﬂ®ﬁFWﬁ

ZHHLCwREE TR, LT, ROTIET IV =
WA BR IERDPRE L RICAH 2555 Lo
8.2 AAIFFMIERATH LI L2 b, KHHILED BHDNE

REEEICBEL, BEHFORBU 5T
[8.1.1, 16.1.1, 16.1.2&M]
8.3 IR
W% DT, ARG HOBHEIC
B OB SELVIHIERT L L,

EETHIE,

VEEDD STy - R EBRE SO TR S &
(EQEE7L APBUA i N i U B

8.4 BRGNS T ¥ F—Y A, BRSSO TICES S
LA HLERLZEMERPRBT 2BEN0DH LD T, AHlxS
i, e, 28k, 2R, BUR. Z 8. BRSO R o

i - JERITER T 2L &I

v BERIR L E OREAED LI

FORRMNT 245 2 BEHITOWTIE. MREE o€ 2% o Bige

=SS

[ i T Bt

o [1.1, 1.2, 8.6, 9.1.3, 11.1.

6]



8.5 MEILEEA D b b I E5H 50T, AFPEG L, B &,
R, BIF. IRk, R, Rk o BRI 5
AL diz, MEEONMESEDOBLEZ2+5124TH) 2 Lo [8.6.
11.1.7&H]

8.6 AADHEGITEHEL., O LD 4N U 5ORIMEH DI
BREDNHHI L. MERFZOEBHMTHIIL., i
BOEIR (178, 28k, 2R, BIR. 28, BHRS) . ik
RO BRI &I, IR, BIR, FEakREs) 1cEE
L. SOXI) BIERYED SbIEICE. BEHICEMDZER
FZTHES. FETHZE, [1.1. 1.2, 8.4, 8.5, 9.1.3.
11.1.6. 11.1.7&M1]

8.7 BEIIC X B HEYED B B A%, ARF G5 I (IR A
235 O B S OFE SRR R R 2 B IS 2 b 53,
RIS E v v 7V %280 R9IRIE) . RO, Rk
WE., BRESOHHHMEEND Sbhi WGl 5o i
BHHEEDIERICOWT, & 5h LORE R ORBES 5
WCHAZIT VL SERYD SbN7gAI1E. BEICHZT 5 X
IRET B L, T, BFEOREROWREDZAL 213 55 <
B L. ERD D S bNETIZLEIIE UCTRE kS
LTS, BURREZIT) L,

8.8 ARHNDOPEHZ X Y IRKTEOZER . W) 2 KT EHDH B
DT, RABGPRIAREOHER ZEREIRIBIZL., KAREOLH
AR O N7 YA TR RS (& PRE O B O A5 155 % FE Jti
L. HEICS CCTERREEZTTH 2 &,

8.9 MOPUISMREZIICHG LTWw AL LM Ta s 7 F Vil
JEAH WS ARK 2 ET 5 L, BT T S 7 F VIREIMK
TULHEMSHET A2 25D T. AF#%, i, FEA
Wik 72 EDOFBU T TEET AT &,

8.10 HE FREANRBT 2BZ2NAH 5 DT, FRICHMENN%&0
VA7 DB BEHIAK ZLGT 254100, EEICRKEZ 8
BqyHIl,

(& KERE)

8.11 B, WL, FAMSORMIERNENT LI LERH LD
T, BBZ T4V, B R SR AYE I3 o B ) 3
YN BR B EHEY BB R 2k,

9. HENERZEI2EBEICHT 5 FE

9.1 AHHE - BMEESENH 2 8E

9.1.1 - MEKRE, BROIERIEZhSDREVDH BEE
—WEOMERETED SbhEBENED 5,

9.1.2 TAPAZDEEMKREIIIZ S DEREEDSH 2 BE
SRR T S €520 %,

9.1.3 BRBEXIIZOREEEETIRE. 5L IBERBEOR
EE. S, EHEORERKOGCRETFEE T 28E
MAEEAS A5 5 2 Eh3db %o [1.1. 1.2, 8.4, 8.6, 11.1.65MH]

9.1.4 BREROREERVER SR EET 8%
JERZEBALE DL BEZNED S,

9.1.5 REPIREE. REIBARR. BB, BAKREZEORE
Tl ZE AR E . R ML A E 45 oD ML A ZEARE A3 S LT W B,
[11.1.103:M]

9.3 FFieEERE
W2 BL 5 BTN H 5. [11.1.118H1]

9.5 1T1@

WEIR IR LT W B TR D & 5 k123, A L oA 2tk
MakthE L2 LS ABECOAEET L L, Tk
BTSRRI G S TV B YA R R LR
e, PR SRR, SRS B S o BB IR R
HARNIEIEIRD D SNz OMERD 5. B, HKOTIE
75 ) — VA ORI B W THREDOHE D 5,

9.6 3L
B EOF RN RO REOFZEZZE L. 2O
Bk BRETAZE, ROTVET IV —VBANIBVT L
b CHITHANOBITHED STV DY,

9.7 /IR
NIRRT R E L2 BRABIIE L Twiv,

9.8 SHE
BEOREZBE LA OMEICHGTHI L, —MICEHE
BEAME T LT3, [16.6.35H]

(2

10. #HEEA

A#NE. EE U THCHEEECYP3A4 R U'CYP2D6 T s

%, [16.4Z]

101 GHARSHALENC &)

AT

FEARAEAR - 51 5

P - fakriE

7RLFY >~
(7F7149Fy—
DOFCAWERE LI
AR BT 51
JFEME D L < AA5ERR
el 3 256

7TRLFY OVEH %
R, MERTZRES
TEBENDGD 5.

7RVFYYETFL
F U AeBa, pRE
hoMBHITH . A
#l O a5 AR Wi 77
&) gz AR
HAPENE 2D E

[2.32M]

LA LAwCEE X
NTwa, ARHNE WM
BRWID, KAEIDAN
PHHEKTLETI BN
EragbLihnze,

Br<) FE eSS b,
K23V

[2.32M]

Va8l 7 WY 3N AT ARA DN A ST
Za¥y v L. Modirsmmde| 2 % TR 2% %,

2l HHDT, Wit §
AR EHEICHEE T2 L,

10.2 AR (BHRICEERT S22 &)

S 4655 FRRIEIR - 358 51 B - fabRiA T
TRUFY vEAE|MERTZ2ESTBZN|TFLFY YT L
FLk LA Do F U MW e, pE

YFEAL YT K BHRORBHAITH Y .
vy v ARH D a5 754K Wi 1R
I XY B2 W
VERDERN & 2 D, I
JERE TR AR S
LBENED 5,
FRR A RE S ) KRR VE I 25 5 | & B AR FIE
SNNVEY —VEEH | OT, BT 2% EEREHEAET 5,
TR, RIAISE [T5 2k,
R 1 A1 A HACBEIEME I 2 B3| & D CRIEEM 2 A3

E

) A EaT
% 35H]

Play Az ER S5
ZEDHLHDOT, Witd b
HEHEICRS AT L,

EhiTHa ) A
A3 %o

DR IATEE
[16.7.521]

WA /E' oS3 BT % 9855 [ ARANE K283 2k

LR RS THEBENNDHDOT, BHTEMEZALT 5,
G EENGT LR EHE
MG L,

T A= A AR 3 VT | & b WA sk

(fkIH) FWREEHLI LD L | NEHT 5,

CYP2D6FLEME I 2 [ AR K O VEH AW 5 3| A#H 0 FEHEEE T

A3 % H ZNDH DT, KHl%E|DHHCYP2D6% MlES
FoVr, NOF(BETILEERT LI L| D 20RO iR
tF U VAT LBZENDD

[7.2, 16.7.1. 5o

16.7.2% ]

CYP3A4RLENEN 2 |[AK OV AW RS 5 B | AHl 0 LB HEEE T

A5 % HEH ENRHHDT, AKHl%|HDHCYPIA4Z FIES
AT 3F Y =[BT 2HLEEET DL | 57D ARA D i E
V., 77 Aux BEATHEBENND
24 %0

(7.2, 16.7.38H&]

JHEAC B SRR AR A o (R A3R55 3 % B | AH o FEACHEEE T

CYP3A4) i EA/E |[ZNhdd 5. » % CYP3A4DFHIC

AT B HEH X0 ARH) O L EE A
ANNIEY /| KFIT2BEhN D5,

1. BEA

RO DD LMD EHDHHDT, BlE oIV,
AR DN 2 kg 5 % L) A ALE & AT
)T, [8.1.1ZM]

1.1 EXLEER

1.1.1 BHEEE CHERH)

IEBYRER, SREEO MmN, WET W, R, MEOLEB), T
FERIL. TRV EODERBANALNDYEE, #5272
Ok Ly AREEL KRR SEOS BB E & b ITHET 2 0E %
179 T ko AEFRIERITIE. FIMERD RN R M CK D F.53-53
HONLIENEL, T 347 VIREMND BRI
BHONBEI LD, BB, WD L. EHkEE, Tl



R, PEER L, BiAREIR, SMERRENLEBITL, BTT 5
ZEAhH b,

1.1.2 BRES ZAX 2T 7(0.3%)
BB L 0. DSBS ORMER D Sbh b 2 Lid
DT, ZTDEI)RIERDD S b ERE TPk %2%
T 5L, BB, HGHIEEDERIFHT 52D %,

11.1.3 FREEME A Ly X EEAD)
B R (A RA R, O - MR, % LWL, 3o
BVIIE L OCBHNEDD S o WEORER) % 272 L, itk
A VI RIBITTHIEDNHLDOT, BERBND S b
HiiE, 5Pk az L,

1.1.4 7F7147F%F>—CGHEARN)

11.1.5 HERUSHBEFE CHEAD])
CKER., P RORPIF o ryo EREIETLI L,

11.1.6 FERFMET 72 K—2 X, FERRMSSEE CEIEAD)
REP G AZOE. 28R 2R BUR. 28/, BESEoREIR
OFBUEET S L L BT, MEEONE 21T B &5 Bl
BRIV, BEIEDONLLAITE. 4 v 2 YR oS
HREOWMY R NEZITH) 2 L. FBTICESL R EOFHNRFERE
BRELIEDNDH D, [1.1. 1.2, 8.4, 8.6, 9.1.38K]

11.1.7 {KI0¥E(0.3%)
Bk, R, WIT. IRk, MEHR. AR AR o A R e IR
D SN PAE, TG el L, Wl A REET) 2 &,
[8.5. 8.6&K]

11.1.8 &2 CHEAH)

11.1.9 |FERIRAE. AIMERR A G IEAR)

11.1.10 FHERMAE. FERERIRMAREE CHEA W)
Wi SEAE . FRAR AR 55 0 AR ZERIE DS ST W B DT,
B % T T YR . RO, BE%SI R
SNHETE. B2k T AR M A NEZIT) 2 L,
[9.1.521K]

11.1.11 FF#EERES (0.8%)
AST. ALT. p-GTP. Al-P® F5%5:%tE 5 NFHEREREE DD &
bbb VDb, [9.38]

11.2 ZOOEIER

5%LhE | 1~5%A | 1% A BUEAW]

sl

Rl 0%
v, R,
i, A%
3o %
AL

13N
LA PUEN
B SIS

KRR, B, OB
R, Ve oo, F
E O BURIBOS, R,
ke E L BEE R D R A
SEEL. B\ LE. R,
AE FIFEIR |, FREE SR, RRAIE.
ST 2 N9 S 1 SN SN
iE R ) B BUE. SRS, i
W AR FE, S=y 7 ROB, O
B, )58, | UM KRR, i
WO (A2, | G IR, IR PR RROTIEE
OB B GRGHVEMEE. #EE), 8
). K| WEL. KR BRRERE
A AR AV 8 SN E S TR RN
F—iaB, AR, M. K
SEIRGE. WE\ DR, REATH. T
ME. S, | AN RRAE T

5 s e
8% e A

Bl

SRt
B IR

TAYIT |V AF A V| IRER I 7E | B B, SO U, e
T YA ME IREREE|TRE, 2520 bhbiE
=7 (B . 8=F| b, B Hodoh,
R )|V VRER| IR T R

AR FEEY, (B A AT R
R, W, SRS
HE PR

FME, O RIE . FIR, AR,
R CH RS R, R PEAC
GUAMIGH, [MFE. B OHE. FRIR

QT % .
B — WD

7y r %)

(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

BRI KINED IR A2

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 ZHIFAMUFOEE

1411 AROFHICH 725 Tid, EREHE)ZRIITH L,

14.1.2 @A 0 S (0 RBEFHAK) THBET 5 Z Lo 300mg
N4 T VIEIBE TR .5mL, 400mg/N 4 7 VI RE 1. 9mL
THEHT L2 L,

14.1.3 JHRGRHE L, BB EPHZEIC% 5 L 5230 L < 5
EHL. BEsEHZ L,

14.1.4 ARBE B IHEETHI L, RLEHETHLICHRS T
GBOUBAIE. S TIVRICBWTER TR L. 4RI
Bhdpz b, 22720, ZOEIIHGHNIC60R T L < ke
IL. FREHSELZ L,

14.2 ZERIRSBEOEE

14.2.1 DT ORI - 22108 2 W5 2 &0 Y0 2 M4 b
ERRONEWBENYH 5,

B SRE |122G (), St R E1%4 ¥ F (38mm)
REIOkg KDY &
. 23G (). $DEZ14 »F (25mm)
AT AREIOkgPL DA -
22G(HB). $toEZ1%A ¥ F (38mm)

14.2.2 A#HNZ. BHHANEZAHACOARELGTEHZ L,
BRI G- L v S &

14.2.3 RAWNESHIH 72> TE. FiloMIERET L &,

() JEGHRAZ. EEBOIMI LR E =oAL L, oA
NIZIZS Lhnwz L,

2) RS R A AR L Ly WA~ O ARG D
Hnlk,

(B) 34 7V NDREE 1 OFEANE G- =S U T FRISHE WS

HErHRLELICEERGT52L, 720 N TARLO

FRUIIM O E L, FRBIIEETL L, [7.281H]
Peham 160mg 200mg 300mg
AR g TS 0.8mL 1.0mL 1.5mL

(4) EGFEROCNC T . WG Z AL LD D,

400mg
2.0mL

)

B) S Z D RV X ) BRI A2 &,

15. ZOMOEE

15.1 EERR{ERICED 155K

15.1.1 AFNC X 2 EHPENAH O RBRIEHE ST b,

*15.1.2 AAECHEHE S Nz BERAE R E 2 0t 5 L L2170 R
RERZBWT, ROT YT IV — VK & & eIk @ BIPURs
WGBTS B RBGRE E B LT, FEERML.6~1. 71
E ol E DWEYD o WHIIKEL TH o 7225, DILER (D
AaE ZRIRAEAT) L IEGE i 8 56) IS X BB A% h o 72,
BB, ROT7TVETT VY — VHKH O35 ER (5F938%1. 4
82.4)% ; 56~99i%) TiZ. FE K UMM 4% B s (A v, — ik
B ML IS ORI TSR E KL TRE» o720 T2,
HHET DRI BTy EIIPURS A 38 D i RIS oo
LRI EED LAICHEG T2 L0HEVDH 5,

15.2 FEERFRRFER(ICE D &

15.2.1 ol (Y A, I ) OROHRGI X 55 A MR
BRIZBWT, FLIEIES (M~ 7 ZA3mg/kg/ HUA L, HES » b
10mg/kg/ H) B OV F TR (M~ 7 Z3mg/kg/ H DL L) O %
D FRABHRE SN TWS, TS DJEEIZTF - kil TIX
me7raeszFrobfdEME LBt LTI {ashTwy
%o v POPAREMERBICB VT, 60mg/kg/H FRO7 VK
75—V A O Iz 55 AR HE IS B O 10065 WA 1) M o3 58
TRIE R D5 B E O ER M SR Tw b,

15.2.2 YL O AR OB 53R BRI B VTR 9 N JEIR.
RS, JIRAT) 5438 1 ~ 5238 iR BR 0 25mg/kg/ H L _E O FI T,
JTP IV R R 0 I A i e LA AT L 20339308 [ 5k B D 50m g/
kg/ HU EOHBTHESATWS, LEEZTIETS V-
HAR DB DONE DA VIR P CIHMEZ B 2B E &Y
LB L72bDEEZ oM, B, IhoEpor Fugkh
BT SEEANHH15mg/ H¥%5. Z0%6H M30mg/ H XHE
BRI G0) X VIR S B I ED5.6 % FTH Y. F
7zv & MRS B 2 ERIED5 4% DT TH - 72,

16. EMENE
16.1 MePiRE
16.1.1 BEIZE (BEHHANES)
M I A 1N AHI300mg (551) J U400mg (661) % 1 R #5 A IN IS
W P25 U 7R o MR R O B S5 2 — & % K16-1 L V5
16-112R 37, [8.28]
150

3 125 ~0-300mg (5f1)
aEn —-400mg (5~6f1)
g
P 100
=
=
T 75
~
N
™ 50
oy
N
p
T 25
&®
R 0
0 2 4 6 8 10 12 14 16 18 20
F IR ()

B16-1 #ia i BT B0 2 B W N RS- R o g h 7 ) €
7TV =V OBLEEHERS (F i)

F16-1 R WA B G- O W BE ST A — 5

tmax Crnax tie z AUCe
ferte (hr) (ng/mL) (hr) (mg - hr/L)
300mg 1)

. 648 136 302 201
AREAL (96.3-816) (95.2-791) (187-660) (170-250)
FACH Y 984 258 368 39.1

(OPC-14857%) (168.4-1273) (19.1-118) (222-702) (32.9-57.2)
400mg (641)

e 841 126 781 141
ARZIHE (9016800 | (388-168) | (388-984) | (107-267)
FACH 841 26.1 605" 45.0°

(OPC-14857%) (120-1680) (12.8-35.1) (432-760) (24.4-59.6)

A (/-1 K) « a < IEPEAGE#. b - 56
16.1.2 RiE#S
(1) BRHANRS
A IS L 28\ A K 300mg (1241) B T¥400mg (1651) % B ER A% A N
ARG Lo MiEh 7 ) €75 U — ViR EE X, A4 H %550
(P 51238 (84 1) ) % TITIZIZEHREITE L 720 AHI300mg K ¥



400mgH 5B OMAERT V¥ 75V = b T 7IREO Ry, wEE
U, 7Y ET TV = VEEAlbme/ HE 5RO EHIRBICB 57 Y
Y75V = T 7REOHIHE (42.980ng/mL) 25T V¥ T TV — b
$ER24mg/ HR GO EHREICHB T L7 U €T 5V — b Coax D LA
(310.160ng/mL) ¥ TOHPHN = iR L 72 (K16-2. #£16-2), [8.25 K]

400

350 -0-300mg (11~12f)

300 | ~*-400mg (12~16)

250
200 r
150
100 |

50

AP TVE TS — L (ng/mL)

0

0 2 4 6 8 10 12 14 16 18 20 22 24
szt | t 1
&n7TYeTy— Al PG4 mER (0R)
[M16-2 oG I e BT BV 2 B AN ARG o iR 7 ) €
75—V DRBEHERE (b i)
AR LA B X T ) ¥ T T Y — VR & G

16-2 BEMAPSE H S5 %ORWBRE T A — 5

e tmax Cinax tre z AUCssa
o (hr) (ng/mL) (hr) (mg * hr/L)
300mg (1141)

- 120 244 =P 126
AL (71.3-672) (105-409) (505-808) (63.1-245)
TAHY 263 728 1030¢ 40.6

(OPC-14857%) (47.3-672) (53.7-107) (544-1720) (26.8-58.3)
400mg (134)

S 95.7 217 1030¢ 104
RELE (48.0-669) (124-424) (759-3020) (71.7-251)
FACGHD 120 68.0 - 359

(OPC-14857%) (8.00-673) (40.5-129) (884-2440) (204-76.2)

A (R N-HK) L o TEPEICE. b 260, ¢t afl, d 8Bl e 2B, —
Ay
Q) =AamRKRE

A ISRIE B 13 AHI400mg 2 = A 15 P A L 721 oo g v
TVET TV =V, A4 H 500 (0 PG 1208 (84 H) ) F
TIIEIFERARIEITE L 722e AH400medk 50 MEh 7V €75V —
VT 7 REORIEE, ISR, 7Y T TV — v EiHl6mg/
HEE 5B EHIRBICB T MR T VTS V= b5 7HRED R
1t (42.980ng/mL) 25 7 U ¥ 75 V' — VEe#24mg/ H 3% 5 o> 5 3 1R g
BT LT UET SV = Couan® I (310.160ng/mL) F T O HifH N
2B L7 (X16-3. #16-3)",

400

R

- 350 1 _e-400mg (13%1)
£ 500t
E
b L
2 a0
=
7200 t
N
‘\‘\ 150
B
o100 -
T
850
=
0
0 2 4 6 8§ 10 12 14 16 18 20 2 24
s | t

Fiﬁ!&a%f‘sﬂ ()
[X16-3 #a Kk Mg BT 2 ZAMNEER G EomfEh 7 ) €7
5 — v OPEEHER (R L)

#16-3 =AFNSI HE G- ORWBE T 2 —5

A tmax Crnax tue 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)

TR (/10K a s BEPEAGE . b o 12600 ¢ - 1080

23341 0 H AN B OHME N O A5 I RE B D it 2 b 4t & U CREERT
T2 FER L. MRSz T NV EH VT, 400mgz AN T =
PRGN B S L 22 0 @R IRBIC B 2 MR 7V ¥ 75 Y — Vil
JEOHREHE L7z 135N HEWBE ST 2 — % (AUC, Cumax) 1220V
T\ BATEE O L OB X #130.8~1. 2508 TH - 7%, [8.25 ]

(5)

16.3 9%

16.3.1 A HEHE
M O IRE S BT B ARFIA00me 2 ER A Y 30 = A NS U
Pelj. L 22 0 5345 2848 (V./F/BW) O v 9efii 131141/ kg & 044 .8L/kg T
B otz SHEDMBERAIZHT 57 ) ¥ T TV — b 2mgitlk N$k 5% o
SR (Vso/ BW) O XMl 134.94L/ kg TdH - 720

16.3.2 MEZQEAE
RECAROMTGEEARKEERIF%LL LT, FELTTATIVERAL.
HARAICBWTIN T 7)) v EORGEHIIEL v, T2, BR#WT
% %OPC-14857 DG F IR AR H99% Y 1T % (in vitro, FHHENTTE) o

16.4 X3
TYVET YV —MidT & LTCYP3A4E CYP2D6IZ & o THIAKZAL & &
Bit®ZF, FCYP3AUC X > TN-LT7 VF ML % 2T %, BikFER
(OPC-14857) ASHAEHIZ BV 2 FA#W TH 5. OPC-148571% 7V ¥
TV =V (RZALK) & AR OIRHEER L OREHREIC L > TRETs s,
BRI A AI400me & O°300mg 5 B G- 71 EFS 5V — )iz
%13 % OPC-14857 D AUCasa D E &5 D gL fifi 13 T 2 934} U833% T
Hote T2 EMAFHMNICAHAA00me SHHFEGHDT I ET TV =i
FF3 % OPC-14857D AUCosa DA D ILAiIZH34% TH - 720 [10. 5]

16.5 HEittt
FEHE R N ICMCEEER T ) ¥ 79 Y — L 20mg & iR G- L 7=, B2 5 st
HE D27 % J 1860 % 752 N Z IR P R OFEME IR S 7o REABIR
FFBIZRI8% PRI S v, RHCERINE e hr o 22 BHRATF— %),

16.6 HENEREHT 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
BIFHRBCTIE. BRI X 2B BN ORI R o
OBHEAT—=%),

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

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

16.6.4 1471 - B2E
ATV ET 5V =V 15mg#x BRI Lo T )75
V=V OEYBHEIEEZA LN oY T MAKWERET
DFHEFBH O, BAIZT Y TSV — L OEYBRICEELY b 2
HHFTIRLEDo722 BHEAT— %),

16.7 EWHEEER
IVEY T 74 SO E D TFIRT,

16.7.1 = >
REHEE A BT, CYP2D6DOBLERAZ AT 2 F =Y ~166mgk 7 )
E7 5= 10mgOPHICE D, 7Y E T TV =)L DAUCIZI07 %55 h
LY HEATF—%), [7.2, 10.22]

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 = DCrac L FAUC
FZZNn2EN39% K O140% M L 722", [7.2, 10.2280]

16.7.3 41 b5+ =L
fEFERANIZB VT, CYPBAMAO M EEHEZHET 24 g aF V=
100mgs 7V T IV —=V3mgOPHIZL Y, TYET TV =D Crax
FOFAUCIEZ N2 N19% K U548% HM 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 DCuac KT
AUCIEZNZN37% B 0%63% M L 7= JHEAF— %) .

16.7.5 AILNNTEE >
A I IE LA A G R BB B B W T, CYP3AAD B EAEH %
HTHHNVNATEE »400mgk 7V ¥ 7 5V — L 30mgd Pl 512 &
V. TYVET TV = DConx L TAUCIEZ N ZH68% I UT3%ACTF L
W HIEANTF—%), [10.228]

17. BERERRXHE

17.1 Bt RURLSMICET 255K

(&K RIE)

17.1.1 I AEREER R
TV TG =V EETIEIRD R & L 7 M Jeiiie B (455510, [N e
WM EEL) B BICEG LT ) T IV — VEITHHT % 23t iR
HHE BRI BT ARAI400mg (RN U T300mg) % 438 R 12 1,
5238 B IR AT BE S U 7zo R IR D I AL/ IR B VTR
FIBEDSEHITEIHT T 5 IEHVEAMGE S 7z (K17-1) o T 720 KiEERD
BAL/TiS E TORMIZKIT-I0LBY THo 729,



KI7-1 h 77 - A4 ¥ =ik X 52608% DO RAERDIEEAL /T
H(CEEBM)

2630F%
wom oan RERGEMREG):  sp SARE SR
AFHIHE 228 95.0 15 0.3 -394.5
S B 227 94.7 1.6
At ATT Y A Xk X H263H (183H) ORAMER D FEEAL FE 7%

— AFIE ——  EHIE

1045

FBIL/EBERE

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

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

H17-1 KR BAL/ T E CTORBO A 75 v - <4 X —li# (=
EB)

BV S BUBE (X, ARANBET22861H 13061 (57.0%) . SEAIBECT2276H
11261(49.3%) TH - 720 EBIVEMIZ. ARABE TS 6246)
(27.2%) TEGFERALALBES3H] (14.5%) T8 5 5047 A8 5 2591 (11.0%)
7 h YV T1I561(6.6%) HREMMISH(6.6%) K OVTE G AL IE 15
B1(6.6%). SeAITE CIHAHRAZEN39B (17.2%) 11458 50 0 KL BE 22451
9.7%). 7H I TI3H(5.7%) B ORERIM1261 (5.3%) TH - 720

(B I BEEICHFIRPIEY — NOBH - BHRIDH)

17.1.2 H N HEEEHFRER
TIVET IV = VEETRMERDEE L7 dH L ¥y — R
5 DR T YR58 R (265010, EINHEBI 196 %2 5 ) %2 b4 dE L
275 RFBOHEBRRBICE VT, A#A400mg (B AT LT
300mg) Z M1, 52 B ANICEE Lz ATy —F
B E TORMIZ, RIT2HRCKN7T-21TRTEBYTH Y, KAHIET
FERBFLERKRLTHBEIZRSTEY - FERRTTCONMMEZEREL 2
(p<0.0001. log-rank#iz)',

RKIT-2 TS5V - A X —FILIDRHSTEY — FOFRE T TORRH
DIFHTHRER (ZEH W)
WE O HFEE I TORMH

NH—F 95%

BOW ) owosiz) e gy P
AFH 132 26.5 NE 0.451 0.299, 0.678 <0.0001
75 kR 133 51.1 308

NE=SEHA T

a: NF— FHIE, 5RE2EN L3 5 CoxtbpINg— FEF VS L.
b : pfiiid. log-rank#h S5 M L7z,

0 — A - TSuAE
0.8
Ty
et e,
-
w 08 *"t--_,_,
® RRR
™ 0.4 H
i
i
+
0.2
0.0
0 28 56 84 112 140 168 106 224 252 280 308 336 364
B (B)
at risk#
A#IE 132 125 111 101 93 85 84 80 76 72 70 69 67 62
JSwAKE 133 121 104 O1 84 75 67 59 55 53 50 48 43 37

M17-2 G5 T Y — FOHRETOMBOA TS v - =4 ¥ —liF(—
HHEB)
FIVE S BUBTE 12, ARHIBE L3261 8261 (62.1%) . 7 5 & REET133
BIH67H1 (50.4%) T - 720 EREIMEAIE. ARHBE T2 A FEBIN30%)
(22.7%) 7 A ¥ YT 27H1(20.5%) . AER6BI(4.5%) . EIRSH (3.8%)
BIE, FHAFEORE, EH. IO BT K451 (3.0%) |
77 R CTHRERNM21H (15.8%) 77 ¥ Y 71761(12.8%) . AIRHE6
B1(4.5%) . #HAEE D% E5H0(3.8%) W KEIRA K OB 4
#1(3.0%) TH - 720

17.1.3 REABEHRER
£ AR BR L [ GRBR % 58 T L 72 [ (REHE) R OST ) ¥ 75 V' — L §ET
SO REIR DG 58 U 72 W 72 70 BURR T MU 552 ] (B B (46480, Y
SEBIT50 2 ) 2 RGN L 22 e BN SRR IC B VT, AH

(6)

400mg (BAPEIIS U T300mg) 4B 1R, ik K52:08 [R5 W NI
$eh-L7zo 62.7%(291/464%10) DA A3 K52 D2 58T Lz
AAB AT & B HEFRHARIIC BV TR =R T 4 VIR S IHR B £ C©
SN IR DR EIRTE % MEFE LT 72 B8 0 #451388.9% (409/460%1) T
o7z (FRIT-3)'7

#17-3 ZUMEIROL € J e 2 i 72 U 7= % o FI4 (RAMERRA#)

Hisie (379%1) ke (85651) #il(46441)
bSE (0 KR (0 e 9
5303 B BB (%) Bl BI% (%) Bk % (%)
N—=2F4 ¥ 379  379(100.0) 84 84(100.0) 463 463(100.0)
IR BN 376 327(87.0) 84 82(97.6) 460 409(889)

F G B = 0 M 0102 A 5 7 B A

BB ="% IR IE % MRS LT 2 B B

ARAN PG K B MEFE B A O BRI S BUBEE 1%, 464490 /26319 (56.7%)
Thole EREMEMIZ. 7H ¥V 76861(14.7%) AT INS5H]
(11.9%)\ FEGFERALHEHR3261 (6.9%) « ASHRAESLH (6.7%) K USHRER 2551
(5.4%) TH > 720

18. ZERhEIE
18.1 1EREF
TVET TV —id, F83 YD BEEG T T=A MEH, Fi3 v
DsZ BRI T T= A MEA., ®u b= V5-HTnZHmkEss 7 =2
MER RO b= V5-HTaZ B KT ¥ & T= X MEH 2 P o %
HTh b, MiERETIIAWTH HH. S OEIEMAEHRICB T
HEMECESELTVWADDEEZEZLRT VA,
18.2 2 AN
ZRBREARBR T, MIRZE e PRSI YDey B PRSI VD BB
o b= V5-HTu kO b w b= U5-HTaZ A RIx L TRV B
xR L, B NF2SI VD B kO F=U5-HTe, B kT b=
5-HT7 7 v PRREEa-7 FLF U Y Re b 2 ¥ I YHIZARIC
HREOBMPEZ R LR, o YEKAZ A ) M. T v MDA
AZHY VMBS NVE Y MG A R A Y ¥ MeZ BRI 0S 2 BAE
K72 72 (in vitro) o
18.3 K/NI U DZEAEAS7 I = X MEA
FN3 VD BRI LTS 7T T=X b & LTHEM L7282 (n
vitro)o X7 AR T v MIZBWT, 283 IAEBIPEARZEADTHE L
LIRETIEFRI VDeZ BB LT Y2 T=A PE LTIEML, F
28X AAEBIPEAIR S E AT L2 IRE Tl R 83 U DeZ BRI LCT
T=Z & LTER L2202,
18.4 KN/NI U DsZBEAEA7 I =X MEA
PRSI UDsZ BRI LCHEBS 7 T=2 b & LTI L7222 (in vitro) o
18.5 €O P = 5-HTwREHHS 7 I =X MER
o b= U5-HTWZ AR LTS T IT=2 e LTI L 72 (n
vitro)o Y AWHNO LT b= VRS- Faf 4 v =V R G
ARV SR, Iy MEREBoOra b v o2 —a YREKERHIL 72
18.6 O = 5-HTaZ B 7> 2= X MER
Ty MIBVWTEE b= V5-HTaZ R 7 T=A MCX YV #HEh 2
TEELZIH LD, 72, ko =22k %7 v FPHAIKACa
WEEE OB 2 Pl L 72 (in vitro) o
18.7 HEKRBEHERICEBET 2BYET N TOXBEER
FPEIER DRI E Z 2 5N T W5 T v b AN OS 2 P L. A2
ROFBETHLEEZONTWSE Ty Fa vy 7Y 7 Mz L7z
18.8 H B L7 —%E&{ER
Y AROT v MBI BT REL L RFRREATBEIHIC T 2
HNE VT —EEIEHOEDEO Iz, Zzarvra< Yy oo
XY F=V XY KED o722,
18.9 Mep 7OV F U iRELAET 2 TEARERN /NI O DZFEME K
¥ 31EA
5y DT RARNTHE K28 VDR RIS LTS T T= & F & LTER
L7222 (in vitro).

19. B2 ICREY 2E{EERIFR

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

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

BFR : CsHxClN30:2 - H20

SFE : 466.40

MR BB TH 2, T Fu 75y, BiE(100), XY IYLT
NI—NVIZHETFRT L, VAFVANEF Y FIZRRBITRTL, =¥
J = (99.5) ITHITICK L A 7 = VIO THEITIZL L Kiize
AETET RV,

EEBER -

/ \ H
N NCH:CH.CH.CH-0 N _o
- T
Cl Cl * H:0



22. a%E

E|

(TEY 7 7 1 #FiMkBEEH300mg)
1354 7V BEEHE HIRESHA2MLE OPSEAA TV T 57 % — (1%
SRR IR 1 11B1X10017000015) 14 2 3744

(TEY 7 7 1 #FHi5MkBEEH400mg)
1354 7V BEEHE HIRESHA2MLE OPSEAA TV T 57 % — (1%
SRR RS 1 11B1X10017000015) 14 2 3244

23.
1

EEXH

) Schlotterbeck, P. et al. : Int ] Neuropsychopharmacol. 2007 :

10(3) - 433.

2) FEPIERE © BTG A P R (20154:3 26 H K2, CTD2.7.6.1)
3) LR ¢ RS AP 5 R (20154:3 26 H K2, CTD2.7.6.1)
4) FEPVERE o B = A PGk

5) FLPYERE TG o BESE S A B T AT 2

6) FLPVER : BRI B 5 Y ENE (200641 H 23 H KR,

7

=

CTD2.7.6.3)
PR PR B IC B 0T 2 BB RE (200641 H 23 H KA.
CTD2.7.6.3)

8) ALPNYLEL « 4R, TERIIC X %553 (20064:1 123 H 7K, CTD2.7.6.3)
9) HLPNYEL © BRI B K OV ) 2 AT (20064111 23 H 7RG

CTD2.7.6.3)

10) #LNEEL : F =Y v & OMEAE (200641 A 23H &, 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) #LPVEEL : 7 b aF v —v & oM EAEH (200641 A 23 H A&GE.

14

fud

CTD2.7.6.3)
TR © AN 2 & O EAEH (200641 H 23 H 2K G2
CTD2.7.6.3)

15) FLPVRER © RS ORE A JAE 7 4 G & U 72 IR KR (201543 1 26

16

17

= =

H&#. CTD2.7.6.2)

LR A OB T RIREE RS & bR & Lo ERR LR —E
Kok (2020429 7 25 H K72, CTD2.7.6.1)

LR TG o BURR T RIRE RS & bR & L 2z BRI R R
H3RER (2020429 7 25 H K72, CTD2.7.6.1)

18) Burris, K. D. et al. : J Pharmacol Exp Ther. 2002 ; 302(1) :

381-389.

19) Jordan, S. et al. : Eur J Pharmacol. 2002 : 441(3) : 137-140.
20) Inoue, T. et al. :] Pharmacol Exp Ther. 1996 ; 277(1) : 137-143.
21) Kikuchi, T. et al. : ] Pharmacol Exp Ther. 1995 : 274(1) : 329-336.
22) Tadori, Y. et al. : Eur J Pharmacol. 2008 : 597(1-3) : 27-33.
23) Hirose, T. et al. : J Psychopharmacol. 2004 : 18(3) : 375-383.
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26.1 BHEERTETT
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URIETSE)

WERT DD (1 N1 7ILEHRY)
4 _
<EBEESRCIREEVERC B> A
| ==
‘ N EEISE (22G. 121 Y FRUS23G. 1A VF) 2K
<IEUT 71 St kEanEm <NAFVFIFI—> GESIEIKA. BEBRIZSH)
300 mg/400 mg> ol —z52EAY 1 P (T
= Tux-sEA 8| e e
P d <EBRRKR> - BENRIA. 58 LThaiBar ‘
ﬁ BE:E5tAK 2 mL RRBCRIBSORBIRO5NS 25 mlOIL7—0Ov It YUV 2K
i 1NA7 I SEERLBLCE. \_ CESIFIKA. BBRIZSH) )
) ABIOBBICIFMIESNTVSIEFEFRAKEERTDE. N 7IVIFBEEFERETDIE,

1] N7 FBRCERESEK) hSFS
2FwIsF vy FENL, O L% HEH
ZILA—UETHET .

2] YUVTITEEERERE L. H5h Uik
SNicE*DEFEEEAKEZERS|T S,
%3 (#%. /N1 7IVARICHEE Uit Bk B
EIBT L,

+300mg/\A ZIUIE. BEESIAAK1.5 mL
400mg/\1 7 uiE. BR:EsRIK1.9 mL

3] #EN N4 7IVICBBESAKkED > W &
EAT B
EAE. NATPIVAERELCRI e, ¥
UYIDFSUIv—Ov RELTHICE
ERULETERVEIC. NATPILh5iE
it - YUV IENT,

EFET - YUV IIRBYICERET BT &

[4] 30BRINA 7L EBLL ETFICHK
W, BEBRNHEICRDLSHANT
%,

BER. BSICRSETICPOZERT
REFEIRHEIF. ERCTARBELUAL
L. #5HIIC60ENA 7 ILZH U<
LERICHRY . BRESEST L,

5| BERDASINA ZILD T L% EBR7 IV I—ILET
HET B,

6]l NAPIFIFI—DERODEEHN L. BBICANLE
F. BECAVR YUY IERRET S,
BRSBTS RBRVKSIC. YU YIEBLTILY —8H
BTOvIU. NAPITPIFI—EVY Y IERRICHE
9 %o

= 7

) IERBALEDTED. NATIVTF IS
I—RBBESEOHAZONT T &,

E) ERBIED I, FED
STV &,

®)

7] YUV IBERSTNATIT I TI—%BR
hSEHT,
E)BRBIEDED. NATIWTF I TI—0DRAICIFN
T\ &,

KEBFRICNAT I EEE, FTXAD-
NATPIWTPIFI—DIHNZEDNF. INA T
WICRET D, hFUEENTBETNAT
WODILRICNATIVTPITI—ZLoHY)
EHUIAD,

BESEICMUIRESE" " OBREREY

DIl -><JEREIT S,

W51%. NAZIWF7ITFI—hBIUUY

NG, FEREENATZILDSNAT7ILT

SFPI—ERINSTICERET D &,

+}258160 mg [FE51580.8 mL
52200 mg [FFHEE1.0 mL
®52300 mg (FF5HTE1.5 mL
{58400 mg [33T51582.0 mL

DUV IITTFRICEVEIREHH ZRET Do
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