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V). huzoy—)ihyoyr (M) ZOFRIAFRUTL),
PUEHREDOZ 2 — L IFIVHNIRIR (oY 72 2), i
TAMAEKOTO F Oy S (TRAZTIR)., FRT
oy ONVTair hU L) ROHT LILE M
WEREERDTY H 5w 7 ZA-Pay 7 (EROFT DY)
'ﬁ%ﬂﬂ%ﬁkﬂ' GLA. U—DO % #IR. BKAS) KUk
NE&Y
B) —HMDOIFXIINT+—F— WEOFNHORE) L. BE
5EREEEC, GENMETTZ2ZE0H5DT, @ONAL
EARRA LW &,
14.2 EFIREBOEE
NIRAICOAMERSE S Z &,
14. 3 FEHIZ(FEOEE
14.3.1 AFIZzEERAT 2. BLLZIRORAEZEE. BHE
LXFY 2 —2RZIREE T, 2y 77— #150mL) < 5WIZHRL
THERT2Z &, BB, THREBIZRI X FEPNIHERT S &,
14;_.2 SEid. 1E#FENEI0 Th 5, BERIZEEZ#HOMNTRA
5T &,
14.3.3 /NEOFOJENZNFNHRE TS Z &,

15. ZDMDFE

15.1 ERAR{ER ICED < B8R
(Shiesti@)

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

15. 1.2 HMETHENES Nz @RS ANEBRE 2 MR E L 1TOEKRR R
IZBWT, AFZ2EOIEERMPUSHRER ST 7 bR 58
LB LT, FEERNL 6~1L 7TEEN - 2 EOMENH 5, A
3L THo 720, DER (DAL, EBAREE) UIEREE
(iRE) ICXDEENEN D, BB, AF OGS (F1938%1,
SEHEEERS2. 45% 1 56~99i%) T, TR UMM EREE (MR,
—E PN M IES) OFRBERN TSR ELEEL TEN D 2.
F7-. AETOBEREICBW T, EMPUEHRED IEE RS
IR IR & FIRRICETE RO L RICBE ST 5 EOMEND 5.

(DDFF - DDREE (IFABETHNRUENRDSNAZWMEEIC
fE3))

* 15, 1.3 BN TEES N/ KD DRMERELORMRBZGT 2B
2R E LU, BROH D DR OEN TS5 R REE KRB OB
FHERICBVWT, 248U TOEETIE. BESECHREKORH
BHOUZ 78D DARERHT TS RBEE LKL TEMN D 2.
2B, 25U LOBFICBIT 2 HRSECEREROFEE DU R
70 EFRITBEDENT, 65 EICBNWTIEZOY X7 AL
72, [5.2, 8.12-8.15, 9.1. 6]

15.2 JEERARABRICE D < 1B

15.2.1 ot (XX, v ) OBNARERBRICBNT, IR
fEys (M~ ™7 23mg/kg/BLLE, #EZ v F10mg/kg/H) KROFE
KIEE (M~ Z3mg/kg/ LA L) OFAEHED EENHREIN
TV, ZNSOEFIXToHETIIMF 7O 7F >0 ERE
BE L2 L TE<HABENTNS, Ty bOBAFEMERABRIC
BT, 60mg/kg/H (HeElEKEHESEHREDOLI00M512/HY) DD
BREHTRIEREEEOREHED ERIHREIN TN S,

15.2.2 FILDREROFRGRBICBWTHDO S NOWHE GBIk H
i, MHf) AY4ME R ~521E it Bk D 25mg/kg/ HLA EOHE T, i
ik V2 B J3 1P D B i i K s B LR T L /03 39 [l 3 Bk 0 50mg /kg/ H
DUEORETHMEINTWS, BTV E TS —ILHRDOHE
BORBO NIV CTERMEEBADRE LR ODILELED
DEEZONTZ, B, ISR OE MEHFIZBT 2RBE
(1HH15mg/H# 5. & D1%6H H30mg/ H KER D% 585 134
IVEHHFIZ BT 2EEDS. 65 FTHD, £/, b MNEAHFIZH
VF BIRARIE DS, A% LA R TH o 7=,



16. ZEHBHRE

16.1 MR

16.1.1 HE‘RS

R AICT U E TS —)3mg (WA @EsE) % Z=f@rHn
RO U 72, 38 v AR 2 (AR EE V4% 5 0 K SRR ] C e e i 1 58
U, AR REIK60 R Td o 7=, INFIKRO. 1% 3mL & i E3mg
WEYIEIIC RS TH D T EDEREI N (R16-1).9

#16-1 7V ¥ 75V =)L 3mgHi % 5K O P ERE /S T A — 4

%U % tmax Cmax ti/2 AUC168hr
7 (hr) (ng/mL) (hr) (ng * hr/mL)
N iR 2.6+1.0 15.77+3.313 | 59.21+13.40 762.1+188. 2
A3 i 3.5+1.7 15.32+2.521 | 62.11+14.17 743.1+196. 6

CPE1E £ BEYEIR S, 201
16.1.2 REHRSE
TR LSBT Y U E 75 —)3mgZ A% H1E 14 H B K EHR S5 L
R YU E TSV =)V OMmBERREIE S5 14H £ TICEFIREICH
L., REHSBOWELEMIIRI6HMTH o2 (£16-2),99
[7. 12H4]
#£16-2 7 U E 75— )L 3mgi % G OEMBRE/ 5 A— 5

am tmax Crnax ti/2 AUCa4nr
= (hr) (ng/mL) (hr) (ng + hr/mL)
8 5 RE(AE | 3.7£1.3 | 12.00+7. 96 - 159. 0+95. 1
3 Ny
1HH (Oﬁﬁﬁgw)w4¢&@> 0.630. 63 - 8.2+48.2
- REALIR 4.2+3.4 | 44.26+29.28 | 64.59+15. 39 | 678. 0+413. 09
X -
A A @iﬁﬁgm 6.246.7 | 10.886.42 |110. 23264, 94| 185. 7+93. 49

(= EHET, VR 1561)
a) IETERH. b) 9Bl o HSRHFEHOAUC
16.1.3 EYFHIRIF AR
(FUEZTSYV—I/RE&MeHE Th—71)
7UETIYV—)VNA#3mgHE Th—7) EITEU T 7 A NAK
0.1%%, ZOXF—N—iEIcXDZFNZTN3mL (FVETFJ =)L &
U T3mg) MERREREA B FICH A HLEIRE (4% 5 U il R AR IR
ZREL. Bo5NHEYERE/SS A—F (AUC. Cua) IDWTIHE
FEX NI TREMRIT 21T > 72555, log (0. 80) ~log (1. 25) DHiFHAN T
B0, WHIOAYERRZSEES R I N0

(ng/mL)
25

- FUE TS —LNIE
3mgsrd [h—"7)

20 { —— I T 71 NA0.1%
. SR fili + AR L 1441

MEEERE

]

12 24 36 48 60 72
¥ 5.1% DKt (hr)
I8P HERS
EYBEE)NT A —F
HEINT A—=F BENT A—H
AUCr2nr Crnax tmax tiz
(ng + hr/mL) (ng/mL) (hr) (hr)

7UET T =Nk
3mgsra [h—"7)
R
PNRO. 1%

593.1+114.4 | 19.46+3.99 | 1.79+0.89 |51.50+15. 46

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

CE¥ il = BEER 22, 1461)
14 PP EE G CNCAUC, CraxdBE D /8T A— 13, #5RE ORI, KIEOFMELK -
FREIZ DB AT L o TR D ATREMED ® 5.
16.2 &Y
16.2.1 BEOEE
fERERRAIC T VU E 75 —)L3mg 2 225 I3 BH%ICH B D% 5
L7zkE, 7UE T 5V =)V DCnax X CAUCIZ T T B FOEEILR
V5NN TZD
16. 2.2 #HINAFTRALSEY T4
BEERANICBIT 27 U ES I —)UR OGO HRNA F 7 X
1SEUT 1138 THo7m WEAT—%).®

16.3 9%

16.3. 1 P BHE
fRERANICBITD1IH1IETY U E TS5 —)L3mg&K 1% 0% 5K 0
AR FELS. 86L/ kg ThH o /z. FEDRERAICBITEZTUES
TV =)L 2mgERIR N 3% 55 D 43 A 5 f 13 4. 94L/kg TH o /2. 99

16. 3. 2 MEZABEAE
KR DMIEEAFEARIZINU LT, FELTTILTI > &
AL, BHHBARTBLWTUIN T 7 U > EOEENITA U RN,
F/-. ERBYTH D0PC-14857DIMIEEHFE AL B LT
% (in vitro. VHEENE) .10

16. 4 X3
TUET IV = NEEITHE TRE S . FIEE@E R R0,
F & U CCYP3A4 &£ CYP2D6IC & o Tk #E(L & kL2, £/
CYP3A4IZ K> TN-Bi7 N F IV ZEZT 5, BiKFEAK(OPC-14857)
MR T BT 2 ER#Y TH D, OPC-1485713 7 U E TS5 —)L
CREALAR) & RIBE D BB R K OREREEIC X > TR 5.
EHIREE (5140 H) TIEARZE(EITH T 5 0PC-14857DAUCDH
A2 TH .99 [10. BH]

16.5 HEtt
fREER NCHUCE# 7 U ET 5 =)L 20mg &k O#% 5 L=k, #5
FHREDRI2T% L 60% M F NF R R OEFE IR S iz, &R
%m%u%¢u%m%%%hq%¢tu@méhm#ot(%EA
FT—%),

16.6 HEDEREFTHEE

16.6. 1 BipclEERE
HEOBHERENBRE6H (VL T7FZ>rU7 5> A<30mL/
min) 2B 5B TIE. BHAEREICK 5P EYBIRE\DKE
3 Armo GREAT—%).12

16.6.2 FFfEEREEEE
FF AR R 22 1k B 5 1941 (Child-Pugh%3HA~C) 12H1F 2B Tla.
H%%@%t;éﬁU?ﬁyxmw%%m9m#ot(ﬂEA%—
7). 13

16.6.3 ShE
fEEEmEmE 65mLl L) 7 U E TS —)l15mgZ BEkk O 5 L
RO 7 U7 52 A3, FEEEmE 18~645%) XD BRI20%EN > 72
HEATF—%).19 [9.85H7]

16. 6.4 TERI - BRKE
fREERAICTY U E 7S5 —)L1smgZa HEROES LKooy U ¥
TV =)V DEYFREITEZE I A SN 2. T2 MO KIER
FHTORERMBTORE, BEI7 Y ET S5 =)L OEYERICE
BEEZDHETTIRAEN>E GHEAT—5),19.19

16. 7 E¥HEEER

16.7.1 ¥=o >
fERER AICBNWT, CYP2D6DHEEMZAET HF 2V 2 166mge 7
VE TS5 =) 10mg@PHIcE D, 7Y E TS5 —)LDAUCIZ107%
il GHEAT—%).19 [10. 28]

16.7.2 /NAF&F >
fEERAICBWT, CYP2D6DHEEMZAT 5/80FF > 20mg
ETVETTI=N3mgDHtHICED, TUET T —ILDCmaxJk
CAUCIEZ N ZEN39% K 14098 L 72,17 [10. 22:88]

16.7.3 4 kS aFV =i
fEHERAICHBNT, CYPSAAOMEEMRZET DM N3+ =)L
100mgE 7V ET SV —=)3mgdHHIcLD., 7UETSI—ILD
CmaxJ2 CAUCIZZNZ119% % M48%EE N L 72,18 [10. 25 17]

16.7.4 FkaFv—Ib
fREEER ANIZBNWT, CYP3AADMHEEAZET 27 haF—)b
200mgE 7 U ETS T =)l 1bmgDptHICE D, TUET T —ILD
Coaxt CAUCIZ ZNZN3T R TG L 7= REAT—%) 19

16.7.5 AILNTEEY
A JGRE XIS A LR EERFICBWT, CYP3ALOFHEEH
EZHTDHIIVNIEE >400mgE 7 U ¥ 75 —)L30mgD Bt %5
IZED. 7TUET TV =)V D Crnax X CAUCIE Z 3 Z3168% fx TNT3%{EK
TULE GHEAT—4).20 [10. 250#]

16.7.6 ;EMER
fREERRNICBNT, 7 U ET T —)L15megk 5 1R OTE M 5x50g
5T, 7UET TV =)V DCnax X TAUCIZENENALY K V51K
TULE GLEATF—4).20 [13.250]

16.8 FDfth
(FUEZSY—ILAR&E I Tb—71. ZUEZTSY —-ILAA
womgHRE =71 RUCFZUEZSY —ILABARKR I 2menE h—
71
TUETSY—=)VNASmgE Th—"7) &TEY 7 71 WAk
0. 15D MW REMENTEEI N2 ENS, ANEENVTHST
VET SV —=IVRNAEImgyE Th—"1, 7V ET S5 =)V N
6mg/r Th—7) ROE7TUET S —)IVNH#ELI2mgHE h—
7] CEERENCOWTHAEYFMICRASETH S LI n /.9



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,

b4 ] R
TUET T )58 120 45. 8% (55/120f1)

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,

RG] s )

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

(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]

CEHi + BEENR S, @) R— R T 2l K ONE TR U 7= 355 B4
BIERFBUEET, 1236147461 (60.2%) Tdh iz, F/REIEMIZ.
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
B R T LI=AE 99, HARANEBEZFRZ2HZ5T) &%
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)

Epdenia Bl | N—ZAF1 > 43 1258 2230

75 wiRE 42 8.647.58 |11.9412.13|12.4%13.98|12.1+=14.33

TUET =)V 54 7.4+7.02 6.6+9.37 | 6.94+11.36 | 6.3+11.54

CPEMiE + B (R )

FIEAFEBUEE L, 5461H39%1 (72.2%) Thoiz. ERFIEMIT.
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,
HAANEZLIBZET) 2MRICERLUZIEERABRICBNT, &
DREFELUTHREBY FILINILTOBF )T LA00nT hnl
FKOPEH T T, YUE S5 —)L12~30mg# 1 H1[EI22 @5 L /-
i, YMRSEEHEOHBIITEROEBO THo7z (FK17-3),

#£17-3 YMRSE & OHER (FAS. LOCE)

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.
TP T1E (46.3%) . HHERLLIE] (26.8%). IRMKOHI (22.0%) K&
CELSH] (19.5%) THo7z.2
<5)’§iﬁ- SO (BRBEABETHRRMERNSRH SNAZVEE IR
5

*17.1.7 ERE I EEER
B9 DANEE T2 BAED 5Nk D DJe MR E B %586

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 ;gé;éé [%ﬁggég] P

7 IR 195 | 25.5+7.4 -7.4 — —
FUET5—3~1omgl | 194 | 25.3£7.3 |  -9.6 P&?ﬁ%e] 0. 006
FUET5—)3mghE | 197 | 25.2+7.2 | -10.5 P4:fim <0.001

CFEIfE TR, a) N—A T SECHEL L5 (3~15mght. 3mg
HEONE & 2 BFEFIE))
BIERRBAEE L. YU ET T =) 3~15mght T194%1H 13241
(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]
*17.1. 8 EARERIRSHER
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
é"\ﬁ(,; o 155 | 18.249.6 | 13.3£9.2 | 13.1+10.2 | 13.7+10.6 | 12.3£10.5
(171 & e T T e e T

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 EBANE IARR
DSMD -IV-TRIZ & O FBIFERE & B S 11, Sl 2 479 5 i
#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-] L .
) RN 17 7 5L AR & DI H
wEEE | B -
N—2Z fefé N=AF1 REfE i
S | EEERE | hoo%kE | [9suEERE] | P
F5L AR | 45 | 26.826.5|20.2+9.1 | —6.7£11.0 39 o om
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
FIE RSB L. 476192861 (59.6%) Tdh iz, EREINEMIT.
fEAR24%1 (51. 1%). RBKIERSH] (10. 6%) K OMELRE3M] (6.4%) T
Hol,
17.1.10 BRI S HER
EINEE MAHRABR 258 17 LU 72 B8 8541 (6~17)%) ZMZICEMmL 723k
BEHIENIRERBR T, YU ETS S5V =)L &1~15mg/H TLH 1A%
H UK, ABC-JHLEW TN REZ A7 OHEBIIFTEDOEBD T
Hotz (£17-8),3
#17-8 ABCJHIEME AL RER 7 O (ERMEMATRER, 00
N—=AFA >~ 83 243 4818 96,8
17.7+£10.0 (85) |13.529.9 (83) |13.3+9.9 (62) |11.6+8.8 (46) |14.9+10.3 (26)
CEEE R GEmEIE0)
BRI FEBBEEL. 85fIFF47H] (55.3%) TdHolk. FEARBIMEMII.
fERR2561 (29. 4%) . MREIEIN166] (18.8%) . IMALEZL6H] (7.1%) K
UBETTHER (7.1%) Thoiz.

18. EERNEIE

18.1 e
TUETZI—=)NE, RIS DDeZARE 7 = A MER., RIS >
DsZZURE Y T2 A MEA, 0 = 5-HTWSAYKS 7 = A b
TER KOO b= 25-HIaZHEK T > % T2 MER & R D3AIT
H5b, HIERSHEFIIRHTH 50 6 OFEBWERANEERICBIT 58
FAMICEEL TVWEHDEEZ SN T NG,

18.2 ZRGHMNM
SRR ATBRT, AR P RXI 2D ERRNNI D ERE
O b= 25-HTiak Ot bt o b= 2 5-HTaZ AR U TV it 2
w~lL. ERNRNNI 2Dy EbtORZ25-HIye, & b0 M= 25-HT%
T MRMEE a-7 RLFU 2RO e 25 2 D HIZRRICHREE
OHEFMEZR UTze TIBBEKRLZAAY) M. Ty MUIBRLAA Y >
MeEOEIVE Y MEIGA A Y > MsZ BRI RS B AEEN o 72

(I'H va)(}SS),%),&‘?)

18.3 R/NZ UD,ZARGES7 I=X MEA
RS2 ODeZ BRI L TE Y I A & U THERA L= U vitro) . <
TAKET y MTBWT, RIS ARBIE MR RENTTHE L 7 REE T
RN 2DoZ BRI L TTY > I A MELUTIERL. RN AEH)
PEMHMREDME R U7 REE T RS DD BKICH L Ty A R &
U THER L 7z,%-39.39

18.4 R/NZ UD:ZBREEH 7 IR MEA
RN 2DsZfRITet LT 7 I= A b E L THER L7 (in vitro) .40

18.5 £A F = U5-HTWZARIN 7 I=X MEA
YO b= 5-HTWZ BRI U Ty =2 A RELUTIER L7
(in vitro), R AMADEDO R ACHS-E ROFS A > R—)LEE
@ﬁ%ﬁﬁ&éﬂ‘iyk%ﬁ&@tmr:y:lﬂmy%kémﬁb
77,3

18.6 EA M= 5-HTuaZB/E7 ¥ T=X MEHA
YT ACBNTEO b 5-HTAZ AR Y I A MK D#FE SN 521T
B EIMHI Lz, £/= BO =ik 55y RPLIIEACa2t s
OEMZEIHIL 7 (in vitro) 2%

18.7 A KFEZERICEAET 2EMET IV TOREER
ISTEEIRDIFE EEZ 5N TND Ty MRFERE G ZMEI L. ALE
%@%@f@ét%k%hfué?yh:y7U7bﬁmémﬁb
Tz 4

18.8 h& L7y —ERRER
XIAKAS y MBS 7 RE) b R RTEIIHER IS %
Ny LT —EEEROEDfEDHEIZ, 7oL 7oxy > koo
RY R=IVE D KEMD 2,3

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

3 B1ER
Ty b RIRARRTEE RN D Do BRI LTy Y D= A b & U TER
L7z (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%

(FUVEZSV—ILRARImgNE Th—=71)
1mL X284, [74]X4]
(FUETSYV—ILRARIMgAE Tb—71)
3mLX 284 [741X4]
(FUETSV—IRAKEMgNE k=71
6mL X284 [74]X4]
(FUETSY—IRBRI2ZmgAE Th=—71)
12mLX 2841 [741X4]
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