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WE LTV 2 —ASIRE T, Ty 77— EI150mL) < 5w
WML THERT L2 ks BB, BMEIE R LGP
M+sZ &,
14.3.2 iz, 1REWY ) THh 5, FERITEELECHIC
AT 5Z &,
14.3.3 NEOFOIE» R VTR ET 5 2 &,

15. ZDMthDFR
15.1 BERERICE D 1EHR
(Ghgethi@)
15.1.71 AHFNC & 2GR EEAHOZEZIIEAME SN T b,
15.1.2 AVECHEME S A7z FBAE S B L 72 R0 ek GREEA)
BE - W) AT L EEBRE AR E LZITOBKRAEIZB W
T AH % & OIFEBIPURREER SRR 7 7 L R G L J
BT, WEEEDNL.6~1.7TRE, 72 L OHEDH 5, LKL
4 T o725, LIE R COA A, 28IRF85) S &G (il
RENZ X BIED S o720 BB RHN O3B (7193861, F
IGLERRS2 A% 56~997%) TIL. FELC M OV IS [ (B 2=
— YRR R A VRS OFRBENT TR E L TE» -
Too F7z0 HEITOESERAEIC B VT, ERPUSHERE D JEE
FIHORS AR & AR IR FAICEST 5 L OWERH 5.
(3D - DDRE(EFAECTTIEMRIED SNIELESIC
fE%)>
15.1.3 M/ CTHEHE S N72K ) DMk EEORMEEL AT 5
BEERHRE Lz, EEOP) SHIOEN 7 T 1 Rt B R R
BROBEHERICBW T, 24U ToEE T, ARSER A
RO O ) A7 DPL) SFIFGHTT I e R L ik LT
Eholze B, 5D LEOEBEIIBIT L HESESR BEK
DIFEBOY A7 O LEFHIFFEDLNT, 65U EICBVTIEZED
) AT DEA L 722 [5.2, 8.12-8.15, 9.1.6&1H]
15.2 FEERAREAERICE D < 15k
15.2.1 ol (=7 A, v MOPAREERBICBNT, 2K
JiEHs (e~ 7 Z3mg/kg/HU . MEZ v b10mg/kg/H) L O F
RHES: (M~ 7 ZA3mg/kg/H UL L) O AME O LA HE S
TWwb, INHOMEFIZTsRECIEIMT 7o 7520 Ry
ERAE L 7BfbE LTELHOENT WD, Ty FOPAEMER
BRIZB VT, 60mg/kg/ H (i B R IESE I 2= 0 10065 12 4724) o
WD HE 5T CRITE R B BRSO FEEMFE O LA ST w b,
15.2.2 Vo USR5 3812 B\ THHO 9 N (RIK.
REAS. B ) 25400 [ ~52:8 [ 5% 0 25mg/kg/ H DL L o H =
T RN BRGS0 I 0 A A B AR AR P T 7053950 [ 3Bk o
50mg/kg/ AU EOHETHE SN TWD, LEIXT7TIE TS
V= VHBE DB OB 5 VIR TSR 2 2 B R
E DB LI-bDEEZ BN, B, INHREOE b
BRIz B0 2 (1H H15mg/ H#% 5. # @ #6H M30mg/
H BAEAR P55 10) (2 VIR IC B 2B ED5.6% LT TH
D, 720 & MEAHICBIT D BHEDS 4% FTh -7z,
16. E4ENHEE
16.1 MAEE
16.1.1 BEO%S
TEFEANZ 7 ) ¥ 7T — v3mg (WA LS @ $e) % 228 I ML 4%
25 U 72, I3 b R AR B (2 5% G- 14 50 3e ] Coe il 123 L
AR L R60RE I T o 720 WATED.1% 3mL & i@ FE3mgld
WM RS Cd B 2 L AR S 7 (316-1)7

F16-1 7 ¥ 75— V3mghi ik SR QS BE ST 2 — 5

#F tmax Comax tiz AUCsshr
(hr) (ng/mL) (hr) (ng-hr/mL)

ik 2.6%1.0 15.77+3.313 | 59.21+13.40 | 762.1+188.2

AWl EE 3.5%1.7 15.32+2.521 | 62.11+14.17 | 743.1+196.6

CPIgfE + SR 2, 2061)
16.1.2 RiEHKkS
REFERL LSBT ) € 7T — v 3mg % £ A1 H 1014 H B )5 L 72
ke, 7N ET TV — b O MEERE X H G 14H £ CITE R RIS H]E
L B G- B oW S 3R 65 T - 72 (3216-2) V0 [7.1217]
#16-2 7 €75V — V3mg B G RE DM BRE T A — &

(et tmax Cinax tuz AUCaunr
: (hr) (ng/mL) (hr) (ng-hr/mL)
- KEALE 3.7€1.3 |12.00% 7.96 — 159.0+ 95.1
5 e
1HH EAH 18.4+8.6”| 0.63* 0.63 — 8.2+ 8.2

(OPC-14857%)
M
N AR
(OPC-14857")

4.2+3.4 [44.26%29.28 | 64.59+15.39| 678.0£413.0¢
6.2+6.7 |10.88= 6.42|110.23+64.94|185.7+ 93.4Y

(— SR, Pl R, 156])
a) WA, b)oBl. o) 4Tk O AUC

16.1.3 E£EYFHIEIE MR
T7NET = ) VARHE3megs Gl 4 e 28 7 7 A PIHHE0.1%
IR AR ZNZNA (T ) 7T — )bk L (3mg) 225 H
EE G- (70 A —N—=3) L, iEdR7 ) E7 5 — Vil
B LT BONTHYBERE/XT X — & (AUC, Cmax) 122V TI%LE IH
XL CTRERTHRAT 2 4T - 7246 3. 1og(0.80) ~log (1.25) DH#iFHINTH
0. WA AR R SRR S Y
F16-3 7Y ET TV — )& L T3mgik GO BE N5 A — 5

Crnax T'max Tz AUCo-168hr
(ng/mL) (hr) (hr) (ng-hr/mL)
TVET 7=V N .
S a7 A | 14.97+2.67 | 2.2+1.2 | 71.2£25.7 |667.96+177.13
015/0”77”\]”4“5‘ 15.503.04 | 2.0=0.6 | 72.8%30.3 |682.37+172.41
(Mean=S. D., n=19)
o 2T —e— VUSSP 3ngs T A |
i - --o-- TEU 7 71 NTHRO. 1%
i ! Mean=+S. D. (n=19)
¥
D}
=4
7
7
Vi
|
)
b3
i ‘*{,ﬂ%%
(ng/mL)
L 111 1 1 1 1 § 1 { 1 § 1 ”_L
0234 6 8 12 24 48 72 96 168
8 04t B ORI (hr)

MHEHEEE 72 & ONICAUC, CanB /8T A — ¥ 13, BEERE 0EIR, (§
WOFRIUAIEL - WS O BRGREIC & > TRR WD D 5

16.2 MRUY

16.2.1 BEDEE
fEHERE AT ) ¥ T 5 — V3mgar 22 AT A B ICHFR RS L
2B, T ET T = b DCmak FAUCIZ R IET BEHOFEEIIRD S
Nigh o729,

16.2.2 #@RINA A TPRASEUF «
EERANIZBIT D7) ET T — VRGO N 1 F 7 XA
FEYTFAIIT% TH 72" HHEANTFT—% )0

16.3 93

16.3.1 HmEHE
BEHERAIZ BT B1HLE 7 Y ¥ 75— b 3mg AR #E 1% 5-H 0 434
I8 .86L/kgTdH » 7= SEDBERANIZBIF LTI ET 5 —)
2mgi IR % 5 O 53 i 25134 94L/kg Tdp - 729,

16.3.2 MEZEEESE
REAERDMFEEAEAFIT0% U LET, EELLTTIVTI VA
L. BEBEEICBVWTINLNT 7)) v EDOFEEBIRIZEL 2V, 72,
FAHY TH H0PC-1487D MMLHEE G AFEH99% L ETH 2% (n
vitrov FHEHENTE) o

16.4 {34
TVET T = G IR CRE S REE R R v,
F & L CCYP3A4ECYP2D6IZ & o THiAFEAL & kMBiL %, $72
CYP3A4IZ & o TN-L 7 )V F Wik x %0t %o BiAKFEAR(OPC-14857) %
TMAEFIZ B 2 EREWTH Do OPC-148571E7 V) ¥ 7T/ — )b (RE
LAk & FREDACHTEE SR B ORI 12 & » TR S N 10, EHRIREE
(3% 5-14H H) TIZRZALAR A3 5 OPC-14857D AUCDH E 4134127 %
T 5V [10. 2]

_5_



16.5 HEit
R CHUCER T ) ¥ 9V — 120mg % #5135 L 72, #e 5t
HEDFI27 % K 1°60% 52 -2 TR A R OSHEAR A 2kl S 7z Rk
EFEPIZHI18% BEME S AL, SR SN h o 22V (BHEAT— %) o

16.6 {EDEREFIHESE

16.6.1 BikgeE=EEE
EEO BB EWRREOH (2 LT F =22 7T » A<30mL/min) |2
B HRERTIE, BRSNS X B SR B REAN O BB L o
R IEANT—% )0

16.6.2 FHikEEEEEE
JT % BE B 55 4 B3 191 (Child-Pugh /3 A ~C) IS B 2 BTl TR
REREEICL B2 )T T 2 ANOEEZ Vo 729 (HEANT—5),

16.6.3 SHnE
HEREE IS (65 LL L) 127 ) €79V — )V15mg% HilalE 1% G- L 721
Dz T T AL, FEEEE (18~64i%) & 1 L #20% K0 > 721 (41
ANT—%).[9.85]

16.6.4 147! - EUE
fEFER AT ) ¥ T T = 1bmg% HREOHRG Lo 7 ) €75
V=V OEWENREII IR A SN o oW, F o, A LIERE
TORERIBNT O R, BEIET Y €T 5 — VO EREIZ %
52 5HFTl%ro2DHHEAT—%),

16.7 EYHEEIER

16.7.1 ¥=vv
HEFER BT, CYP2D6DOMEEH AT % ¥ =2 »166mgk 7 )
Y75 = 10mgD Pz LY. 7 ¥ 7T = )V DAUCIZ107% HY
L7229 (BAEN T — %), [10.25 1]

16.7.2 \OFEF>
TR IZB VT, CYP2D6D FEEH % H 3 % /58 F & F »20mg
ETVETIT = N3mgDPEHICE Y, 7T E T T = ) DCra L
AUCIZZ I 2139% M UN140% B8 L 7217, [10. 2214

16.7.3 4 k>3FVY—JL
fEFERNICB VT, CYPAAOHEERH AT 24 b7 ar v —
100mge 7 ¥ 7T = 3mgD PRI L ). 7 ET TV =) DCmax
T OSAUCIZZ N EN19% M 0M48 % AN L 7219, [10. 222 18]

16.7.4 ¥ vaFY—IL
HEFER BT, CYPSAAOMEER A AT 57 + 2 F 2/ —)1200mg
ETVETIT Y= V15mgDPEHIZE ). 7Y ET T = ) DCra X O
AUCIZZFNZN3T% [ U563% 0 L 721 (AEANT— % )6

16.7.5 AILI\REEY
A JGRE AR A SR ISR £ B E 2B W T, CYP3A4DFFE
FHTHHINNTEE 2400mge 7 ) ¥ T T —v30medD P IS 12
LD TVETT Y= DCma 2 FAUCIE Z L2 168% M N73% T
L7220 (A E N T — %), [10. 22 1]

16.7.6 &M
fEFERAICBWT, T ¥ T T — v 15mghk5- 1R 2 o 1 (50 g%
5T, 7YV YT 5V = )V DCma . FAUCIE F N ZE 41 % 2 051 % 1T
L7z ENT— %), [13.22]]

17. BRPRRE
17.1 BAMRURLMEICET 255
7T T — )V ) OB E TR T,
(BB KA
17.1.1 EP#HEASE I 155

7T TV = )4~30mg® 2 8M MR 45 L 72 IFEMAERIT B W

T, MAERIERZEL29F BT 2 FEREEIIROEB) THLH, FE

FHIIE H CTd 2 il &k EFE O #EED 12, 48.8%(63/12961) TH -

722, [7. 2]

MK OGRS N B R ORI T, TH6~12mex B4 H =, 1H6~
24mgk MEFFH R & T 50 B, Fl, EIRIC X D EEBM T 525 1H =i
30mgx ARV L TH D,

17.1.2 EINSEMEER
(DA S FRE B 24200 % b S 20 L 72 238k B 5 Mo el B 2

BWC, 7YVETF V= )v6émg/H % IEHEE L, 24mg/H % fees

w & L CLHIESE 28 HE #2145 5 L7z, FEFHIEH Th 2 imit

EMRUEEICBI AWERNIDTIORT EBY T, MARFEICR$

B HNEDTRD BTz,

X RAEB W atee®

TIET T = G 120 31.7%(38/120%1)

ﬂ%ﬁﬂ?ﬁﬂ Eﬁ(%%‘i’”

7Y)ET T — G 120 45.8% (55/120%1)

FIEFZE BB (X, 12060709361 (77.5%) Tdh - 720 ERBIEHIZ. A
() 3661 (30.0%) . 77 ¥ Y 72661(21.7%) . $R#2561(20.8%) .
SRR (11.7% ) J OR5REIL360 (10.8% ) TH - 7222,

()M S FRE B 243050 % R G2 S0 L 72 S IR 5 A L i iR 1o
BWT, 7Y YT IV —)vbemg/Hx B MA=EE L, 24mg/H % i 5
e L CLH2MSAM RIS L. ZEFMIHE TH 5 ik ek
FEICBIT A F/RVIILTISRT £ B0 T HaLHREICTT 2681
DRBD BTz,

EIVE I ZE B (X, 12000 Fh 8761 (72.5%) TH - 720 EREMEHIE. &
MR GHE ) 4261 (35.0% ) 7 41 ¥ ¥ 71761(14.2%) . $RER1761(14.2%) .
RERA1661(13.3%) B O ERAIRLAE] (11.7% ) Td - 722,
FTRCOENBR RIS ERHE CEREIN TN D 720, HET 5
L TRIROBEERATED 5N D D EPRIBGE S TR WS, [7.2801]

17.1.3 ENREARSHER
IR R & A VEETAIIE B & L 722458 0 DL - 4% 5 o0 K %535
B (6~24mg/H . #%&30mg/H) TO. HiJiiiE B35 20411 (2538 L
L GARGE L 7 E ) 12 3B 1) B I SEAMT R 0 e 53291341 2% (84/204
Bl) Td o722, [7.25 1]

17.1.4 ;BYVE MARER

(D2 EHAEER
A RTED M EN O BEHEEZ R L Lo, 4d 2 W IZ6AES O
75 b AR IR I E ML BGER (31061, 30561, 420610) lI2BWVT, T
V79— V77 2 REE L i L CTPANSSE R EA G 7 & OJRIE
A L 72e PANSSEREAR M CESZELE)IE. TUVE TS
v — V[ 52 B & (15, 30mg/ H X 1320, 30mg/H )™ % 438 i #% 5 L 722
REETIE, 7T EAREE D —2.9(10261). 15mg/H & —15.5(9961) .
30mg/H #: : —11.4(100%1) 13 7 F & K : —5.0(10361). 20mg/
FfE: —14.5(9860), 30mg/H# : —13.9(9661) TH ., 7V ETF
V= VIEE & (10, 15, 20mg/H)® % v 72638 [ #5035k T,
7T RK#E T -2.3(10761). 10mg/H B —15.0(103%1). 15mg/H
B —11.7(103%1). 20mg/H B —14.4(9761) TH - 72 (KL 75
Y ARTE L DI Ridp=0.01)%,
73, 16mex 2 A EHEEA10UL15me X D AR SV E W) LY
F Y AFE SN T WD [7.2581]]

(@) BRTFHER
ZEMNC B B R A LTFIEEE M EZ R E L 7T b RR R &
B MR (2600 B 3% 5. 15mg/H™) I2B W T, COILEEDH 5 \»
IFPANSS% WV CHIIs % 8 L, FEARIEEMIEH 2 [ e A LE
N2oHEFEETCOMMIE L, TVET I V= VIET IR E LK
L CHEDER % H50% ML S &, Wi colzFEICER LA
(p<0.001. log-rank#%%E). EI1ERSEBAHEE X, 1636147661 (50%) T
Holze EREWERIE. RIRIEGH (24%). 7H T T1UHI(T%) . &
LB (7%) « SEFEIB (6% ) K URIESHI (5%) TH - 722, [7.251]

#) YA P R DL U R AR, R R 1 [ I | b s
%%Jf{%ﬂi&@ﬁKﬁiJ\FiéE%WLMJ%*E%%J‘F-’ZSHH%WJ‘HU%K%JT%F

) AH D KER S A7 LR O IR [1H 6~ 12me % B . 1H6~24mg# #Ed
e L. LA 5T CTROESF 2. 1 Th 2.

CUBHERBEE ICH (T 2 RERDWE)

17.1.5 S MEEFEEEER GEHIEER)
PEHIEY — FUZRET Y — K28 L 72 B T HIpEE B ¥ (256
Bl HARNBETI Z &) 23t SACEN L 72 7 7 1 R e AL
EEWREATHEMEBERBICBWT, 7Y ET IV — b 2dmg (B4
J5 U C12mg ™~ O E T fE) % 1 H 1AM T L 72 BE, SREHIR I B
% v 7S AR BE (Young-Mania Rating Scale. YMRS) & &1 2
DNR=AF A v 7o 0% E (P + EEFEE) X7 ) €7 IV — Vi
-12.0+12.9, 7L FRE—-6.0+14.4T, ML ZDI5%EMHX M IZ
—6.00-9.4, -2.71CTH VY, MIFMRAEZEIFRD 517z (p<0.001.
N—= 2T A Ml J OFE T L 7238580 (3817-1),

F17-1 WAEHEiER L2 515 5 YMRSE RO R— 2 5 1 ¥ 5 5 D%l (FAS,

LOCF)

YMRSE A 75 & ARE & DR
BEE | ~—x I P R I "
54y M |25 0ZbiE | [95% x| P
7T KRB 125 28.0£5.97 [22.0+15.23| —6.0+14.4
TIETS
T — Vi

-6.0
122 1 28.3+5.96 |16.3+13.37 | -12.0=12.9| [-9.4,-2.7]

(Tl + RS, ) N— AT 4 RO E Tl L 72355853 H)

BIVE I FSEAEE (X, 1236177451 (60.2%) TH > 720 EEWEMIZ. 7
BV T2301(18.7%)  HRE1461(11.4%) . AHRAELLBI(8.9%) . MR-
1161 (8.9%) e OSHi A8 %961 (7.3%) T » 7220 %),

17.1.6 REB%SHER

() B EEER
TR Z 52T LA (9961, HARNEZR20 % &) & 0 RIZE
Wi L7277 2 R mE R HMERARICBNC, TS
V= )V12~30mg % 1 H 1228 fi 4 5- L 72, YMRSEGFHHOHER LT
EDEBY THo72(F£17-2),

#17-2 YMRS A OHER (FAS. LOCF)

<0.001

PG Bl | X=AF4 > 438 1238 2218

77 kR 42 8.6*7.58 |11.9+12.13|12.4*13.98 | 12.1*14.33

TVET I —VEE| 54 7.4%x7.02 | 6.6 9.37] 6.9+11.36 | 6.3+11.54
CP3gfi + B R )



FIE I SE U (X, 54BIh39610 (72.2%) TH - 720 EREIEHIZ. 7
H YTV TLITEI(31.5%) IRELSH (14.8%) . SEBFEE561(9.3%) . AR
SESHI(9.3% ) & USHLHE #2549 (9.3% ) TdH - 7229,
() EFFHEER (R TEFEHA)

FIHEAER 2 52T L 72 FBALE) - NG OB RA 4wk (5961, H AR
NEBEBENB 2 &) 2R RICHER L 2 IFERRBIZB VT, [owEsk
L LTHREED T 203NV 7 afiEF MU 20T RIHI O
T, 7V ETT V= )12~30mg#x 1 H 122 % 5- L 72, YMRS#A
FHEDMERIITEO LB TH - 72 (3K17-3),

#17-3 YMRS&&H A O (FAS, LOCF)

Bl N—=A 54V 438 1237 2238
55 30.5+7.75 13.1£11.63 10.4*11.69 9.7+11.84
(P + B R )

B S BB (X 5661H3951(69.6%) T - 72 FERBIMEMIX. £
EHNH1(19.6%). 771> 2 71060(17.9%) . EIR7H1(12.5%) K O
IR 761 (12.5%) Td - 7227,
) EMERFRER (R TEEHA)
P E Y — FXUZIRAMELE Y — P& 58 L 72U T 5k 8354140
ARRICERLIEERRBRICBWT, ROREEL LCRB) 7
AII NV THEEF M) AOWTARIHIOHHTT, T TS
V= 12~30mg#x 1 H 1AI248 4% 5- L 72, YMRSA G OHERILT
EDOLBYTHo7(FKIT-4),
F17-4 YMRSE ML OHER (FAS. LOCF)

% NR—=AFA ~ 438 1238 2438
40 23.2%5.50 8.8+8.46 5.1+7.19 4.4+7.23

(P39l + R
BIE IS B (&, 41603861 (92.7%) TdH - 720 EBIEMIE. 7
YT 1961 (46.3%) . MEIRI1E1(26.8%) . $RELIH] (22.0% ) K N
861(19.5%) TH > 722,
(3D + DDREEITBEECTTHERRHERD SNEVEEICIRSD))
17.1.7 ENEMEER
L) DFNEBE T LRI FED 5 N vk ) DR PERE E R 58611

L7z BRI o b= V) AR BEH (SSRD) Xitto b= -
VT KL F) Y FI) AARBEER (SNRD) (SaF 15>, 7R FH
IV, RBVETY U, INF VT IV ROTaax T V) KM
e AR CEMBEG L. T RMRSRED SN & 2N
1ZAERR L 72 #. SSRIDZUZSNRIOHEH T T, 71 €75 —)L3~15mg
X 1E3mg# 1 H1M6:H B 5 L 720 A% 5FAM 12 38 17 5 Montgomery—
Asberg Depression Rating Scale (MADRS) & &t O R— 25 4 ¥ H
SOZALEIITRIRTEBYTHY., 7)) ¥T TV —)L3~15mghf
K UBmgBEO WA T, 7T L REEH LRI RN A EENRO 5N
72 (3~15mgifp=0.006. 3mghfp<0.001, N—RA T 1 AT L /23
BT (3~15mehE. 3melEDIHIZ & 2 BRKETIH) ) (F£17-5),

F17-5 B AR RS 12 B 1 AMADRSE G B ON—= A5 1 » 5 0%t

(FAS. LOCF)

MADRSA R 77 kKL O
B B [ | ~—agqy | BHE
NEAIAL s onies | oswEmxm) | PE
75 b R 195 25.5%+7.4 -7.4 - -
TIVETST =) -2.2
3~ 15mgl 194 25.3+7.3 9.6 [=3.7.-0.6] 0.006
TIVET T . . _ -3.1
Smglt 197 | 25.2%7.2 105 | [0 5 |<0-000
Gl = Bl o) ~— A5 1 o B L 73 Bt (3~ 15male. 3mghko

NIz & % BRRSE TR )
BIVEHZE B &, 7)) €75 Y — L3~15mghf T194f) 1321
(68.0%). 7 EF 5V — ) L3mght T19761 1111641 (56.3%) T&H >
2o EREVERIZ. 7Y ET TV —L3~15mglETIET H ¥ Y 77141
(36.6%) . HRik2061(10.3%) . EHMR1361(6.7%) . HEAL3H)(6.7%)
OSALTHEHN1361 (6.7%)  3mgltT7 # ¥ 72861 (14.2%) . {EAR156]
(7.6%). ALTHIINI4HE(7.1%) . IE§%1260(6.1%) K ONASTHI In10%)
(5.1%) T - 722, [7.42M1]

17.1.8 BRI SHER
[ A 45 T A X80 7> & DR AT B Je OB 72 1L A A AL S 41726578 UL o
SSRIZIISNRI(ST F 5>, ZUVEFHF IV, vV FTY 2, I
FTT IV ROTau X T V) RS HOK ) ORFERE B H 1556
ZRPRICHE NS L - IEE I B EER 12 35 T SSRILIZSNRIO B T
T, 7Y YETF = )3~15mg#x 1 H1EG2HE MG L 72, MADRSA
FIEOHERIZTED EBY Th- 72 (£17-6)0

#17-6 MADRS& At H O3 (FAS, LOCF)

N=2

TIETT =)

e || 540 638 1258 2438 5238
2k
ot ) | 195 | 18-2%9.6]13.3% 9.2/13.110.2|13.7+10.6|12.3%10.5
RATHI 122 [16.4+8.9[13.3% 9.0/13.0+10.0[13.4=10.4|11.810.2
il
(655 1) 33 |24.8+9.3(13.0%10.2/13.4+11.014.9+ 11 5|14 2= 11.7
CPIME + R 22)

BUME I ZEBURE (3, 15561H111561(74.2%) Tdh o 720 LREIERIE, T
T DT 4260(27.1%) . ARERIIN2960(18.7%) . EIRISHI(9.7%) . IR
1461(9.0%) K UM ~ V) 2770 &) FEGIMLLEI(7.1%) Td - 7230, [7.4%
]

CNBEADBRAANRY b3 LTEICH D ZRIEIE)

*17.1.9 EASE IHGAER
DSM™-TV-TRIZ & 0 HEAMERE & S S e, SllEE =69 2 8592
B (6~17/%) = W SRIZFEN L 72 7T 1 R IRV 24 L = B E RO TR
watEEc, 7V 75—V x1~15mg/H CIH1ESHAM %S L 72
Wi, BRI Z 3817 5 ABC-J (REATHF = v 7 ) A b HARGEH) O
BEUETMREAITOR=A5 4 P50 tEIZ. 79 R
LT UET TV = VBT I 2 A BT 517z (p=0.044,
BOGBERINRN—-A T (4 v OEREXS (=40kg, <40kg) 2 KT & L,
N=RA T4 AR L7 Es) (E17-7).
) American Psychiatric Association( K [ 4§ #ff £ % 4% ) ®Diagnostic and
Statistical Manual of Mental Disorders ({5 EOZMT - #iat~ =2 7V)
FLT-T AEAMIRE 2 BT 2 ABC-JHUE M TR REA I TDONR=A T4 »H b
O%ALE (FAS, LOCF)

et iR 2 2 7 77 AR E DAt
IS P P T
BRSO R [~oAsdy | mmE ] o
S4 > | EHiEE | 25 0%k | [95%EEK ] | P
T REE | 45 | 26.8+6.5 |20.2= 9.1| —6.7*11.0
TVETT 47 1 27.1+7.2115.8+10.1|-11.3+ 9.1 [*7783?0 1] 0.044
Lk 1+7.2(15.8+10. 3% 0.

CPIfE £ BERE, )G HLON— 25 4 » OFEK 5 (=40kg. <40kg) % KF
Ll R=RF 4 R L L5 BT
BRI S HUAE I 13, 47002861 (59.6%) T - 72. T EMEMIE,
MR24%1(51.1%) . A &RIKE5H0(10.6%) K U8 B %361 (6.4%) TdH -
f:31>. 32)0
*17.1.10 ENREBESHER
&S T RRER % 52 T L 72 B 8561 (6~ 17m%) & e RIS T2 L 72 IF B Mk
WHEMRBRT, 7Y YT IV =V %1~15mg/H TLHLEEES L 72,
ABC-JHEM TMNREA I 7T ORI TEDLBY Th-72(F17-8),
#17-8 ABC-JHUEME T ALREE A a2 7 DR (BT R4, OC)
NR=AFA4 83l 2438 48;8 963
17.7+10.0(85) | 13.5%£9.9(83) | 13.3+9.9(62) | 11.6*8.8(46) |14.9%10.3(26)
(P39 + Bl R 2 GRAEI%) )
BIVE S B I 13, 8501 h47#1 (55.3%) T o 72. EREIWEM X,
2561 (29.4%) . R HN166](18.8%) . HAL M %651 (7.1%) K UM E
WICHESH (7.1%) Tdp - 729,

18. EXPEIE

18.1 {EFER
TVET T —= )ik, RN VDo BHAREG 7 T = A MEF. K283
YDA T T= A MEH, 0 b= U5-HTuS Bk 7 7=
A MERARO T b= U5-HToaZ AR T v 5 T= A MER % B2 450
EHITH Do, WHEZET IR TH L5, b OSEHIE A IR
BUAAMEIZFEG L TWEHDEEZLNTWEY,

18.2 SZEMAFHRAOM
ZERMBEARBECT, M2 M RS YDy B B RS 2Ds, BB
to b= U5-HT K Ok b b = U 5-HToaZ BRI L TRV Bl
PARL, B h /83 YDy, B hEH b =Y5-HTee, & htH b=
5-HT7. 9 v MK Za-7 FLF) Y ROk b 2% 3 P HZEAL
WCHREOBMEEZ R Lize 7 VAR A AT Y M. T v MOBRA
AH) MR OEIVE Y MAG A A S ) ¥ Mz AR R 5 2 BAIE
K& 723977 (jn vitro) o

18.3 RINZVDZEFERS 7 =X MER
RS VDo RIS LT 7 T=A ME LCIEH L7229 % (n
vitro) o X AR T v MIBWT, K783 AAREIPERR S E D TUHE L
ZZIREETIE B8NS VDRI LCT vy T=A M LTEM L.
RS 3 BRI EE DML T L 72 IKRETUE /83 VDo BRI L
T7IT=AMELTERLZ® ™,

18.4 RINZVDZEFERS 7 =X MER
RS2 VD BRI LT 7T T=A B & LTHER LY (n vitro) o

18.5 €O = V5-HT B #ERS 7 =X MER
Lo b= U5-HTWZ BRI LT 7 T=A b & LTER L 72 (n
vitro)o X AN O T b= U REIS-L FO X A v M- VEEEE S
BERL S, v MEREOO F = v 2 —0 VSR EIHIL 22,




18.6 EO = U5-HTASBF7 Yy I=X MEHR

TYAIBN TR N = U5-HTaZ BT T2 A MI XY FREIND
TEZAL 2R L 222, 72, k0 b= 212X 55 v FPILMIBACa
TR BN A PO L 72% (n vitro) o
18.7 BERAEREIRICEET SEMEST IV TOEER

P PEEIR DRI & £ 2 5T D T o AR bBEBUS & ) L. N2
ROIETH L EEZEZLNTWE Ty Fa¥y 7)) 7 FRUSEIIH L7224,
18.8 hH LTV —EiEER

ST ARYT v MBS T EEN A FEREE RTINS
LHE LTy —EREMOEDEOHEILIZ, 7ol raxy v KU
NERY F=L &) KEho729,
18.9 M 7050 FVEEZRETT 2 TEMFFIE RN VDZEFICH
I B1EA

F v M TEERZE NS VD AFRISF LG T T =AM E LTE
FHL72% (n vitro) o

19. B ICRET HIBEERNR

—f%%& : 7)) ¥ 75— ) (Aripiprazole)

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

C23H27Cl2N30z2

448.39
H
ﬁN/\/\/O N 0
N
94
Cl
HEOR S I REOM K TH L, XTIV T VI —)VIE
R <L BERE(100) 12 R IR 34,0 K. 7R = b,

AY =), TFJ—=)V(99.5) LiIAFH T EALHE TR
[0S

22. @

(FUETSY—-IVAAKRImgmalv o1 1)
ImL % 30 (108 x 3)

(FUETSY—IVRBERIMgm a8 T1 D)
3mL x 284 (74 % 4)

(FUETSY—ILARKEMgD a0~ 1)
6mL x 28 (78 % 4)

(FUETSY—IVARKI 2ZmgZalb o1 1)
12mL X 284 (74 x 4)
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