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BRI BRI 2R ER G I NARAICB W TIER, IR,
MmE LS. Sk, BHEZEOERIBESNTND, Fhhim
195mg E THFEMICIRA L Z/NBITBW T, —@BMoEi#Es.
RS DFEIRDSFEBL U 720
13.2 LB
EHEROBHZGIIEHNTH S, MEBEMIFHTRVWEEZS
Nz, 2B, MHARHAOEENEZSNHHEEITZOZEICDH
BI5HZ &, [16.7.62H]
14. BRALOIE
14.1 ERIFARBFOEE
14.1.1 BEEZElL
(M) ZBL TWRWAEKIT, EEOEECLVEATDEEEN
EFRTHDOTRE LN &,
(2) TREEDEAICED., BE, MBOFRKN28DEIENnG,
B3 Z &,
CEIREE RO T 2 NIV ZUFII (T I NVEY —
V), Muzoy—=)boy 7 (MU ZOFRZAF R TL),
FURHREOZ 2 — L 7FIIVAIRIE (oY T7I2), Hi
ThhAEOTFO Fooaoy T (TRAZIR), FINT
oy OOV TaiEF hU L) ROHT LIVE— Mk
WEZERDTY Y S A-P>oy 7 (EROFT D)
-ﬁ%m%ﬁﬂ(ﬂ%\v—myﬁ‘ﬁ%\i%ﬁ%)&ﬁ%
=h
B) —HMOIXIINT+—F— HEOEVWDDIRE) L. BE
5LREEEC, GEMETFTZZE0HSDT, @ONAL
FHERRALENWI &,
14.2 EFRIZRSEBOEE
WIRFICOMER S ®2 Z &,
14. 3 FEHIZ(TEHDOEE
14.3.1 A#lZzEERAT 2. L ZIEORAEZ A5, 5BH
LXIEP 2 —2FIRE T, Ty 7 F150mL) < SWIZHRL
THEATAHZE, BB, FRBIFREZXREONFEHTH &,
M;Zﬁ%%ﬂilﬁﬁmmbf%éo%ﬁ%méiéﬁ%#K%ﬁ
5T &,
14.3.3 NEDOFDOEMBWFTIITHET S Z &,

15. ZDMDFE

15.1 ERAR{ERICED < B8R
(Shiesti@)

15. 1.1 ARANT K BIREPIERARHO AR/ HE I N TN D,

15. 1. 2 HMETHENE S Nz @RS AE BE 2 MR E L 1TOERR R
ZBNT, AFEEOIEERPUSHRER ST 7RG
B LT, BERNL 6~ 7TEEmN - 2 EOMENDH B, LR
WA TH o720, DMER (AR, BAREE) UIEEE
(iRE) ICXDEENEN D, BB, AF OGS (F1938%1,
SEHEEENS2. 45% 1 56~99i%) TlE. BT KM UMMMEREE (MR,
—EEMREIMFEIES) ORBERN TSR EEL TEMN D 72,
F, HETOEFRBEICH N T, ERPURE R I E RS
PR EFRRICETE RO LRICE S T2 EOWMEND S,
<59§-5Dﬁ%(ﬁ#%ﬁf+ﬁ&%%w%b6h&u%et
fE3

15.1. 3 NN TEIES N2 KD DFMERELZEORMREEG T 2HEE
G E Uiz, EEROP D DEIOEM 7 5 & Ak R O
FHERIZBWT, 24 TFOEETIE. BRSESLEHREHMOTE
BHOUZ B DARERT TSR E L TEM > 72,
BB, 55U LOBRFIIBIT2HEASECEREROREHD Y 2
7O LERIRDENT, 65K EITBNTIZZFD U 27 MED L
722, [5.2, 8.12-8.15, 9.1.6%:H]

15. 2 FEEGARALER (CE D < 1HHR

15.2.1 ot (YA, Tv b)) OBAFEMERAEBRICBWT, ZLR
g (M~ 23mg/kg/HELE, #S v F10mg/kg/H) KOFHE
KIEE (M~ ™ 23mg/kg/HLL L) OFAMHED EENHREIN
TV, ZNSOEFIT-WETIEIMF 0o 7F >0 LR E
BE L =2k L TE<MBENTNWS, Ty bOBAFEMERABRIC
BWT, 60mg/kg/H (R RHELEHZEDI00651TH%) OlED
B GECRIR R ENER OFRAMED ERSHEINTNnS,

15.2.2 IO REKR O SHBRICBOYTHO S NOILE GBIk, JH
W, ) A4 ~52 Bk D25mg/kg/ HUA LEOHE T, i
i V2 B S P O s 5 A 8 B R It L Y 3930 R B D 50mg /kg/ H
DEOHBTHEINTWS, WERET7VE TS —ILHRKDE
BORBO NIV CTEMEEBADRELRODILBELED
DEEZSNTZ, BB, INSREWOE MEHFIZBT 2 RE
(1HH15mg/H#5. ZDO1%6HK30mg/ B KK ERE D% 58 134
VA AIZ BT 2BEDS 65LLFTH D, £z, b MEHHIZH
VF BIRARIE DS A% LA R TH o 7=,



16. ZEHBHRE
16.1 MAEE
16.1.1 HEZS
TEEERRAIC Y V¥ T 5 —)V3mg (WA meE) 72 Ze e Bl
RO S U7z, M R AR IR V3 35 5 K 3R] C iR il 1 5
U, Hf&AHEER60R R Th - 72, WHIHKRO. 1% 3mL & HiE$E3mg
WEYPFIIC RS TH D T EEREI N (R16-1).9
#£16-1 7 U E 75— )L 3mglilals S QMBI S5 A—5

?;TU % tmax Cmax ti/2 AUC16shr
’ (hr) (ng/mL) (hr) (ng + hr/mL)
N 2.6£1.0 15.77+3. 313 59. 21+£13. 40 762.1+£188.2
W 3.5+1.7 15.32+2.521 62.11+14. 17 743.1£196. 6

CEEE AR 2, 2041)
16.1.2 RiE®RE
fEEER ALY U E T 5 —)L3mgZ &% 1H 1A 14H MR EHKRS L
2R, TUET IV =)L O MmEEFREIT# 514 H £ TICEFREICH]
FEL., KEHRGEOMEIERINIR6RTH o2 (£16-2).99
[7. 1]
£16-2 7 U 75V —)L3mgRIE % GRS BIE/N S A—5
Cmax ti/2 AUC2nr
(ng/mL) (hr) (ng * hr/mL)
" KAR | 3.7+1.3 | 12.00£7.96 - 159. 0495. 1
1HH FERH
(OPC-14857%)

REALAR 4.2+3.4 |44.26+29. 28 | 64. 59+15. 39 | 678. 0+413. 09

tmﬂX
fe&h (hr)

18.4+8.6”| 0.63%0.63 - 8.2+8.2

WEE | ER#I 667 | 10.88+6.42 |110. 2364, 94| 185, 7493, 49

(OPC-148572)
(= B, T+ EUER . 1561
a) EEARHY. b) 9l o HERHIEHDAUC

16. 1.3 EYIFHIRIE MR
(FUEZZY—ILNAKRmeRa =71
TUET TV —=)VNAK3mg/HE Th—") &TEY 7 7 NATK
0.1%%, Z7OXF—N—iEIcXDZFNZTN3mL (FUETFJ =)L &
L T3mg) EERRA B TICHE R HERE D55 U T P R iR
ZREL. H5NHEMEE/NT A—4 (AUC, Cuxd IZDWTIOHE
FEX BRI TREMRIT 21T - 72555, log (0. 80) ~log (1. 25) OHiFHA T
O, WHIOEYFHREESHR SN0

(ng/mL)
25

—o— 1 VUE TSV -Vl
3mgiral [h—"17)

20 4 —— I IEVU 7 7o NAHK0.1%

. SEFE + (R A, 1401

BEERE

12 24 36 48 60 72
#E#% O (hr)
Mg RS
HYFHRE)N T A —%
HENT A—S BEINT A=Y
AUC7onr Crnax tmax ti/2
(ng « hr/mL) (ng/mL) (hr) (hr)

7UETF =)V N
Smgia [ h—1) 593.1+114.4 | 19.46+3.99 | 1.79+0.89 |51.50+15. 46

TEY 774 552.8+103.8 | 17.47+3.29 | 1.64+0.74 |51.26+15.97

A0, 1%

CEE il + BEE(R 22, 1461)
M3 EE A T AUC, CuadBE DN T A —F 13, HBRH ORI D BRI AL -
R ZE OB AT L - TR B REMD S 5.
16. 2 PRIX
16.2.1 BREOXE
fERERRAIC T VU E 75 —)l3mg % 28R X3 B ICH B D% 5
L7k, 7UE T 5V =)V DCmax X CAUCIZ T T BF OFEILR
W HNBMND D

16. 2.2 #HINAFTRALSEY F 4
RERANCBIT 27 UE TS =)L O#%GE O 7 X
1SEYTF 4387 THo7= GLEATFT—4).®

16.3 9%

16.3.1 9% BHE
R ANICBITD1IHLIEY U E T 5 —)L3mgKER O GRED 5
FAFHIE8. 86L/kg Th o /ce HEDREBRAICBITIZTUE TS
=)L 2mg RN 585 D A I 4. 94L/kg TH o Fz. 99

16.3.2 MEEAFEE
REACARDIMEEEFEARIZINA LT, FELTTINTI D EHE
L. BHESIIBW TN 77U > EOREBIRIIEC RN, Xz,
FERHHTHSH0PC-14857DMIEEHFE AL HIWNL L TH D (in
vitro . FAGEHTR) .10

16. 4 ftat
TUET I —IVIZEICHETRH# SN, FEEE R DR,
F & L CCYP3A4&CYP2D6IT & o TR FE(L &KL 22T, 7=
CYP3A4IZ &> TN- 7 IV FILE 2T %, BiKkFEAK (OPC-14857)
MR ICBIT 2 ER#Y TH D, OPC-148571x 7 U E TS5 —)L
CRELAR) E RO R R KRB IC X > TR#a N2,
EFAREE (%514HH) TIXRZLEKIZH 9 20PC-14857DAUCD
B ZIIHR2T%TH .99 [10. 2]

16.5 HEt
fRFERNICHCE# 7V ET 5 =) 20mg ek O#% 5 L=k, &5
T REDRI27% e TN60% 3T N TR e D Ic Pt S 7z, &
%m%@%*ﬁﬁm%mﬁﬂdW*Kﬁﬁﬁéhﬁﬂjt(ﬂﬁk
F—4),1

16.6 HEDEREETHEE

16.6. 1 BiLEElEERE
HEEOBEAEREWRE6H (VL 7F=>2 U7 5> A<30mL/
min) 2B 5B TIE. BHAEREICX 5P EDEIRE\DEE
3hsmole GHEATF—%),12

16. 6.2 FFikEElEERE
JF AR R 22 1k B 5 1941 (Child-Pugh%8A~C) 1B 1T 2B Tl
Hﬂ%ﬁgfﬁ%c:mﬁ U7 5 ANDEEIDIamoz GHEAT—
)1

16.6.3 ShE
f@EE g (655 LLE) 1TV E ST —)l15mgZ HERE %5 L
FERED U7 5 203, EmEE (18~645i%) KD BHFI20%K2 > 7=
HEATF—%).19 [9. 85H]

16.6. 4 {£5 - BLE
fEER AT U E TS5 —)L15mgZ BER %5 Lz o7 ) ES
T =V DY BRI EEI A S NN Dz, T2, MERMHER
HTORERMATORE, BEI YD E TS —)LORYEEICE
BEEZDHRTTE BN GHEAT—%), 1919

16.7 EMHEEIER

16.7.1 F=o >
fREEREANICBNT, CYP2D6DHEEMEAT HF 22 > 166mge 7
JES S =)L 10mgDBHIc kD, 7UE TS5 —)LDAUCIZ107%
winL7z GHEATF—%).19 [10. 2204]

16.7.2 /xAF&F
TR AICHBNT, CYP2D6DIHEEME AT 5/80FtEF > 20mg
ETVET T —=N3mgDHEAICED. TUET T =)L DCnaxk
TAUCIE ENEN39% K TR140%H4 I L 72,17 [10. 22:8]

16.7.3 4 53V =L
fREERAICBNT, CYPAADMHEEHZGET 21 vFaF- =)
100mgE7 U E TS5V —)3mgDHMIcLD, 7UETSYJ—)LD
Coaxt CAUCIZZ N Z N 19% K 484N L 7=, 18 [10. 25:H8]

16.7.4 S ~a+vy—Jb
EERAICB VT, CYPAAOMERMZRET 2 hary—)b
200mgE 7 U E T = )V1bmgDptHICED., 7UET I —ILD
Comaxt CAUCIZ ZNZN3T R T63EM L 7= REAT—%) 19

16.7.5 AL ¥E Y
A R FE XIS LG R E BT ITB W T, CYP3ALDAEIEH
EZHTDHIIVNIEE >400mgE 7 U ¥ 75 —)L30mgD Bt %5
ZED. TUET TV =)L D Crnax X PAUCIE Z N Z3168% fk TN 3%{EK
TLE GFEAT—4).20 [10. 2]

16.7.6 SEMER
fREERRANICBNT, 7 U ET T —)L15mgk 5 1R OTE M4 x50g
85T, 7UET T =)L DCmaxk FAUCIZZ N T 141% J D514
TULE GMEATF—4).2D [13.250#]

16.8 FDfth
(ZFVEZTSYV—I)\ANRKmeNB Th—71. ZUVEZSY—ILHA
&12megp B =21
TUET IV IVNAK3mgsE Th—7) TV 771 WA
0. 1%5DEMFMRIEENERINZZENS, BNHEWTHB T
JET SV =) NAEbmgn®E Th—7) ROTUETSJ—ILA
Ail2mgna Th—7) EEEREANCDONWTHEYENICFR%ETH
5 EHMENR~©



17. BEERAIE
17.1 ARV ZLMECET S8
TUETT =g s OkiEELLFITRT,
(& K FAE)
17.1.1 EINREASE 048558
7 U E TS5 —)L4~30mgt 2 SARMFE O 5 Lz Emilkics
W, A RFERFL20ICBT 5 ERREIIROEBD TH S,
FHEFMIEE TH 2 K EMUWEEOWHERDIL, 48.8% (63/129
B) THolz.22 [71.25H]
17.1.2 EINE DR
(1) HREJeiAE BB 2420 2 1t SR IT F i U 7= B IR — B E M bb it
BicBWT, 7UETSS5—)lbémg/HZMBARE L, 24mg/
HeEmaHEE LU TIHIE X 2ESEMBEO#%SE Uz, FEE
MiEHE TH 2 EEEBRKEEICBITI L RELILUTICRT &
BO T, HAEKIEICHT 2HEMEDRD 51z,

(RAEMITIE U T12mg O EWEE) & 1H 1 3ERM G Uz K,
BAEFHER T BT BV > VR MR E (Young-Mania Rating
Scale, YMRS) &FtHON—Z 51 > 6 OZEE CEME %
R BW7VETSY—)V#E-12.0+12.9. 75 RE-6.0+14.4
T, BERIZEEZOBYEHKENZ-6.0 [-9.4, -2.7] THUO. Wit
W EBENED SN (p<0.001, N—Z 51 il L ONE T
U =38t (ER17-1),

F17-1 BHGHIIHC BT DYMRSAFHEDN—Z 1 >m 5 02L& (FAS. LOCF)

YMRSE G52 75 R & DX
mhERE | i P D
oo | mE [xezoqy | mmz
SR s | psosikk | svEmxm | P
F SRR | 125 | 28.045.97 | 22.0+15.23 | -6.0+14. 4 6.0
- <0. 001
7UET7-E | 122 | 28.3+5.96 | 16.3+13.37 | -12.0x12.9 | 94 ~2.7]

b4 ] R

TVET TG 120 45. 8% (55/120%31)

FIfE AL, 1206059361 (77.5%) THol. FEREIME
A, RHR GE) 3661 (30.0%). 7 o726efl (21.7%). &
W25 (20.8%) . EAKAHRLIAMB (11.7%) K OV s34
(10.8%) THo7=.22

(2) BB FE BB 24301 % K BRI TN L 7= EHA I — B E MRk
BRICBWT, ZUYE TS —)lémg/HZMIBEHEE L. 24mg/
HzERmAEE L TLH2ESEMB O S Uiz, EEHEEE T
DB EMUEEZICBTIRERVIILUFICRT EBD T,
A JGIE T T 2 E MDD & 7z,

CEHi + BEENR S, @) R— R T 2l K ONE TR U 7= 355 B4
FIVERFEBBER L. 123617461 (60.2%) Th -7z, FRFEIFEMII.
AT T236 (18.7%) . EEE1AB] (11, 4%) . AHRIELLE] (8. 9%).
WEH-1161] (8. 9%) K OVRHLEZZIF (7.3%) Tdho/z.20.29

17.1. 6 REBIREHER
(1) EEHEEFER
EHERBEZE T Ua%6 996, HARNERERHZED) 2R
WCEfEL 72 7 F 2 AR EERETRF R BRICBWT, 7Y
75 —)L12~30mg%1 H1[E22;8/# 5 U 7=, YMRS&EFH0D
WBIITEDOEBD THo = (E17-2),

#£17-2 YMRSA A OHERS (FAS. LOCF)

RG] s )

B8 Bl | R—=Z251 > 43 1238 22;f
7R 42 8.6+7.58 |11.9+12.13|12.4+13.98|12.1+14.33
TUETTJ—)VBE | 54 7.4+7.02 6.6+9.37 | 6.9+11.36 | 6.3+11.54

TUET TG 120 31 7% (38/120%1)

FIVE RSB X, 1206 P 8761 (72.5%) TdHolz. EREIME
AE. RER GE) 4261 (35.0%). 7 H 27176 (14.2%) . &
BT (14, 2%) . (REBEAD166] (13.3%) KB IR1465]
AL.7%) THolz.2
TRTOENBERRBIITEEEBIETEEINTNS 20,
B9 52 ETHROBEMMNBD SN NENIMIESN TN A
W2 [7. 28 H8]

17.1. 3 BRRERESHR
B EREE 2 A EFMIEE & L7224 %5 o B 53
B (6~24mg/H. &&30mg/H) TO. Hid KiE B 20441
(255 PARE & #% G-kt U 7298 01) 12 BT B B ERMM o BmHR D13
41.2% (84/204f) TdHo7=.22 [7.28H]

17.1. 4 BHEMAHER
(1) 2MEHEAELER
MEEEOANMEMOBEZNRE L, 452 WIZ6EMES
D7 Z & R IE T EHE R ILEGEKER (31041, 30561, 420%1) IZBWNT,
TUETS—=IE 7 S RBEE ik L TPANSSE REARF Mk E
DIFEZEFICWE L /2. PANSSE RE A M CEEE(LR) 13,
FUETSS—)VEERRE 05 30mg/H X320, 30mg/H)ED %4
ERRG U228 T, 7o aREE - -2. 9102610, 15mg/HEE : -
15.5(99%1) . 30mg/H#E : -11. 4 (10041) X137 R #E : -5.0(103
#i). 20mg/ HEE : -14. 5(986%1) . 30mg/ HEE 1 -13. 9(96%1) TH 0.
FUETS—)VEEAE 10, 15, 20mg/H)ED & 7= 658 1%
EQiBTIE. 7o REE  -2.3(10741), 10mg/HEE : -15.0(103
). 156mg/HEE : -11. 7(103%1) . 20mg/H# : -14. 4(971]) TH >
7= (BREE 75 R E DR H13p=0. 01),, 22
B, 15mgEBA S EHAERN10UI15meL DFENE N E NS
IEF>ZRBLNTHAEN2 [7. 250]

(2) BRFHER

WEMIC D DB RTEREIFZHRE LT SRR
HEEMILERER QeEEEE. 15mg/HED) 2B\ T, CGI%kEE
5 WEPANSSE W THFEZER L., EEAEEMERZ 4%
EBCEINNSBERETOMBE &Lk, TUVETSY—IIZ TS
TR & el U THEFEORER 2 K505 38, BRI TOHMZz2ER
WCHE L (p<0.001, log-rank#d). BIVEMFEBISEEZ. 1534
H76B (50%) TdHolz. FRIEMIZ. FIE36H 24%). 7 Hh
Y1 (T%) . RLE1E] (7%) . SEREOB] (6%) K UHREESHE] (5%)
THolz.2 [7.28M1]

5 WEBRITEEYEL LOKELERT., BESBEEER, [EWHEE). T
SRR, TEREENGE). (AL, TEREEE(L). TeRSFEEE{L. TEEIE(L). DY
SEREES TR L 7=,

1) AH DOEBE N7 ER O B, [1H6~12mgz B &, 1H6~24mgz i
PR E U, 1ESUR2EI T TROE 5T 5, TH5.,

(B EFEE (CH T B BREKRDSRE)

17.1.5 SEMEERERRER (GEIEER
PR TEY — RURRAMIEY — RZ22 U720 1 B E R
(256f1, HANBEIFZED) ZMRICERKL T TR0 IR IR
EB —EERATRELEABRICBNT, 7UE TS5 —)L24mg

(T 1l + [EHE(R%)
FIME RSB BEEE L. S4B 3961 (72.2%) TdH o/, FEREIEMII.
THIYT1IH (31.5%) . HREE8HI (14. 8%). EBFRIB5H (9. 3%).
AHRESF (9. 3%) K ONFHELB 5] (9.3%) TdHo 7,20
(2) EBEHEREER (ROREEHA)
SRR 2 5E T L 2 BALB - REBI R O EA 5/ k6 (594,
HANBEZEIFZED) 2RRCERLZEFEREBICBNT, K
DREFELUTHREBY FILINILTOBF )T LA00nT hnl
FKOPEH T T, YUE S5 —)L12~30mg# 1 H1[EI22 @5 L /-
. YMRSEFHHEOHEBIITERO LBV TH o= (K17-3),

#17-3 YMRSA A OHERS (FAS. LOCF)

Bl¥ | N=2I1 > 4 128 221
55 30.5+7.75 13.1+11.63 10. 411. 69 9.7+11.84
CF- 1 + BRE R 72)

BIEFAFEBIERE S, 56613961 (69.6%) THorz. HIREIWEMIL.
RERINLILE (19.6%) . 7H 27106 (17.9%) . EHL7H

(12.5%) B OMEMTH (12.5%) TH > 72,20

(3) EMEEKRRER (RORTEEMA)

BORTEY — USRS MHETEY — K& 58 L7006 T S B541
Bl RICERL = ERRBRICBVWT, GORERE L TR
Fr AN FOEF N AONTRMAIFIOHA T, 7UE
75 —)V12~30mgZ 1 A 1E24 AR #% 5 L /=K, YMRSE & s 0
BITFEOEBDTHo 7= (£17T-4),
#17-4 YMRSGaHHOHR (FAS. LOCF)

Bl | R—=AF1 > 418 128 2434
40 23.2+5.50 8.8+8.46 5.1£7.19 4.4%7.23
-1 + R 22)

BRI S EBEEE 1X. 4161 3861 (92.7%) TdHolz. EREIMEMII.
T HT196 (46, 3%) . {EIR11H] (26.8%). HRHEIB] (22.0%) K
CHEELSHE] (19.5%) THo7.2®

(5298 - DDIREE (BAFABETHIBMRIRD SNAWNEEICIR
%))

*x 17, 1.7 BN DHER

P12 DENEH T T2 B RDEFRD 5 NI NK D DR REE B 5864

Ml7z, ERWEO M FEBROAABEEAl (SSRD Xidto k=
e V7 RLFU CEBDIAAEEAS (SNRD OSoFtF >,
INRFTI. VIV TU D, NFOTI ORI FaO0FF
) mAGRAE - AETEAMRSG L. To @b s nmnd
E R EANCHEZR L 724, SSRIUIISNRIOHH FT, 7UETS
V=)L 3~15mg Xi33mg %1 H1FGHME G Uiz, BRI BT
%Montgomery- Asberg Depression Rating Scale (MADRS) & &t
HONR=ZTA NS DELRBIITRIIRTEBVTHD, TUE
75 —)L3~15mgEt K F3mgE OWEL T, 7T REICH LT
I B ENED 5Nz (3~15mghEp=0. 006, 3mgHp<<0. 001,
N—=RA A METHBEL 2L HT (3~15mgHE. 3mgHEDJHIT
K HEAMETIE) (F17-5),



RIT-5 HAGHEREC 3BT DMADRSEFHRDR—Z T > 6 DZbE (FAS. LOCF)

MADRSE & 45 75w & Ot

o P Qléﬂé [95%%@&%&11 P

7 IR 195 | 25.5+7.4 -7.4 — —
FUET5—3~1omgl | 194 | 25.3£7.3 |  -9.6 [73_’72" 2 6 | 0.006
FUET5—)3mghE | 197 | 25.2+7.2 | -10.5 - 4.'63;_11‘ 5 | <0001

CFEIfE TR, a) N—A T SECHEL L5 (3~15mght. 3mg

HEONE & 2 BFEFIE))

BIERFRBEHEEX. 77U E T 5 —)L3~15mght T1944] - 1324
(68.0%). 7 U Y TS5 —)L3mghE C1976IH1114 (56.3%) Td >
Tz EREWERIZ. 7UE ST —)3~16mglHETIE T h> 2771
B (36.6%) . REE20%] (10.3%) . MHER13H1 (6. 7%) . 134
(6. 7% M CALTHEIL3%] (6.7%) . 3mgRETY H 3 27284
(14.2%). fHEER156] (7.6%) . ALTHSM1441 (7.1%) . IR#E1241]
(6.1%) L OASTHEEINL0FE] (5.1%) THo7=.29 [7.458H]

**x 17.1. 8 ENREIRSHR

FEINEE WAHFRBR D S DT B K OF7 72 1A AL 5 172655k 2L £ D
SSRIZIISNRI ONOFtF >, ZIRFHI, ©IVETU, 2
NFTTI o REFa0FtF ) 2HEHOKRD DFEERERE
15541 2 X 5 I FHE U 7= JE E M IE ot BEBR IC B W T, SSRIXIZSNRI
DOPH T T, 7YE TS5 —)V3~15mgZ 1 H1[E62 %5 L 7=k,
MADRSA G EOHEBIZ TRD EB D TH> 2 (E17-6),

#17-6 MADRS&RMEOHER (FAS, LOCF)

TVET T =5 | BlE | N=251> 63 1234 2438 5238

ES

{3
W p e | 195 |18:259.6113.349.2 | 13.1410.2 | 13.7410.6 | 12.3+10.5

BATHI 122 |16.4+8.9[13.3+£9.0 | 13.0£10.0 | 13.4+10.4 | 11.8+10.2
Fnl (6524 L) 33 [24.8+9.3(13.0£10.2 | 13.4£11.0 | 14.9+11.5 | 14.2+11.7
CEEE + AR )

FIfEF R BAEEIX, 155F1H 11561 (74.2%) THo k. FIREIEH
1. T AT T4epl (27.1%) . REEM29%] (18. 7%). HAK1541
(9. 7% . #1445 (9.0%) XGMmHE ~UZ Uty R#EMLI1H]
(7.1%) ThHo7.30 [7.45H]
(NREAD BRARR Y bS5 ALEICHES SR
*17.1.9 EWEDMHEHER
DSM#ED-TV-TRIZ & 0 HEAMEEE I, SllEtzHT 58
#9201 (6~17i%) ZXNHRICE L 727 T AN BEIEA (L _HER
AT REELEGABR C, 7 U ¥ TS 5 — )L &1~15mg/ H T1H1[aI85HE
%5 U 7=, Bi&EE MR IC BT 5ABC-] (BREIT#HF v V7 U R
NHARGER) OBEEEHETMREZITY OX—=ZAT71 > DOE(LE
Z. TIERBICHL T UE T I =)V B THRETENRE BENR
ol (p=0.044, BEHRERX—-Z T 2 OREXS (=
40kg, <40kg) Z#KFEL., X=X TF7A > aHEBE L L0
M) (F17-7),3D.32
72) American Psychiatric Association CKE K #i[E 2% £) @ Diagnostic and
Statistical Manual of Mental Disorders CE#EBDZMWT - HEt~=2 7))
RIT-7 BAEGHIRIZ BT 2ABC-JRIE M FALREZA IT DRX—Z 51 26 DR
(FAS. LOCF)

ABC—J = = isa)
“ B Pl RIE R 07 75t R EE & DR
BER | pi -
K= i | x=291Y B .
Sq> | EER | AsonkE | [oskEmEKmE | P

FSbREE | 45 | 26.8+6.520.249.1 | —6.7+11.0 39
TUESF)-IE | 47 | 27.147.2 | 15.8+10.1| —11.3+9.1| [=7.8 —0.1]
CEEE HERERFZE, a) KGN UOR—Z T > OREXS (=40kg, <40kg) %
RFEL, R=RATA > EHEBRE LS
FIVER AR, 471286 (59.6%) Th o7z, EREIEHIZ.
fEiR24% (51. 1%). BBAWCESH] (10. 6%) K OMEER3HF (6.4%) T
Holz,
*17.1.10 EARIRE5HER
ENE AR Z 5 7 L 72 BE85H (6~17i%) ZRMRICEmHEL /=
ERIEMRESRBRT. 7UETS TSV —I)VE1~15mg/H T1H 1A%
HU77W, ABC-JELEMN TN REZ A7 OHEBIIFTERDOEBD T
Hotz (£17-8),3)
#17-8 ABC-JHUEME FAIREZ I 7 O (ERNERTRREM. OC)
N—=Z T4 83 2438 48 963
1774100 85) |13.5+9.9 (83) |13.3%9.9 (62) |11.6+8.8 (46) | 14.9£10.3 (26)
CEEE R A GEmFIE))
FIVEFRAFBEEL, 85BIH 476 (55.3%) TdHoiz. EREIEMIZ.
EAR256 (29. 4%) . REHE 166 (18.8%) . FMHLiaZL6H (7.1% K&
UBETTHER (7.1%) Thoiz.

0. 044

18. EERNEIE
18.1 e

TVET T —=INE RIS DDeZBEE S 7 I A MEA. RS2 >
Dy ZURER 7 A=A MEA, 0O R 25-HTWS RS 7 D= A b
ER KOO b= 2 5-HToaZ AR Y > 7 I= 2 MER 2 HFe DA T
HD, HIESHEFIZIAHTH 20 25 OEBERNEKRICBIT 28
FAEICEFEL TWEHDEEZISNTND, W

18.2 ZRGHMNM
ZHREREARBRT, MIEAH L F R/)SI 2D ERRNI D B R
O h=25-HTialk Ot bt 0 b= 2 5-HToa BRIk U TEWEIME 2
R, ENRNI 2Dy B bMEORZ25-HIoe, & 2O MZ25-HTA
T MRMEE a1-7 RLFD 2ROt b 25 2 CHIZERICHEE
OHFEZER Uz TIUBBERLZAHY) ML Ty MOELAA Y >
Mo OEILVE Y REEAZ Y > MeZ BRI S 2 AR KN o 7=

(1'12 ‘,7'1140)035),36),37)
18.3 R/NZ UD,ZARGES7 I=X MEA
RS2 ODeZ BRIt L TE 7y I A R E U TER L= (n vitro). <
TAKET y MTBWT, RIS AEBIPE MRS ATTHE U 72 IRBE Tl
RN DDeZ BRI LT > d=Z A MELUTIERL. RN AEH)
PEMHREDME R L2 REETIE RS DD 2RI LTy d2 A R &
U THERI U7z, 39-39.39

18.4 R/NZ UD:ZBREEH 7 IR MEA
RN 2D BRI L TE 7 D= b & U TER L7z (i vitro) .0

18.5 £A F = U5-HTWZARIN 7 I=X MEA
YO b= U5-HTWZARICH L T 7y I=ZA RELUTIER L7

(in vitro)s XIZAWANDEDO b= ARB#W5-L ROF 1 > R—)LEE
@é%fﬂaﬂ@é@ Fy MOt O hZ > Za—O Rk EME L
77,30,

18.6 EA M= 5-HTuaZB/E7 ¥ T=X MEHA
RUACBNTEO b= U5-HDAZ AR Y I X MK DFEFKINSTT
A LEIHI L, E2, B0 2202k DT v FPLIMIRIACa2t jups
OEIEIHIL 7= (in vitro) 2%

18.7 A KFEZERICEAET 2EMET IV TOREER
IGIERDIFEEZEZ 5N TND Ty MREREGZME L. AE
%@%%T@ét%i%hfﬁé?vF:>7U7Fﬁmémﬁb
77 4

18.8 h& L7y —ERRER
RIZAKAT y MBI 27 REI b RERERTEEIERICNT 2
Ny LT —EEEROEDsEDARLIIZ. 7ol 7oy > koo
XY R=IVEDREND 2,3

18.9 MHA7’AS/F >V RELRAET 2 TEAFE R/NI UDLZAEKIC

3 B1ER
Ty b RIRKRTEE RN D D2 RIS LT 7 I= 2 b & U TIER
L7 (in vitro).%®

19. BXESICEAT HEZMMA
i . H
%Jaft . (\N/\/\/O N [0}
[ T
X,
Cl
—#t : 7 U E TS —)l (Aripiprazole)
{b%44 © 7-{4- [4- (2, 3-Dichlorophenyl) piperazin-1-yl] butoxy} -3, 4~
dihydroquinolin-2 (1H ) -one
5 F3 ¢ CasH2rClaN302
438 1 448. 39
R AR X IHEEEOMATH S, PrOoOAy i
FR9<, K TERZNUIL, AY =V XIFIITEY ) —
IV (99.5) ITIEFEAERT BNV, EEEENED SN,

22. A%

(FUVETZSV—ILRAKRIMgAE =71
3mLX284] [74,X4]
(FUETSYV—ILRAKMgAE [b—71)
6mL X284 [74LX4]
(FUVETSV—IRARI2mgHE Th—71)
12mLX28% [76X4]
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FREERFICRITHEYEE (TEY 7 71 §8/8 - 200641 H 23

HKGE, S ERHEEE2. 7. 6. 3)

Fin, HEINCEDEE (ZEY 7 71 §&/8 - 20064E1 A 23 H K

. HEERMEEE2.7.6.3)

RHEMERY BhIE &k N 2@k (TE ) 7 71 $8/8L - 200641 H

23H AR, WA RMETEE2.7.6. 3)

FoOCEOMEEM (ZEY T 7o §/8 : 200641 H23H K

A, HEEERHYZE2.7.6.3)

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

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

55-64.

FhaF IV EDOHEER (TEY 7 71 §&/8# : 20064E1 H23

H&KGE, HEEERHEEE2. 7. 6. 3)

AWNTEE > EOHEER (ZEY 7 7 A §&/H# : 200641 H 23

HAE, HEEEARMEEE2.7.6.3)

G ROFRR GRE O EIRE (T E Y 7 7 $8/8 - 20064E1 A 23

A&, HEEERMEE2.7.6.3)

M RIEZ WS & U2 R (TEY 7 71 §8/8 : 20064F1

H23HRE. HHERMYE2.7.6.5)

i§£ cHE (ZEYU 7 7 A /8 2006451 A 23 H&GE.

FRRPERE I BT 2 BER I 2 8 B (CEERAR

BRI (TEYU 7 71 §&/#8/NA#K/ODEE : 201241 H18H

TR, HEHERMYEE2.7.6.3)

FARPERE I BT 2 BER I 2 8B (CEE R

BRI (TEV 7 7 1 f8/8/WAH#K/ODE : 201241 H18H

KB, FEREE

PR RE I B B EERICK T2 B G R (CEERR

B EBRILERLE) (TEY 7 7 1 §8/8/ NAHIKR/ODEE : 201241

HI18HAKRE, HFEERMYE2.7.6.3, 2.7.6.5)

PR B 1 BT 2 BRI 2 R 55 (R & #EOf

FIEEMRR - ERERRE) (TEY 7 71 f8/8/NWH#%/0D

$E 201241 A 18 H KGR, HFEERMTE2.7.6.4, 2.7.6.5)

PR B 212 BT 2 BRI 2 Rl 55 (R0 & E S OF

FIEE MR - ENEEKRBR) (TEY 7 71 f8/8/WH#%/0D

B¢ 0 2012F1 H 18 H KGR, WGHERMYESE2.7.6.4, 2.7.6.5)

5D - D DREITHT 2 EMHE (ZEY 7 71 §2/0D§E/H/

N : 20134E6 H 14 HRFE. HIGEERMEEE2. 7. 6. 4)

5D« DDREITHT S EMHER (ZEY 7 71 §/0DfE/H/

NFHHE © 20134E6 H 14 H KGR, HIGE & FHTEE2. 7. 6. 4)

INBHIOBEEAZ XY T LREITHED BRI 59 2 58 3 B
(T 7 71 88/0DE/ B/ MM : 20164E9 A28 HAKZE, HIFE

ERMEE2. 7. 6. 2)

INBWIOEHBAZ XD T LREITHED BRI 9 2 55 3l B
(Y 7 71 §/0OD§E/ 8/ NAWE © 20164E9H 28 H /KGR, HE

WwmEH)

INBHIOEHBARY N T LREITHED BRI IS 9 5 BB
(ZEY 7 71 §&/ODgE/H/ MW : 20164E9H 28 HKEE, HizE

ERHE3E2. 7. 6. 2)

TUETIV—=)VOFEMER (T 7 7 §/# : 2006451 H23

A&, HEEERMEE2. 6. 1. 2)

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

381-389.

Jordan, S. et al. : Eur J Pharmacol. 2002 ; 441(3) : 137-140.

HRE BB

FER AR
HH R OB

HEWE

TX-10i

37

~

38)

39

=

40)
41)

42)
43)

44)

24

BREZHRRITT 28FE (ZEY 7 7 $8/8# - 200641523 H
TR, HEHERMYEE?2.6.2.2)

Inoue, T. et al. : J Pharmacol Exp Ther. 1996 ; 277(1) : 137-
143.

Kikuchi, T. et al. : J Pharmacol Exp Ther. 1995 ; 274(1) : 329-
336.

Tadori, Y. et al. : Eur J Pharmacol. 2008 ; 597 (1-3) : 27-33.
Fv MNZBIT20 b Z CMREEBICN T SER (TEY 7741
$E/H : 20064E1 H 23 H AR, HIGEERMEZE2. 6. 2. 2)

Hirose, T. et al. : J Psychopharmacol. 2004 ; 18(3) : 375-383.
Zw hto hZ 25-HTaZ BRI 9 2 2R (ZEY
77 88/8 200641 H 23 H KRR, HAEERMEEE2. 6. 2. 2)

A RIE R ORZOEYET IV (TEY 7 71 §&/8 : 200641
H23H &R, HEEERHEZE2. 6. 2. 2)

XFFERERVEVEDEE

NSRS FHEDI > & —
T570-0081 KPRFsF T H&EMT2T H5%15%
TEL 0120-108-932 FAX 06-7177-7379

26.

BUERSTRES

26. 1 &LEARSETT

RIMEmARIN S

ARFBPIETHBE2F 1S



