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(ng * hr/mL) (ng/mL) (hr) (hr)
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MRS THREWBRERE R 599

16.3.2 m&-BxBEEPY @S
fRFERRAICY 2R R Imgdg &2 B G L, BNICBIT 5 RS2 2 Dok
U0 b= U5-HD SRR HIRIC DWW TG L5, & SRURICKS
B EET S Z EhMRE N,
L7=hio T UANRY R AZME-MEEIM 2 @il $ % 2 EAURE Sz, 10

16.3.3 MIFERFEAE
YZRY R #990.0% (in vitro. %%, 10ng/mL)
-t ROFI Y ZRY R 5977, 4% (in vitro. EA%BHHE. 50ng/mL) 1D

16. 4 1t
fREERAICY ZXY RO 2RO#FLGLEHE. RFRETR# I N
b EHEEIN, EREMI-E ROFSUARY RO THo/z 12
WIELEEN RO E L OZOEE : HD FEIEITARH
R OIEE DA - BRHWI-E ROF U ZAXRY R OIEHEIZ
in vitro JxQNin vivo DFHEHRERITHBNWTY ZAXRY R OREIAEF
IFRIFRENDPDRF NI EAVRENTNS, 1D
R#EEE (F 7 0—L4P450) D4 1HE : CYP2D6, CYP3A41Y

16.5 kit
fREER AU AR R > 1mghEk O2mgig & O#% 5 L5 e, &%
L4720 £ TICHRt S N2 R PR BRI R2STH . BRI
D9-t ROF U ZARY K AIK20%THo> /2. HEATOF—HT
W BEERRAICHUC-Y ZARY R ImgZ2HEROEE L -8E. #
5%qﬁ?iftm%ﬁﬁwbmﬁﬁ¢t‘7Mﬁ%¢t%ﬁém
7’—:0 12), 15

16.6 HEDEREFTHEE

16.6.1 SHHERVBHEREERE TORIE
fEEERR ., S, [THSaEREE B K VB BRERE E A I AR R
Imgfr 2 BEREO#% G Uk & &, WEHERS (D AXRY R +9-E ROoF
TURRY RY) OEYBRES. HERA S T, %R e
BE UL 7FZ7UT 52 30~60mL/min/1. 73m? Tt1/2lZ35%D
MR UAUCIZ2. T DA, HEREREEERS UL 7FZ>rU7
Z > A :10~29mL/min/1. 73m?) Tti/2lZ55%DHEE fx FAUCIZ 2. 615 D1
K. ElHE T2l 30%DIEE K& CAUCIZ L. 4 DR 5= GHE
ATF—4),10 [9.2, 9.3, 9.8, 11. 1. 58]

16. 7 EWMHEEER
fEERR A I3 HEE GRELRE. Ak EmEE, BHm 2xfel
M EAER OBGHERZ U TIORT GHEAT—%),

16.7.1 URRY R OEYFEECHT SthHIOZE [10. 258]
1) AINTEEY
CYPMZEBIERMEETHHINTEE Y (KiEHRE) &) AXRY K>
(6mg/H X8 5) Z2LHRMIPEA U7z & EOfEMERs (U AR R +9-
EROFIUZARY RY) OMusEfEEEEHRIS04E T L7z, 10
@ nNoxteFr
O RERE 1261ICCYP2DSIHENEH 2 /9 5 8 0F & F > (10, 20K
40mg/HRK1EHZS) LU AXRY K2 Amg/HRERSE) Z0HLEEE,
ﬁﬁﬁ%@ﬁﬁﬁ%tﬁwébﬁ7ﬁﬁ%m%nL&16&ULM%h%L
7z.2
3 wIEZUY
BB R FRE XU & e S B B 111 CYP2DEIHEEH 2 H 5 2 &
JWEZYU 2 (50mg/HKERE) &UZAXRY R (A~6mg/HXERG)
MU & &, (SRS O MR ORI E R KT S Iaho F.
F7z VIV N T U 2 &100mg/ HIHEE L ZBETIE. BRSO EF Rk
2B B R 7EN1S% LR U, 150mg/ HICHEL 72261 T, ThTh
36% K ON52% 5 L=, 19
@ ZNRFEH=>
AU RE B F1LFIC CYP3A4 K O CYP2D6FHE/EF 26 2 7))V RFH 3
> (100mg/ A XEH#H&E) &V AR K2 (3~6mg/HXEHRS) ZHHL
o & & RS O MR A IEEE TS o . T
TIARFH I 2 &2200mg/ HICHEELZEE T UARY RO OEFIRE
IZBIF5 T 7ENE% EF L=AY, 9-BE ROF U Z2RY R o
BB E KT ho 119
G A rZaFrV-ib
AR IE R E 1B CYP3AHENER 269 %21 53 —)L (200mg
JHRERE) & AR K2 Q~8mg/HEHKS) ZHH Lz EEDiE
PER > DEFAIREICBT B - T T {EIZ65% 7 L7z

® NSRRI

TEFEBIERRA LA PEEEAMEREAZ2H T2 NF/83)) (240mg IG5
5) LUZARY KX (mgHEHRE) 26 L7 & & DIEIERIT O Crnadk
VAUCIFZNZHL. 35T UL 4F585An L 72,20

16.8 ZDfth

(U AR R -0D§£0. 5mg [b—T 1. URNRY K0DFETmg [ ~—"7 1.
1) RARY K 20DgE3mg [h—"7 1)
JZARY K >ODEEO. 5mg [~—"7 1. UZXAXY K >ODfElmg h—
71 kO ZAARY K >0D$E3mg [~—"7] &, UAXRY K >OD§E
2mg [h—7) ZEREMAIE Lz E, WHBHNFSE Sl SN,
BRI RS E BRI N2 2

17. ERERAIE
17.1 ARV LZLMCET 5558

(& =FRAE)
17.1.1 EBNERKRER

EIN TEfE S Nz —EEREGBR 2 2 ORF72768Ic B 5 1) 2 X
U R 88 - HIRLDEEPRABR DRSS, A 20 M 300 ek SO 5 72245112 % 3
oy D Ok ERIZ51. 5% (372/72261) THoiz. i,
CEBEREERBRICE > TRAKFEICHTZU AR R0FH
PENBD SN TND,
f%@ﬂ@ﬂ%ﬁmmﬁﬂw¢@WU69%>t@ﬁﬁﬂ%@%h
71:,_0 23)~32

) ERRESOY ZRY R 253 NEEEEED.

UNBERD BBFIRAR S bS5 ALEICHE D ST
17.1. 2 ERNE MAHEER
DSM#ED-IV-TRIC & 0 LR E S22 Sh. SRtz 63 58
# GRELLEISEAM) ZMRITENTENR L ZERABRO _EEHR
HIZBNT, 7o 8RIY ARY K> ((KE15kgbh F20kg A :
0.25~1.0mg/H. {K#E20kglL F45kgA i 1 0. 5~2. 5mg/H. (K&
45kgll k1 0.5~3. 0mg/H) 231 H2[E8EMFE OGNz,

T EAIE H T 2 ks E ik (LOCFE?) 123B1) 2 ABC-JHEY Mz
W TAT =V AIAT7DXR=ZAF7A >NEDOELBIIFEDEBD
THO, TR BEEY ZARY RUBOEBICB W THRE FNRE
BENED SN (p=0.0030. 508D HT) .

—EERY GEE) 1B BABC-JEEMLY TRy —IL AT O
N=RA T4 >M60EE (FASH, LOCF)

ABC-JHUE

FI A=V AT ZitR
e | H T o 7 LA & O
Bl ~—2 ST N=AF1
S |BOREHIN | i | Bob SR TE OB i
[95% A1 ] P

TR | 18 | 27.5%5.26 | 24.749.47 | -2.8+6. 62 - -

AR

KB 21 |28.246.36|18.5+10.57 | -9.7+7.29| -7.1 [-11.6,-2.6] 0. 0030

S £ R UE(R 2
a) BERERT. N—ZF1 > OABC-JEENH T2y —)L 237 23 LRBELE
o
“HERPO®, U AR RO 248HEMKZS L EERScB
HABC-JHENY T A — )V AT ODR—=A 51 G DELEIT
TEDEBOTH o,
EW 50 A8HEM) 2B HABC-THENES T A —)L 237 O
N—=A 51 5 0Z{LE (FAS. OCHY)

T TR S OBATH YZANY R 2HN S OBITH
ABC-JBUEE N=AI1 > ABC-JHUE N—=ZAI1 >

IR =NAAT | dHOEE | HTAF=)VAaT | hoOE ki

N=2F1 > | 24.5+9.73(17) 19. 8+10. 65(18)

SifikF 12.949.90(16) | -10.8+10.47(16) | 13. 7£10. 46 (16) | -5.8£8.75(16)

243F 12.849.90(16) |-10.9%10.76(16) | 13.1%9.67(14) | -6.8+9.65(14)

483K} 11.6+8.18(14) | -12.5£10.32(14) | 12.6+9.84(12) |-7.9£9.18(12)

TR _ .
(LOCF) | 13-1%8.31A17) | -11.4£10.7017) | 13.0+10. 28(18) | -6.8+9.70(18)

SEEE SR GHIEBIEO

a) R 51 1k SRk R FA DR s eg

7£1) American Psychiatric Association CKEXE#E%%2x) DDiagnostic and Statistical
Manual of Mental Disorders (H§#EEDBM - Hat~=27)1)

1%2) Last-observation-carried—forward ([ELRi{IZ#%2 S #1721t T Rl 2 4i5e)

713) Aberrant behavior checklist-Japanese version (F¥fTE/F v 27 U A k HAGER)

7¥4) Full analysis set (R OfEHTRISREN)

745) Observed Case (BIZRIN7zfl, KEIEDOFHTERL)



18. EELHEIB
18.1 et

FREpSEBENS T MR FIRBOFER LD, EELTRNNI VD2Z
FREEUER ROt O b = U 5-HTeZ /R ETIERICE D . iR
HRRDFAGIC LD DD EEZ BN D393
18.2 FEEER
18.2.1 A R/XZ 1EH

RS2 D D2 AEREREMZEL. S RTY > 724 3IXULY
RENT 4 VICKVDFEFKEINLHECERITHEOTHA(LE AR
KERNTHIRI L 72, ZOBREIZNDORY R—)L ERZEE L 130
BN EAURI N Y
18.2.2 it b= R

oz U-HDZAAEFERAZEL. Y TR I 2K
Uxxﬁ?yt;D%%éhé%ﬁ%%ﬁ@@ﬁ%@ﬁﬁ%mém
H L 7z, 34
18.2.3 ho L7 —EiER

T RTOAY LT —EREEME, NOXRY R—=)LXD§Hn, £
o Tv bOHN—IBR (REEHD) TO RN UDaZ B MRITHT
DEEEHMMEL. MR RIE IR & OBEED RN E SN TN SRS
TOHEHMMELZDEWL, LALNERY R—)L TIHERIKICBIT 54
BEMEOHRE W, BB, 0O b= 5-HTZHAREFER A

FRIZBIF 2RIV REOEBZEML THDAREND
2z, W~30

19. AR ICET SE{LFEHIME
FEE

N. CH3
=
9@
N

(6] F

|

N\O

—f4 - U AXY K> (Risperidone)

12244 © 3-{2- [4- (6-Fluoro-1, 2-benzisoxazol-3-yl) piperidin-1-yl]
ethyl} -2-methyl-6, 7, 8, 9-tetrahydro-4H —pyrido[1, 2-a ]
pyrimidin-4-one

7 F3 ¢ CosHorFN4O2

s FE - 410. 48

R A~ BORBEOM R TH S, AY /=) XiFT
& =)l (99.5) IZoRETIC< <. 2-F 0/ =)L
B TRIFIZLS L, KITIE & A EE TN,

Al 169~173°C

20. BURWLEDEE
20.1 BHERZIIEEAEZMIT TRET S 2 &,
20.2 /NEDTFOEMIZVFIIEET D &,

*% 22, ‘Gl
(JRARY K> OD$z0. 5mg Th—71)
10082 [104£X10 : PTP]
1008 NS, #ERAIAD]
(AR R>ODfgimg Tb—71)
10082 [104£X10 : PTP. KA D]
10008 NS, sEAIAD]
() AR R>ODfg2mg Tb—7 1)
10082 [108£X10 : PTP, #&%IAD]
10008 NS, EAIAD]
() AR K> ODfE3mg Nb—7 1)
1008 [108£X10 : PTP. #%FIAD]
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