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16.1.1 NERUBEFDOEMKREBRE TORME
N KR OV AR DR R BB FITY AXRY R 2 8EZE 001~
0.08mg/kg/HOMARET 1 H 2 BIREKROKELLEE, (K
HdH -0 DR 0.04mg/kg/ H TR U7z b R Z8{bik
D Craxss XNAUC ; 13 HFE & L T/NETE HHEMET
Hole, MFEPERHY O-E FOFUZARY R2D
Crnaxss RONAUC -  I/NEEBEFETHBRETH 729 GLEA
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INB R OVEFE OREHBREBEEICY AR R 2 REROKRE L
BB OMHPIBE/N T A—% (K& H7= D O & 0.04mg/kg/ H
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(UARY R ELT Img &, 7 OAF—/N—{EIT K DR
RSB FICHE B R OB S U Tl 3 rp R 2 bR 2 1 E
L7z, 155 hf:%ﬂ%ﬂ@%%%ﬁ%‘/ﬁ TA—H (AUC0924hr\
Cmax) IZDWT 90 % [FHEX A THREMRNT 217 o 7 3.
log (0.80) ~log(1.25) DHEIPHAN Td 0 . HHI D L) 2= [R5
PRI N,

Y BNEE /N T A —F

Cmax,ss Cmin,ss AUC 7,88 CL/F
(ng/mL) |(ng/mL) | (ng-hr/mL) | (mL/min.kg)

HIE ST A—H BENTA—H
AUCo—24nr Cmax Tmax ti/
(ng-hr/mL)| (ng/mL) (hr) (hr)
JZRY KR8] 30.444 5.443 1.6 4274
O.5mngPJ +20.123 +3.252 +0.4 +2.150
U ZNNF—)VEE| 32.072 5.359 1.3 4957
Img +21.012 +2.592 +0.3 +2.004
(Mean£S.D., n=19)
(ng/mL)
10.0 4
"#1 80 4 —e— U K4t 05mg [NP) 242
‘,1)’ - URSE— MM 15
/7\2 6.0 Mean + SD.n=19
Y
\I\'
;}‘ﬂ/’% 4.0
E
20 A i
00 ¥ - - + : - —3
0 4 8 12 16 20 24
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(U ZX1 K 82 1mgINPJ)
U 21 R4 Img/NPJ & U 285 — )Lk Img DZh2h
18 ARY RELT Img) &, 7 OAF—/N—{EITkD
T RRE AR 55 1T A fr B BT 1 45 5 U C i P R AR i
EHELE. BoNETNTNOEYEE/INT A—F
(AUCpopgpnes Cmax) 12D W T 90 % {548 X F¥EI1 THEEHEAT
E17o e kER. 1og(0.80) ~log(1.25) OFEEPFHNTH D . Al
DEYPEN RSN R I NS,

EYTNE/N D A—5

N 124 | 206 87.5 6.11

MR IREIE Y50 | 2268 | 6159 | £4.159

(6(’\“11’?) 167 898 152 2.52
n=12) | 3:fc3 ' ; ’

I{tngﬂwj 168 i358 i58 + 100

225 | 861 190 6.51
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a) n=9,b) n=11

(Mean£S.D., n=19)
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#InNsEHEEIN, ERBWIT - FOF U AXRY R
THhoiz19,
HIELREN RO ER NZFDEEG « B0 (EIEIIARE)
R OWEE DO « ERBY -t FOF U AXRY RO
WMV in vitro e TN in vivo DIEFRRERICBWTY ARY R
RER EFIFFERREN RPN EAVREINT NS 16017
W (F -7 00— L P450) D4 FFf : CYP2D6. CYP3A4
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A rZaFJ—I
A JERE 19 HIIC CYP3AA HEERZHET A1 S
3 =)L (200mg/ H ) #5#5) & U AR K > (2~8mg/
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18. ERhEIE

18.1 fER#RF

FTEYSEBENG DN AR L 2 R OFER LD, EELUTHRXS
> D, ZRMEEVER OO b= > 5-HT, SEMEETIER
ICHED L, PRI R ORI LD D EEZ H5NB 3D 38,

18.2 ZEIE(EH

1821 FLK/N3I U ER

RS2 2 D, ZRRIEYIERZEL, v Ty 7243
CDXAITRENT 4 VITK VBT I NS EECH FITEIED
FTEE L2 A ERARICIIR Uz, 2OREINORY R—
WV ERIZEL L IFP0N I EARI N,

1822 #Ht0O = 1EH

o k=2 5-HT, &EEPIERZEL. v hThU T4
SUKRUPAZAY X VFERE S NHIRECEIR O EEED
FEE L 2L 7237,

18.23 2L 7Y —EER

Zv N TORY LT o—FEEEMZ, NOXRY R—=)ILXD5FH
We Fz. T bOHIK— kR (BAEED) TO RN > D,
ZRRICH T B HEAHEMMEZ. SRR & OBE NG
EINTNBREERTOEFMEZ DEW, LarLNaX) R—
IVTIRAERICB T G EIEOARE W, 2B, o b
= 5-HT, ZAREETHERIREERICB TS RS2 AEZ#ED
WERT 2 5% F L T B Al EMEN B 5 8D-40),

19. ERR 2 ICEET 2EEEIHMR

—fe4 © U AR R (Risperidone)

{b244 © 3-{2-[4-(6-Fluoro-1,2-benzisoxazol-3-yl) piperidin-
1-ylJethyl}-2-methyl-6,7,8,9-tetrahydro-4 H-pyrido
[1,2-alpyrimidin-4-one
C23H27FN4O2
41048

G2 =V
SR

S

N<(

Ao
AR

169~173C

- HRE~EEEAORS O RTH 5,

A )=V XIFLE =)L (99.5) I RRITIc<
<, 2-7a/)NJ =)k TEIFIZL <, KIZE
ENEET RN,

20. RV EDEE
INBDFDRMIBZVINRET S Z &,

22. G &
(U AN K82 0.5mg[NP])
100 #2[10 #& (PTP) X 10]
500 $E[f. /NF]
(J 2~ K88 1mg[NPJ)
100 $£[10 $&(PTP) X 10]
500 $20fH. /NF]
(U ZNRY K88 2mgINPJ)
100 #2[10 #& (PTP) X 10]
(U Z~RY K88 3mgINPJ)
100 #2[10 $& (PTP) X 10]
(U ZANY K% 1%[NP])
100g[a k]



23. EEXM

DHill RC, et al. : J Clin Psychopharmacol. 2000; 20:
285-286(L20200401)

2)Saito M, et al. : J Clin Psychopharmacol. 2005; 25:
527-532(L20200402)

3)Spina E, et al. : Ther Drug Monit. 2000; 22: 481-485
(L20200403)

4)Mahatthanatrakul W, et al. : J Clin Pharm Ther.
2007; 32: 161-167(L20200404)

5)Jung SM, et al. : Clin Pharmacol Ther. 2005; 78:
520-528(L20200405)

6) /NEKREFEDOREMREEREICBIT LY ARY R
DEEAERE DR () A8 — )L §E/#IKL/0D §&/N
MW 2016 4£ 2 A 29 HA . CID2.7.2.2)
(L20230611)

T HENERE - AR RSB (B8 0.5mg)

) AENERE AW AR [F SRR (B8 1mg)

9 HNERL AW RSV B (B¢ 2mg)

10) (&R}« AW B RISV (B¢ 3mg)

1D #ERNERE © AR R SRR GRIRL 1%)

12) Van Beijsterveldt L, IITNHIE, il : FLAfE & REIR. 1993;
27:3035-3052(L20210667)

13)Nyberg S, et al. : Psychopharmacol. 1993; 110:
265-272(L20200408)

14)Mannens G, et al. : Psychopharmacol. 1994; 114:
566-572(L20200409)

15)Mannens G, et al. : Drug Metab and Dispos. 1993;
21:1134-1141(L20200410)

16)Schotte A, et al. : Jpn J Pharmacol. 1995; 69:
399-412(L20200411)

17)Fang J, et al. : Naunyn-Schmiedeberg's Arch.
Pharmacol. 1999; 359(2): 147-151(L20230607)

18) 4 46 b 6, ff : B IR REAH . 1991; 19: 93-163
(L20200412)

19)Snoeck E, et al. : Psychopharmacol. 1995; 122:
223-229(L20200413)

20)Brunton, L.etal. : 7w R >« F)L< 2 HIE
12 . 2013: 538(L20230608)

21)SpinaE, et al. : Ther Drug Monit. 2004; 26: 386-390
(L20200414)

22)D’Arrigo C, et al. : Pharmacol Res. 2005; 52: 497-501
(L20200415)

23)Nakagami T, et al. : Clin Pharmacol Ther. 2005; 78:
43-51(L20200416)

24) J\RHSE, Aty o B RAS AR SE. 1991; 20: 529-542
(L20200417)

25) /\AKRHIPE, Al - BRRAS I, 1993; 22: 1059-1074
(L20200418)

26) EFF TS, A ¢ HRPRREARER 2. 1993; 22: 101-116
(L20200419)

2REKHIG, fth - FfERS HREEEE. 1993; 15: 617-631
(L20200420)

28) /\AHIE, 1 - BRIREESE. 1993; 9: 2725-2739
(L20200421)

29) AR BB, 1 : BEIREE3E. 1993; 9: 1453-1470
(L20200422)

B0)7KA &, filL : #hfEAE MSEHE. 1993; 15: 749-762
(L20200423)

3D AARMHE, fth o BRI MRS 1994; 23: 507-522

(L20200424)

32O FH, M : BE R EEAMG. 1993; 21: 221-259
(L20200425)

33) LM, i : ERPRAS MRS, 1994; 23: 233-294
(L20200426)

34) /N O B PATERREEFICHE S BRIt 263 2 E#F 2
R ELZENE MR () 285 — )V §E/f
Ki/OD §&/WN KR : 2016 4F 2 H 29 H KR,
CTD2.7.2.2) (L20230612)

35) ENEER © JPN-01 iklk (U A /X% — )L g/ #lki/OD
g/ : 2016 £ 2 A 29 HAR. CTD2.7.6.4)
(L20230609)

36) E PN ARG BR () 28 % — )L g /Mikr/OD $2/MN A
W : 2016 £ 2 A 29 HARR, FEWMEE)
(L20230610)

37)Janssen PAJ, et al. : J Pharmacol Exp Ther. 1988;
244: 685-693(L20200427)

38)Leysen JE, et al. : Mol Pharmacol. 1992; 41: 494-508
(L20200428)

39)Megens A, et al. : J Pharmacol Exp Ther. 1992;
260: 146-159(L20200429)

A0)AME, il FEH - KsHf - 178). 1993; 13: 39-42
(L20200430)

24. XEFEKRKERVBVEDE S
7Ol ERERE
T 566-8510 KRBF#EH T H#HT 3 % 26 5
TEL 0120-226-898
FAX 050-3535-8939

26. REWTREE
26.1 &&HR5ETT

N\ NiIPR0

0%
ABRAFERTTREEHEISE265

L-1



