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%ﬁ%)*%m £9.0 | +2.68 | +61.59 +4.159
~ 115
- N 16.7 8.98 152 2.52
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drRES S | dTREC Rt

(K7 LS : Mean*S.D., n=34)
(kP V#EE : Mean+S.D., n=20)

(ng/mL)
6 .

ol —e— ) X~ 1) K 0D$#0.5mg [I3 b3 |
1) 284 —)LOD$§E0.5mg
Mean+S.D., n=34

R\ 72 2 N SRR
w

RFfE (h)
Kz LEGROMEEHY ZARY R VIREH#E

(ng/mL)
6 .
5 |
ik
[ P - —e— U2~ KOD§0.5mg [ b3
1y 1) X4 —)LOD$§E0.5mg
2 sl T Mean+S.D., n=20
Y
i T
= 2
i
E T
T -
0 N ‘
o 1 2 3 4 5 6 7 8 9 10 11 12

B8 (h)

K D FE RO MEER ) 2R R 2REHER



MAEFEEN FICAUC, CuaBFED/8T XA —F 1%, #HERE DOREIR,
R OFRENEEL - REREOREBRSEMIC K > TRLZ A REENH 5,

16.3 9

16.3.1 AHEBADDT(ZE . T v b TOT—%)

S MZBIFB4C-1 AR R > BER 51 O KR i gE
BER, FEAEDHBICBLTRE2BBDNICESMEICEL,
ZOHOMEIZIMEESH & DL & R R 2R L.
RATREREIIFETROEL.. B, /ME. B, BEAVCSHE
BRAEMSE THEVLRATRRIRE RO 51z,

16.3.2 Mi&E-ABEPTEE
BERRRAICY 2R R Y Imghgx BEES L. MAICB 2 R
NIVDROtET b= U5-HT R BARERRICOWTHET L
ER BZRMRITEEHIE2ET 5 LRSI N,

L7z >Ty U ARY R Mm-S 2883 % 2 & A RE
ahiz?,

16.3.3 MIBFEBFEEER
Y ZARY B £990.0% (in vitro. “FEHENTE. 10ng/mL)
9- FaF ) ZARY R #77.4%(in vitro. FHEENTIE.
50ng/mL)'?

16.4 X3
BEERRAICY AR R Y 2RO#KS5 LGE. FICHRTRE
Eha RN, EREPII- FaF ) 2R RV T
Hoizh,

WERERIROBE LV ZDEIE - HD
R#IOWEEOEE - FREP- FuF U AR RO
Hidin vitroXk Win vivoOFEEFERICB W TY AXRY RURE
LR EIZITERE PR RH N EARIN TS,

RS (F b 70— LP450) D5y FH : CYP2D6. CYP3A4Y

16.5 HEttt
fREERRAIC Y AR R 2 Img$E K U2mgse 2 #E O 5 L7258
BERT2HEM E IR S N2 RPRBIUEIZR2%TH D E
R#POI-L FaF Y AR R UIERH0%TH -7z, ShE
ATDOF—%Tld. BERAICC-Y AR Frimgz BE§E
%5 L-54A . BERTHBE CIORETEED14% A3 FIC,
69% SRR PR S Az,

16.6 FEDNDERZHIDEE

16.6.1 SERENUBKIEEESRE COME
BEERA. i, HFEERERE RO HERERZIC) R
AR R Imghez BEREORES Lz & & RS () AR R
V49-b RaF vy 2Ry RY)DEY BRI, BERASEL
T, HWEEERERERE (VL T7FZ V72U T IR 30~
60mL/min/1.73m?) Tti2l235% DIEE K AUCIZ2. TS D HEK,
HEBHERERE (VL T7FZ 7T T VA 110~29mL/
min/1.73m?) Tt 55% DERE K FAUCIZ2. 6508 K. Eifs
B Ttl30%DEE KR TAUCICL.AMEDBEANERD 5 N9 (5
EATF—%). [9.2, 9.3, 9.8, 11.1.5 2]

16.7 EYEEIER
A BEERE LEE (RERAEE. RakHRER
E)ERNRE LB EEROREHER 2 U TIORT (BHEA
F—%)o

16.7.1 URRY R QOEMBNEE(C T B hFIDFLE[10.2 7]

(M) AL EEY
MAKFERZELFICCYPIALFEERZET ALY
> (400~ 1000mg/H KE#H5) & U AR R (6mg/HKERH
BP0 n EO4EBBRE Lz & 2 OEERS (U AR R+
O-t RuF AR RY)DIMEEFEEA, VARY RUOB
ISR L TAEBICET LY,

2 nNgFteFv
MAKFEREL2HNICCYP2DOMEERZET 2/5uftF
(10, 20K U40mg/HRE#E) &) A_Y R (dmg/H KAEH
E)ERMHLZEE, BERSOEFEREBICBTS S 7ENZ
neEnl.3. 1.6RUL.8E LR LAY,

(3) 'wILESUY
A RIE TR A RFAREREEE 1 FICCYP2D6RHEEH
2ET AL LTV Y (50mg/HEERKS) LY AR R (4~
6mg/HRERS) 20 L7z & & MRS O Mk o
FBIEEL RIS BDP o7z, £/2v BV M) > %2100mg/H
ICHEELBE TR, WERSOEEREICE TS 5 7D
15% EF L, 150mg/HICHEE L226ITld. #hEn36% K%
52% EF L7,

4) ZILRFH=
RAERFERZ1IFNCCYP3AAKR OCYP2DOIHEERZET 5
ZIARFH I (100mg/HRERS) &V AR K (3~6mg/
HKERS) 20t L7z & &, TGRS O MAE R I pF RS I

HEERIIS ol o 7UARFY I 2 2200mg/ HICH
BLZEBETIE, UARY FUOEHEREIZBY 2 T 7ED
86% LA U7zA. -k FaF 2y 2R R oMmiEHREICE
BERIS o727,

B) A« bZaFV—-I
A RFAERFZIFICCYP3AAHERRAZBET A A M)
V' —)L(200mg/HKE®RS) &) AR K> (2~8mg/HRKERH
B)EMALEEOEERFOEFREBICBE TS b7 7HIE
65% L5 L7z,

6) NSI)V=)L
EBERALOICPEEAEEERAEZET HINT NI
(240mgREHS) &) ARY R (ImgHE#HE) 2 L7z &
Z DEMER D D Cra e PAUCSIE Z NN 3G RO . 58850
L7z,

16.8 ZDfth

(UZAU RYOD§EImglI¥ h=]. MODS2mg3Y R IR

U'EODE3MgIIY =)

) ZY K> OD$#Img 3> b 3 |, FOD$2mgl 3+ b 3 1%
UEOD$E3mgl I+ b I i3, [HENPRZ 2 BOEEMAOE
MRS ERBE T ¥ T4 2 (CPRISELLH24BM ERAaHEE
FEE11240045) lIcHEDE, Y AXY FYOD$E0.5mgl I3
IR E L & & EHEBPEL L EYENICESE
LarmEINni",

17. BRIRRIE

17.1 BMERUREM(ICRET D35

GRERFAE

17.1.1 ENERFRER
EWNTES N —EHERERBR 2 S TRET276IcB T 5
FRRBROAER . BRI SREFI 7226112 53 5 s Btk Dl
L OWERIZS1.5%(372/7226]) TH > 7z £7o. ZEHEMILE
RERC K > THREEFEICHT 5 ARY K OFAENED
6 *‘LT l/ b} ;a) o
LM M GORERI 723 5 1431451 (59.6%) ICBIEFH A58 &
Nico FRDBDIF. THTIT712461(17.2%) « TRERI24
(12.7%)+ ZHBERE34H1(4.7%) « ANERFEI2MH (12.7%) « FiEHE
84451 (11.6%)+ FREEEZ82M1(11.3%) TH - 72192,
) ZBHBNOKRA % 5 S N7 BE206 % &,

(UNBHADOBRRART b3 LEEICHE S SR

17.1.2 EANEE MEEER
DSM*V-IV-TRIC & D BRAEEE L2l h. SHEE2ET
% B (S LI 18R%ARm) %2 /R ICEN THEHME L 7z B RRBRO =
HEBRBICBWT, 75ERIEY ZARY R (fAE]15kgbl k
20kgAKifh 1 0.25~1.0mg/H. {A&E20kgll k45kgRKi : 0.5~
2.5mg/H. {&=E45kgll k1 0.5~3.0mg/H) »*1 H2[EI8:E %
Of%E5 sz,
FEIHIE E T % Rl (LOCF*) 1235 1) 5 ABC-J#
BREY T A —ILAITOR—ZF4 U 5DE{LBITTED
EBOTHY., TIEREEY ARY RUBOHRKICBWTHTR
SRR ERESTRD 517z (p=0.0030. HIEDH) >

ZEERE(SERM) 2B HABCTREN Y T A — L
AATDOR—=ZAFA 25 DE{LE (FASE, LOCF)

ABC-JHE -
YT A —VAa7y ZfLg
i [ FoermLOLE
BIE | 2 | mie | 02T (RAwrEiE
IA4 2 | FHiiE OELR DR pfE
[95% (B AR FT]
. 75 | 247 | 28
TIEHRB 18 | o0 | +o47 | +6.62 - -
JARY F 8.2 | 185 | 9.7 71
vit | 21| x6.36 | +10.57 | £7.29 | [-11.6,-2.6] | 20030
S + AR

AFEHERTF. X—Z2AFA YOABC-JHEEY TR r— V237 2 HE
B Lot

ZEEBRHO®. U ARY RV ER4GHEBERS LU ERRESHIIC
BUIBAABC-JTEHEWY T A —ILAIAT7OR=ZA54 V560D
ZLBIZTEDOEBY TH - 712%,



EH 5 (48R 12 B 1) 2 ABC-JEIEEY 7 27 — )L
AT DN—=Z5 A 6 DZELE(FAS. OCH)

TSR S OB | AN F B b DR
_ y N y
el ey
T weomim| 72T pooin
24.5+9.73 19.8+10.65
Qe 2 S5 4 Va)
NATAY (17) (18)
Sy 12.9+9.90 |-10.8%+10.47| 13.7%£10.46 | -5.8%+8.75
‘ (16) (16) (16) (16)
N 12.8+9.90 |-10.9+£10.76| 13.1%9.67 -6.8+9.65
i (16) (16) (14) (14)

R 11.6£8.18 |-12.5+10.32| 12.6%£9.84 -7.9%+9.18
48N (14) (14) (12) (12)
e aliilisa 13.1+£8.31 |-11.4%£10.70| 13.0£10.28 | -6.8%+9.70

(LOCF) (17) (17) (18) (18)

P fiE + AR (R 22 (FHm G180

a) BT G O 1R SRS AR A Bl an ks

1) American Psychiatric Association CKEfE#E2£4) ®Diagnostic
and Statistical Manual of Mental Disorders (i #iEB D2 - #igt
<=a7))

1¥2) Last-observation-carried-forward (
H5E)

1#3) Aberrant behavior checklist-Japanese version(R2#fT#F = v 7
U 2+ HAGEMR)

1¥4)Full analysis set (5RO T RER)

5) Observed Case (Bl s nizfll. REMEOZES L)

NEEIO EFERE IS BRI AT 2 BEERNRE L
EANERRBRO —EEHICH T 2 EFEH 2144 1441
(66.7%)ICRD S NIz ZDOERH DOIIMERLLIAI(52.4%). &
MITHESH (23.8%) « (AEIEMABI(19.0%) FETH > 7o Tl
EHARSHICH T % 8IERIX3561412861(80.0%) ICFR® 5 1,
ZDEZE B DOIFMGEHR1TH](48.6%)  AFEHEMI2H (34.3%) . &
BRTTEEI (25.7%)

18. ERpEIF
18.1 {EFHR
TENRRIEN O IR L ERBROBREID ., FEL TRV
DR AMETERAR T b= U 5-HT S B EEHERICED
<, THEMEROFAFMICL b DEEZHNBDD D,
18.2 EIB{EMA
18.2.1 M RIN={EA
PRI VDRBRFRETIERAEZE L. v 772930
W7 RELT 4 VICKDFEHSINZBESLERITHEOTHE
b2 FARRERICIEI L. ZOREREINTRY F—)LER%
HLLFRRSHW EBRENTY,
18.2.2 O M= V1EMA
o b= V5-HT.ZAREFERZBE L. Yy hThY ¥ 3
VRUORAZAY VKXV FERSNSBEESLER D EHEDOITE
A& IH L7z,
18.2.3 W9 LY —&EikClERA
Ty hTOHY LTV —FEEMIE. NaxRY F=LLDFEn,
720 Ty O —BBR (BEE) TO R8I U DRERIC
W HEEBAE L. $EANBER S OBEPFENE SR TY
HMEARTOHERNMELDE V., LrLnhaR) R— LTI
RICB T BEEHANEDOFAE WV, 5B, o b= 5-HT %
BAETEAPBREARICBT B RS VEZEOEM 2B LT
WBRREME A B B30,

19. BT IR SBEFHAR

—f%% : U A~ K| risperidone (JAN)

{b24 @ 3-{2-[4-(6-Fluoro-1,2-benzoisoxazol-3-yl)
piperidin-1-yl]ethyl}-2-methyl-6,7,8,9-
tetrahydro-4H-pyrido[l,2-a]pyrimidin-4-one
CuHzFN.O;

410.48

CHE~MEABOKEREOM R TH D, XY ) —ILX
BLg )= (99.5)ICRREFIC< <, 2-F a8 —
JNCHED TIHIFICL <V KITIBEA ETB T 2\,

ERTICBBRS i ETRIEE

D2 pm i W
TFE:

‘7077 F MEAM(11.4%) % T > 727,

A R 169~173C

20. BRV EDER
20.1 BEMRIZBR 2B TRIET 52 Lo
20.2 NEDOF O L VETICRES 52 &

22. @&
(UZARY RODEE0.5mg[I ¥ b= 1)
1008 [108E (PTP) X 10]
(UZ~RYU RYOD§RIMgIIY h])
1008 [108& (PTP) x 10]
5008 i /N BEBAIAD]
(UZRRY RVODgE2mglIY h=])
1008 [108& (PTP) x 10]
5008 i, /N BEIRAIAD]
(UZRY R>ODE3mg[IY b))
1008 [108E (PTP) X 10]
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