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TaB. Fhin, ERICEKDEEEBT 5. 1H&IZ30mgzE A 7%
nwI &,
(RIBHEEE (CH T I BRERDSLE)
BH. BRAIETVE S5 —)L &L T12~24mgZ 1 H 1R 4%
53%, /5B, BBAEIT24mgE U, FElis, EIRIC & 0 EHHERE
T 5N, 1HEIF0mgE B AW &,
CMNREAD BERARR Y NS AFEICHED SFIEMS)
BE., 7UVETZJ =)L ELTIHImgZBEAE, 1H1~15mg#%
MEFFHEE L, 1HIREROKRS T 5, &8, ERICE O EEHENE
T5HH, HEEIIHEEL THRASmgE L., 1HEIZ15mgZEiE A
T &,
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7.1 AFINEFIREBIOET 2 ETICR2EMZET 5720, 2R
NIz imzbf;bn_tﬁ\%ibm [16. 1. 22 H1]

(& KRE)

7.2 AFNOREEEILER/NNEERD XS, BHEIELICHEEICHEER
Lo ffid s 2 &, HMREICKDEOHERIMIEIN TN
VW] [17.1.1-17. 1. 45:H8]

7.3 MOPHEHIREN S ARFNCEFTHEELID D, HiITHEAE
PHE DB ARG T 2BEETREANKEL ST WD, 20X
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CNREAD BERARR Y NS AFEICEED SHIEMS)
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8.1 HR&. TEEJ1 - Pl - KNHEBEENZEOR TR D Z &N
HBDT, AFIFEGHOEBRFITITHBEOERS G 2 D AR
DRI ESERVWEIEET DL,

8.2 WERBIE b7 R=2 2, ERFESESORLCICESZ &
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D% 2k, 2R, HIR., 28, BRSO SO 8 - IR
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Zé&, [11, 1.2, 8.4, 9.1.3, 11. 1. 63#]
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11. 1. 78]
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ONEGEICELEIIZIEC TREX KRG 2R IET 272 &, w#EY)
BALEZITS T &,

8.6 AAIDHGITIVKREDEE (M. WD) 2RTZENDHD
@T $%&5¢@%§@%@E&Em<ﬁ§b REDZE N

RO SNEHEICTRIEE (BIHEOREOERSE) #EmL.
%Etmbfﬁwﬁﬂﬁéﬁﬁut

8.7 fDFUISHIRHKZBICHREL TWAREME /OS5 7 F ks
NEWBETAAZ2EE5T5E, METOS 7 F D EENKTL
ARDHEET2ZENHZDT, AL, Bill. = NRE:S
EORBITTHERTH &,
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9.1.3 EREXIIZTOREREEFTHEE. b L IERBEORIKE
=IFE ESEOERBEOEREFEET 2EE
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A B R (R AFOERNITT | AF O3 ERHE R
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14. BRALEODIE

14.1 EFIRAFEOEER

14.1.1 PTPEEDHKANIPTPY — "6 HL TIRAT 2L 55
T5HZE, PTPY— FOBEAKICE D, DS A IR AR RE IR AF A
L‘%gmﬁﬂ%%:bfﬁ%ﬁ%%@i%@éﬁﬁ%ﬁ%?é:
&m o

14.1.2 ARENIOPEN THELNICHET 2 2 ENSERD A KiaL)
THIRARRETH D45, DK & ORI & 0 2 F 788 2 iR
T HHAITII/R N0, HAERIIHER 3K TRAAT 2 &,

14.1.3 B-FEDIRETIZ, /KAELTIRALRWZ &,

14.1.4 /NEOFOJENIRNFNRE TS Z &,

15. ZDDEE

15.1 BERRR{ERICE D < 153K

15. 1.1 FANZ K BB HIER RO ZRARIENHRE TN TN D,

15. 1.2 HMETHEMES N2 @ RBANEBRE 2 MR E L 1TORKRR KR
BT, AFlIZSDIEEHPUS IR SRIT T o bR %58
LT, FBERNL 6~1. TEEh o EOWMENRD 5, FERH
W3Hx THo 2N, DIER (DAL, BREE) UIEEE
(Mi%6%5) 12X BHEMEN oIz, 7B, AFIDOIRKER (FH9384.
SEHPAERS2. 45% ; 56~995%) TIX. BT R UMIME R E (IMzarh,
—EPENE M FEIES) ORBERN TSR ELEL TEM D 2.
F7- HETOEFRABICB VT, ERFUE MRS IEERHURS
I & RRRICETE RO FRICEEST 5 & OMENRD 5.

15.2 JERRRREERICE D < 1B

15.2.1 WWothsE (RUZ. Tv b)) ONAFEERKRICBWT, AR
JE% (M~ A3mg/kg/HLA L. WS > F10mg/kg/H) KRUTF &
WIEE (M~ ™ A3mg/kg/HEA L) OREFED ERSMEIN
TWa, ZNS5OEFERT-wETRnF oS5 F >0 LR E
B L =2k L TE<HmenTWS, T v hONAFREMERERIC
BT, 60mg/kg/H (BEEKEHERHEDL0065ICHY) OlfED
B G CRIR R ENERE OFRAMED AN HEINTNnS,

15.2.2 IV OREROFESHABRICBWTIHEHO S NDILE (JBIR. JH
W, Ba) 4EE~52E MR D25me/kg/HA EOHET, If
eV B 1 0D A 4 i A L R PIT L 703 393 Rl 3l B 0 50mg / kg / A
UEOMBTHESNTVS, WERTIET S —)LHkDOHE
BORBINT IV TIEMEEZBADIRELROILELEZD
DEEZON. BB, ISR OE SMEATHRITBIT 2 EE
(1H H15mg/ H#% 5. = DO#%6H30mg/ H KIE R D% 58) 13
WVIEHFHFIZ BT 2BEDS. 65LA T TH D, £, b MEHHITH
F BIRIEE DS, AL FTh o 7.

16. ZEAENEE
16.1 MAEE
16.1.1 HEkS

fREERRAICY U E T 5V —)3mg (DN AESE X3 me) 22508
IFHEAEIRE e 5 U 72 IR, IS P R 2 AR IR RS 1 3 4% G4 A IR R C e i
WL, A IR0 R CTdH o /- DEN AR Sl /K 7R
U CHREIAE EHITHREG L ZROWTIUIB W T H%EiE3mg &
EFEN R TH > 72,2
T UET 5 )L 3mgHIEE SO T A —5  (DEANRIESK s LEES)

iy tmax Crmax tiz AUCisshr
4 (hr) (ng/mL) (hr) (ng + hr/mL)
T IRE PN A S 8
Gk L) 3.14+1.35 | 13.53+3.262 | 59.63+9.740 | 630.4+191.3
WiE 3.29+2.45 | 13.52+3.441 | 59.07+9.778 | 637.6+209.7

CESfE B R 2, 2141)
7Y E TS5 =)L 3mgHiEHE SR OIRYIBIRE)N S A —4  (DENAESEKS O £5)

i tmax Crnax tize AUC16snr
e (hr) (ng/mL) (hr) (ng + hr/mL)
I PR o S 6
K D) 2.70£1. 56 14.14+2.721 | 60.61+16. 28 653. 9+£219. 2

7o—)L B

13. BERS

13.1 fEIR

SV E D ERPRR S & TR B FEME ICB W T, &M, 260mgE T
HFE I BRI B ERER G I N2 RAITH N TER, [EIR,
MmE LS. Bk, BHZEOERIFEINTVWD, ThiE
195mg F TIRFEMITRA L7Z/NBIZHWT, —iBEoE#RINE L.
THAREE DR FEB U 720

13.2 fLE
EHEROBHBGIIARTH S, MKSITIEATRVWEEZS
N5, Iad, MARRHOEENEZEZ SN GRIIZOEEICH
BMETHZ &, [16.7.680-]

e 2.75+1.25 | 15.11£3.635 | 62.70+18.91 | 678.2+238.8

CF 1l £ BERE. 20/1)
16.1.2 RiEHRS
fERERR LSBT Y U E T 5 —)3mgZ% 41 H 114 HME# S L
i 7UET S =)l O MmBEREI RS 14H F TICEFREICE]
L. REHGZOMEIEFINIK6HITH > 72,99 [7. 12 ]



7V ET 5 =)V 3mg Rk G DI BRE N T A — 5

SEYENREIN D A—5

ey tmax Cinax ti/z AUCoanr HEINT A—F BEINT A—4
- (hr) (ng/mL) (hr) (ng + hr/mL) AUG C . .
72hr ‘max max 1/2
g i | REIH | 57213 | 12.0027.96 - 159. 095, 1 (ng - hr/mL) |  (ng/mL) (hr) (hr)
g >ty S S
L oy |18.458.69| 0.630.63 - 8.2+8.2 Obgima (1, | 526.3%116.4 | 18.86+3.20 | L81+1.05 | 57.8+20.9
gy | I | 42504 [44.26229.28 | 64.59215.39 678, 0+413.09 ﬁiéé;; 570641327 | 213623 47 | 16320.81 | 58.1420.3
14HH miﬁ%@% 6.246.7 | 10.88+6.42 |110. 23464, 94| 185. 7+93. 49 M = B . 1661
I 3E RN ZAUC, Conad ™ D/X T A —HF 13, BB ORIR, (RIR OB E%L -

(= B9, T+ EUERE. 1561)
a) JEEAH. b) 9L o ZERHEOAUC
16.1.3 E¥2HRF R
(FUEZ SV —)LoDfE3mg [k—"71)
7UETZ—)LOD#E3mg Th—"7) &TEY 771 OD§E3mg%. 7
OZF—N—jkickDznEnlsE (FUETS/—)IL &L T3mg) #
BB FICHE R HERE O G OK/x U CHRA R OVKTIRAD L Tl
R RBLRREZHEL, HoNEYBE/NNS A—F (AUC,
Cinax) 1T DUV TIORBHK AT TRREAHINT 21T o 7455 1og (0. 80) ~
log (1. 25) DFFHNTH V. WD A=A RS S /e D
(1) k7 L THRA

(ng/mL)

25 )
o= 7YETFFJ—)LOD$E3mg [~—"7)
——  TEY 771 0D§E 3mg

2017 SEEE + IR A, 1561

EEEERE

5% OREH (hr)

Mg R HERS
HIEHE) T A—4
HIEINT A—=F BENTA—H
AUCrznr Crnax tmax ti2
(ng « hr/mL) (ng/mL) (hr) (hr)
TFUET T =)
OD&3mg Th—1) 557.24+115.8 | 17.89+3.42 | 2.47+1.13 | 54.1£16.0
IEYT7A
OD§E3mg 577.4+136.4 | 18.43+1.82 | 2.53%+1.30 | 57.0%22.3

CFEflE +FRHEfR . 1561)
MR MZAUC, CuaxED/XT A —F 13, BBRH O, ARIK D ERIREEL -
EHISE DB AT K o TRIS D RN & %,

(2) 7k THRA
(ng/mL)
25
- o~ 7UETZJ—=)LOD$E3mg [h—"7]
| —— YU 771 OD§ 3mg

20 1 T + R 160

|

12 24 36 18 60 72
EH B DR (hr)
R R

RS DAL BR R PR 1T & o T 2 TTRENE ) B B

16. 2 BRUR

16.2.1 BEDEE
TR AT T U E T 5 — )l 3mg & ZE G 3 A1 B R 4% 5
L7k, 7UE T TV =)V DCnax X CAUCIZ KT T B F O EILR
W ENBMNO 7.0

16.2.2 NS FTRASEU T«
ERNCBIT DT U E TS5 — )L O 58O N A1 F 7 X
15U TF 1 38T TH o= WEAFT—%).0

16.3 9%

16.3. 1 9T BHE
EERANCBTBIALIEY U E 75 —)L3mg K188 0% 580
DA FEIES. 86L/ kg ThH o /2. HEDRERAITBITETUES
TV — )b 2mg #3505 D 43 A A fE 134, 94L/kg TH - /2,38

16.3. 2 MEEAKAE
REARDMEEHFEARIZINU LT, FELTTILTI > &f
HL. EHBERICBVWTUN Ty > DA ELIIAE U,
F7-. ERBMYTHD0PC-14857DIMIEEHFE AL B, LT
» 5 (in vitro. FEBENE) .

16. 4 a5
TUE TS —=)NEEITETRH SN, FIERE@ES R0,
F & L TCYP3A4 & CYP2D6IZ & o THi/K#EIL Ekigb 22, £7=
CYP3A4IZ & > TN- 7 IV FIAL %21 B, ik FEIK (OPC-14857)
MIEFEFICBI 2 EREHTH B, OPC-14857T1E 7V ET T —)b
CREALIR) LRI REEEE R OCRBRKIC X > TR#Ia N 5,
EHERE 514HHE) TIIRZEARITH T 50PC-14857DAUCD
BEIR2%TH .99 [10. BH]

16.5 HEtt
TR NICHCE#R 7V ET 5 =)L 20mg ek O#% 5 Lzk, &5
T HEDFKI27% e 60% 3T NE R R M P IC Pt S iz, R
ZACRIZE RIS X ., RPICIIBR S s o GHEA
F—4).10

16.6 HEDEREZETHEE

16.6. 1 BipelEERE
BHEOEHEREREBRE (V1L 7F=2>r U7 5> ZA<30mL/
min) 2B DB T, BHEAERZICK DM PEYEENDLE
3 ol GHEAF—4),1

16. 6.2 AHipElE=ERE
FFHEREFE 2= 1k 521945 (Child-Pugh/}8A~C) ITBVF 2 it B Tla.
Hﬂ%ﬁ&)[ﬁﬂ‘%tié TUT T ANDEE I Do NEAT—
7). 12

16.6.3 EEhE
e 65 L) K7 U E TS —)L15mgZ HEREO# S L
RO U7 5 203, EmEE (18~645i%) XD HFI20%K0 > 7=
HEATF—%).19 [9. 85H]

16. 6.4 P£51 - BE
R AT U E S5 —)L1mga BEROZE L RO 7 ) ES
TV =)V DEYFREITEZE T A S NBN D T2. Fm. O KRIER
HTORERMATORSE, BT YU E TS5 —)LOEYHEICE
BEEZDHRTTE RN GHEAT—5), 1919

16.7 EYHEEER

16.7.1 ¥=o
R AICBNT, CYP2D6DHEEMZHT HF =2 2 166mgs 7
VET IV —=)l10mgDitHIicE D, 77U ETFJ—)LDAUCIZ107%
L7z GHEATF—%).19 [10. 220]

16.7.2 /NOAFEF >
fERERR A IZBWT, CYP2D6D M EEM 246 5/N\0F 1 F > 20mg
ETVET T = N3mgDHEAICED. TUET T =)L DCnaxk
VAUCIZZENZEN39% K 14043401 U 72, 10 [10. 2508 ]

16.7.3 4 b5V —JL
fEFERAITBNWT, CYP3AAOMEERAZHT D1 FoaF =)L
100mgE 7V ET I —=)L3mgDHEHIcLD, 7UETFTJ—)LD
CmaxX CAUCIZZNF19% K D484 AN L 72,17 [10. 25 ]



16.7.4 S kaFV—Ib
fRFERAICBNWT, CYP3AAOMEERHZRT A7 hadJy—)b
200mgE 7 VU ET I —)L15mgDHHICEL D, TUET T =)L D
Cinax X CAUCIZENZFN3T% R 63%E ML 7= BAEAT—4) .18

16.7.5 AINTEE Y
A IE XIS A LFREREERFICBWT, CYP3ALDFAEER
EZHTHHIVNIEE > 400mgE 7 U ¥ 75 —)L30mgD B %5
ZED., 7UET T =)D Crnax X VAUCIEZ N Z3168% & TN T3%AEK
TLE GLEATF—4).19 [10. 28]

16.7.6 SEMR
BB ANCBNWT, 7Y ET 5 —)L15mgfk 5 1% OiE % 50g
BE5 T, 7UET TV =)L DCrnax X TFAUCIZZE N T 141% S UB1HK
TLE GLEATF—4).20 [13. 28]

16.8 ZDfth

(FUEZTSY —)LoDgebmg Th—2 1. 7Y ET SV —)LODEE12mg
k=921 ZUEZ SV —)L0DgE24mg Tk—71)
7YUE TS5V —)ODEbmg Tb—T ], YUE TS5 —)LODE
12mg h—7 ) ROT7UETSF—)LOD§E24mg [~—") 3. &
BNEZLROEREAOEDFHREETA RTA1 ICEDE,
7UET TV —)LOD§E3mg [h—7) ZEHERFE Lz &, EH
BEEHRILE SR I N, RIS E Al S N2 22,29

17. BEERAIE
17.1 ARV R LM CRT 5HE
TUETS—=)ViE (dEse) Oz TSRS,
(& K TE)
17.1.1 EAEEASE T 485088
7 U E TS5 —)L4~30mgtD SRR 05 L= FEmilkics
W, A RTERFL290ICBT 5 ERREIIROEBD TH 5,
FHFMIEE Th 2 i 2 MUGEE OUWERD 1L, 48.8% (63/129
B) THo7.2 [7.25MH]
17.1.2 EMNEE DEER
Q) A THRE R 2420 % K 51T MG U 7= FEE 0t HE — 8 B e Ll
BIZBNWT, 7UETFJ—)émg/HZBIEHAEE L. 24mg/
HzEHEHEE L TIHIESUI2MEBHAMFE O E Lz, EHET
MiIEH TH 2 REEBREEEITBITIRERVIUTICRT &
BO T, HEKMEICHT 2HEMERD 51,

(2) BRFHE

WEMCD B EIERES LTI REINFZ R E LTSRS
FEEMILERE COEMASE. 156mg/HED) 12BW\WT, CGlkEE
B WIIPANSSZE W THREZER L., EEAEMERZ2 MK
EAALEIN NS ERETOMM) &L, YUETS—IE TS
TR & el U THEFEORER 2 K505 S8, BRETOMMZ2EE
WCHE L= (p<0.001, log-ranki#d). BIVERFEBISEEZ. 1534
7661 (50%) Td o7z, EREIWERIZ. AIRAES6SH (24%). 7 H
CYIB (7% . AL (7%) . ZEmIFI (6%) K OMREESHE (5%)
THot.2 [71.281]

H) GERIPEEEEN LOKELERT, BEABREER. [EHKE,
SR, TREEWRE). (R, TREEL). [hespem(l), TEHEl, M
SERAE) THHE L 7z,

BD AF QKRS N ER ORI, [1H6~12mgz BiAMH &, 1H6~24mg% i
Frf & U, 1RSO32EN 5 TRIOE 5T %) Th 3,

(RBEFEE (CH T B RERDSRE)

17.1.5 ENEEERHERGER (IR
BEIEY - RXWZESGHEIEY —RZELZ0M I BIEESRHS
(25601, HANBEZETIZEET) ERNRICHEBL =T Tt hxf
EA L EEREITHMLEERBRICBWT, 7UE TSV —)l24mg
(RAEBEITE U TL2mg O R fE) % 1H1[E3EM %S L 7z K.
BRI R BT 5V > VBRI R (Young-Mania Rating
Scale. YMRS) &EHEONR—ZXF1 2in6ORLE CFHE + E1E
7)) 37V TS —)LHE-12.0£12. 9. 75 R#E-6.0+14. 4
T, BEZEEZOBHEHEXANZ-6.0 [-9.4, -2.7] THUO., #Hat¥
W EBENED SN (p<0.001, N—Z 51 Ml i NE T
U 72353 8T o

R 51T DYMRSA ZHED R —Z 51 >/ 5 DZLE: (FAS. LOCF)

YMRS&E Gt AL AR RAOb YRR

BRI | g [ ~-z940 B2
NRIAYN aying | pooklkR | (osuEExm | P

7w ARRE | 125 | 28.045.97 | 22.0+£15.23 | -6.0+14.4 6.0
7UE75-IE | 122 | 28.3+5.96 | 16.3£13.37 | -12. 04129 | 94 -2.7]

<0.001

b 4 e

TVET T =V RE 120 45. 8% (55/12031)

RIE R FEBEE I, 1204109361 (77.5%) Tdh o/, EmE
L RHE GE) 3641 (30.0%). Y 27266 (21.7%). &
2561 (20.8%) . EACARIRLAHB (11.7%) K O I 13 5
(10.8%) T o7

(2) e RFE B AR 24301 2 I RIT N L 7= T2t Bl — B B e L
BizBWT, YUVETS IV —)l6mg/HZEMIEARES L. 24mg/
HzE&mMAREE U TIH2RSAME DRSS Uk, LEEFHIEE T
BB HERUEEIC BT HWHERV I TICORT EBO T,
B E RIE I T D AR D 5N,

CTIaE £ R, 2) N— 2 T 1 AR OECH T U = 365 B b
BITEAFEEBEEL. 1236197461 (60.2%) Th oz, FREEMIZ.
TR U736 (18.7%). {EEELAB] (11.4%). RERFELLE] (8. 9%).
MEH 1161 (8. 9%) M ORELE LI (7.3%) TdHo7z,20-20

17.1.6 REIREHER
(1) ERERFER
B 22T L= A 5 (9961, HARANEBRF2F 2E) 2 /R
i L 7= 7T BRI EE TR ERBRICB W T, TUE
75 —)L12~30mgZ 1 H1m22AR#% 5 L /=K. YMRSE & S 0 #E:
BIEFZDOEBDTHS 7=,

YMRSEF MR (FAS. LOCP

5B Bk | R=2F1 > 48 12i8 223l
AT 42 8.6+7.58 |11.9+12.13 [12.4+13.98 |12.1+14.33
TUETTJ-)VEE | 54 7.4+7.02 6.6+9.37 |6.9+11.36 | 6.3+11.54

b G 1) )

VR AVEDI % 255 120 31 7% (38/120451)

FIfEA BB, 12068761 (72.5%) TdHol. EREIME
. RER GE) 42 (35.0%). 7 HITT717H (14.2%). #&
BT (14, 2%) . (REBEAD166] (13.3%) KB IR144]
(A1.7%) THolz.2»
TRTOENBERRBIIERIERIETEBIN TS 20,
BT DI ETHROERNED SN DNENMIMIEI N TN
V1,29 [7. 25 H4]
17.1. 3 BRREAREHR

B EREE 2 A ERMIEE & U224 L5 o R% 53

i (6~24mg/H. ®E30mg/H) TO. A KME”BRFE20441

(253 PARE & ¢ 5k U 7= 2B 12 BT B B ETAM I D o & 2D 13

41.2% (84/204f) THo7=.2 [7. 28]

17.1. 4 BHENAHER

(1) 2MEHREtER

MEEREOAMMEMOBEEZNRE L, 455 WIT6EME S

O 7 TR EE R LR (31061, 30541, 42061) IZHBNT,

TIUETS =TI T T uREEE il U TPANSSE RE A& s &

OIS 2 A BTk E L7z, PANSSE REAF S CEEZEL®) k. 7

Y ¥ 7S5y —)LEEME 05 30mg/HX1%20, 30mg/H) T 2458

M5 U2 T, 78R8 -2.9(10261). 15mg/HEE : -

15.5(9941) . 30mg/HEE : -11. 4 (100%i]) X% 75 R : 5. 0(103

B, 20mg/ HEE : -14.5(9861), 30mg/H# : -13.9(96%)) TH D,

TUES S —)VEEME (10, 15, 20mg/H) %D 2 fH u 7= 658 [#4%

50T, 7T AREE  -2.3(10761). 10mg/HEE : -15.0(103

#). 15mg/HEE : -11. 7(103%1) . 20mg/HEE : -14. 4(976)) TH >

7= (BEEE T SRR & D S RI1Ep=0. 01) .29

2B, 15mgZiBASEHAEREN10UImgL VI ENEmNEND

IEFDRRESN TN [7. 25:8]

CPHit + B (R 25)
FIE RSB L, 54B1H39%1 (72.2%) Thoiz. ERFIEMIZ.
THIYT1ITH (31.5%) . HREE8HI (14. 8%). EBEFRIB5H (9. 3%).
AURIESF (9. 3%) M OFHAL @5 (9.3%) TH-o7.2
(2) ERERER (ROREEGHA)
SRR 2 58 7 L 2 BAL B - REHI K A5 F 1k f (5941,
HAANBEZEIFZED) 2RRCERLZIEFEREBICBNT. K
DEEIRE LU TR Fy ANV 7OEF hU T A0o0ndnnl
KOPEH T T, 7UE T T —)L12~30mg% 1 H1[E22ER#% 5 L /-
B, YMRSEE SOOI TFEDEBO TH o/,

YMRSGAF MO (FAS. LOCF)

Bil%k RN=ZAF1 > 43 1238 223
55 30.5+7.75 13.1+11.63 10. 4+11. 69 9.7+11. 84
CEIME + FE (R 72)

BRI B E, 5661396 (69.6%) THorz. ERBIEMII.
REHEMIIE (19.6%). Y > 7106 (17.9%) . GHR7H
(12.5%) FOHREETH (12.5%) TdH o 7z.2

(3) EMERAKRAR (RPREEMA)

B TEY — FXUHREMETEY — R Z2 2 L 20 I RS R#41
Bz RICENM L 2 IFERRBICB T, [ REEE L TREEY
FULXZNVITOfEF ST LAOWTRMIFIOHA T T, 7UE
75 —)V12~30mg %1 H1[E 248 £ 5 U /- lf, YMRSEEH s OHE
BIITXROEBDTHo L.

YMRSEFHROHER (FAS, LOCF)

Bil% R=ZAF1 > 43 1238 2438
40 23.2+5.50 8.8+8.46 5.14+7.19 4.4+7.23
CEIME + FE (R 72)

BRI FEBEEE L, 415138651 (92.7%) THol. FEREIMEMII.
THI T 196 (46.3%) . MEIR11E] (26.8%) . HRERIF (22.0%) K
CEELLSH] (19.5%) TdH - 72,30



UNREIDO BRARNR S bS5 AREILHED SFlEME)
*x 17.1.7 B DEEER
DSM#2-TV-TRIZ& 0 IR E S ZHiS . SHlEE2ET 548
#9261 (6~17i%) ZXMRICEEL 727 7 L RMIBEIEXA (L _HER
WAt MRS T, YU ET S —)L&1~15mg/H T1H1[A8E
FIEE 5 U 72, Bet&arliRgIc B 2ABC-] (RETEF v U X
NHAFER) OBHBMETMREZITDOXR—=ZAT714 2hb6DE{LE
. TIERBICHLUT Y ET S — VB TTHRETENRE BENR
Doz (p=0.044, HEFHKMUIN—Z T > DEERKXIS (2
40kg, <40kg) ZHT-EL. N—A 51 > 2ELRBELEESE S
*ﬁ) . 31),32)
7£2) American Psychiatric Association CKE# il 4% 2>) @ Diagnostic and
Statistical Manual of Mental Disorders V&R DZNET - HFt~=2 7))
FEEHRE I B D ABC-JEE S T REZA A7 ODRX—=Z T4 >0 6 D4 kE (FAS
LOCF)

(R s —— 75U AR E DAL
RHRE | Bl -
N—Z Hf& N=A51 B i
S | N | hooskE | (ssEExE | PM
TS5 REE | 45 | 26.8+6.5(20.2+49.1 | —6.7+1L0 _
: 3.9 0. 044
TICT/-IE | 47 |27.147.2 |15.8+10.1 | —11.3+9.1| (=78 —0.1]

CE¥l + AR E, a) REHILTR—=Z T > DEREXS) (=40kg. <40kg) %
HFEL, R=RATA > &HERE LS
FIVEARBIEEL, 476280 (59.6%) TdH o7z, EREIEMIL.
EHR24%1 (51, 1%). BBRHEGRSH] (10, 6%) K OEREE3S] (6.4%) T
Hol,
*x 17.1. 8 BRI EHER

[ENE AR BR 2 52 17 L7 B85 (6~175%) ZxWGIcHEmEL 723k
ERIERIREMRE T, YUY TSI =)V E1~15mg/H T1H1[E#
HUK. ABC-JEEMETMREZADT OEBIITEOEBD T

Ho 7z
ABC-JRUEEIE T REZ 07 OHE (MRS, 0C)
N=RA71 > 8l 2434 483 96

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)

CREICES S PG AT 0
RIVE A FEBBEEIE, 856 4T (55.3%) TH oz, ERAIEMIZ.
HHAR2561 (29. 4%). FREEMIANI6H] (18.8%). WEEWZ6H (7.1%) K
CaRBTLESE (7.1%) THhol.

18. EEZNZR

18.1 YEF#R
TUET T —=)UE. RN DDeZAEEERS Y A= Z MER. KNI
DsZ By 7 D= A MEM. O b= 2 5-HTwZ B S 7 3= A b
ER ROt O b= 2 5-HToaZ R 7 > D=2 MEH 2 HF8 R DA T
D5, HIESHTIZIAHTH 20, ZNS OEBERANERICBIT2F
FAMIZHEEL TWEHDEEZLNTNS,

18.2 ZRGHEMM
ZRMFEGHBRT, 28 e NR)XI 2D ERRNNI2Ds Bt
O b= >5-HTiak Ot bt 0 b= 2 5-HToa 2 BRIk U T BlFn: 2
AL, ERNRNNI 2Dy B bEOMZ5-HT2e, & MO M= 5-HTA
Ty PRREE a1-7 RLFY KOk b RA% I D HIZERIHREE
OEFMEZERLUZe UIBRELZNY) M. Ty BOIRAARY >
Mo OEILVE Y REGAZ T > M2 BRI 2 83 KN - 7=

(IH Vfﬂ‘0)035>‘36)'37)

18.3 RN VD ZREEHT7 IR MEA
RN D DoZ BRI L T 7 I= A N & UTIER L7z (in vitro) . <
TAKOTy MZBWT, RINI BB RE D T L 72 RRE Tl
RN DDoZ BRI LT T > I A ME LU THERL. RINS AEH)
PEMRZEAME T U2 REETIZ RS DD R LTy I A R &
U TIER L 7z, 393939

18.4 R/NZ UD:ZARGES 7 T=X MEA
RS2 ODsZARICH LT 7 D=2 F E U THER L 7= (in vitro) . %0

18.5 A F= > 5-HTnZRGHHH 7 I=X MEA
o b= U5-HTAWZ BRI U TEy 7y A=A M E LU TIER L=

(in vitro)s XU AWANOELD b= ARH#P5-E ROF 1 > R—)L#E

Eﬁ%)%?)&ﬂ%\ét\ Sy MEREOYO R D a—O kR L
7—;036 L4l

18.6 2O F=5-HTWZ AT 4 T=R MEHR
RUZIBNTEO FZU5-HDaZ A Y =X MK DFEFHINHIT
L EWHEI Lz, £/ O M= ik B 5 MPLSIENCa R E
OEMZENHIL /2 (n vitro) .29

18.7 A KFERER CEAET 2E8MET IV TOREER
IBMEROIFEEZZ 5N TND Ty SRR GZ I L. NLE
4ﬁ®?‘§1‘§%’63@é EEZOENTVWS Ty ha> 7 U7 MRIGZEMH L
Jzo

18.8 o L7 —EiEER
XIAKOT y MBI 27 RE) b AR RTEEIERICNT 2
NhH VT —ERIEROEDs DRI, 7ol 7oy > koo
NRY R=IVEDREND 2,3
18.9 MHP7’AS I/ FVRELRET 2 TEAFE R/NI UDLZAEKIC
3 B1EH

Ty b FIRARRATEE RN D DoeZAURIH LT 7 I= 2 b & UTIER
L7z (in vitro),®

19. BT ICEYT SEZHMR
R N

S8

Cl

7Y ¥ 75 —)l (Aripiprazole)

7- {4~ [4~ (2, 3-Dichlorophenyl) piperazin-1-yl] butoxy} -3, 4~

dihydroquinolin-2 (1H ) -one

53 F 3 ¢ CasHarClaN3O2

43FH 1 448. 39

R BAEOERIHEEEOM R TH S, /oo Ay K
TR, K TERNZNUI AV = XITY ) —
IV (99.5) ITIFEAERT BN, EEZENED SN,
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