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0 L | |
0 1 2 3 4 5 6 8 12 (IFgfE)
e G-I

Mg R (EWFREEE. Kb D)
MEEFFREENE N2 AUC, Cmax %0 /87 X — ¥ 1%, BlE
DR, A OPRIPEEL - B OFEREMIC L > THRE 2
TREMED D B o

16.3 270

16.3.1 FEBADRH (BEF: 5y FTOT—4)
Z v MBI BUC-) A1) F ¥ @H 5% O AN
SIRBIERE L, 13 & A EOMBRIC BV THG 2 KB DIV I i
L, 2 DOHOMH KM A S Ok & Ak 6 &
7?:“ L7,
WO BRI (IR b &5 <L B AN R, BEKR O
TR C b B\ U RRIREEATRRD 5 1729



16.3.2 Mik-fBIPTEE M

TR AIC Y A1) B2 1mg $E2 HIAFS L, WMAIZ BT
HF83 D kT b= v 5-HT2 ZRMEH LRI W
TR L 7oA R B2 BRI G BAEZ A5 5 2 & DERR
é hf:o

L7255 Ty U ARY R RIME-KEA M % /il 5 2 a8
TR & 710,
16.3.3 MPFEEAFKESE

JANRY R 1#590.0% (in vitro, PN, 10ng/mL)
O-b FaF o) AR K 8 77.4% (in vitro. FHEENT
. 50ng/mL) 1V
16.4 {3

FERE L) AR R U B RO G L2356, IR
Aens LHEES, ERBWIE- FaF ) 2AxY K
M ,C\‘&) D 7:12)0

WELEEN RO AL ZF0HEEG  HY (HAIEIRE)
R OEEOEME  ERHFW - FoF ) Ax) Fr
DM in vitro O in vivo D FEHEER I BT AR
Fi%%%%t&@ﬁﬁ%#??%witﬁ%éﬂfw
;a) 13 o

RE#EES (F b2 a— 24 P450) @4 FFE2) @ CYP2D6,
CYP3A4
16.5 BEtt

fEFE AIZ ) A1) B Img $8 K O 2mg $E & fR %5 L
7ot 5t 72 BRI E TR S e SRR ZEA AR IR
2% THhH ., FRBWO - Fax 1) 2~ F 35 20%
ThozW, HEIANTOTF— % T, R AIUC-1 X
) R Img % HEEOHRG L2 5a. %55 7 HE $ T
ST 14%253 2, 69%A R 2 HEME & 7212,
16.6 FENEHZEHT 8L
16.6.1 SRERVBHEEERE CORE

TERERL N, Tl AR AR & s B OV B RERE = B 1)
A1) RV Img $E% HIEREOHYS Lz e & s (U
AN FY+9- FaFfy ) AR FY) O3EWEIREIL,
TR &L LT, RS E R ERE (2 LT F vy
V75 v A 1 30~60mL/min/l1.73m2) T tiz |2 35% D iEE
KONAUC 2 2.7 5ok, HEERERERSE (F LT T
Z 779 A 10~29mL/min/1.73m?) T ti2 I 55%
DIEER O AUC 12 2.6 fED¥R, HEE T tre 12 30%D It
EROAUCIZ 140 APED S ND (EAN T —
%)509.2. 9.3, 9.8, 11.1.5 Z#]
16.7 EMHEEIER

TERERL N, S SRS GRAKTE. A LTy
e BURPERE S, F5HE) 2 xlg & L7z 3 AR o R
HHREE U TIORT WEAT—%).
16.7.1 UZAXY K> OEMENRE T B FD
Bg]
1) NaxeF>

WA S B 12 612 CYP2D6 FHEEH # B3 5750 %
+F > (10, 20 KO 40mg/ H SEFxE) L 1) A1) R
(Amg/ H LBES-) # PR Lz e &, IS O & FIREE S
BB NG 7HEPFNFNL.3, 1.6 ROV1.88 LA L7222,
(2) ®IWVRSZU >

A JE XA A e IR IE R 2 3 11 B2 CYP2D6 [
EEMZHT ALV T v B0mg/HKEHRS) L) A
) FY (4~6mg/H RS 2 L72L &0 HERSO
IMAE RIS PE SRR RTS8 e hoTze /20 BV B
F1) % 100mg/ H IZBiE L 72 BE Tl Mo wik
FEIZBIT S b T 7D 16% 58 L. 150mg/ H 12845 L 72 2
BITIE. FNEN 36%K U 52% 1517210,
(3) ZILKRZH3I>

WA Je e B 11 6012 CYP3A4 JL 08 CYP2D6 [/ %
B H7VREFY Iy (100mg/HKEHRST) &) AR R
v (3~6mg/HKEHS) A L7z &, RS oM
TR IR R RIF S e d o lze T2, TUVERFY
I V% 200mg/ HICHWEE L2ZEHTIE, ) AR FYOER
REEICBIT S b T 7% LA L7225 9-L Faxi ) 2
AR OMBERREEICEEE RIT S hh o 7217,
4) 4 FSaFJ—I
RASRAERE 196012 CYP3A4 IHEEMZETH4 5
a5 =)V (200mg/ H g G) &) A1) K (2~8mg/

=14
%

[10.2 &

H RS 200 L7z & 2 OiFER S OB IREIC BT 5
N 7l 65% 5L 725,
(5) NZINZIV
TEREI RN 12 B2 PHEEAMEEH 2 A3 5 XF /83 )1
(240mg FAE#E) LV A~ F¥ (Img %S %6 H
L7z EDOWEMERST D Cmax KO AUCo X ZN 1L 1.3 5%
O 1.4 f58m L 72190
16.8 Z D1t
1) 2R K 0D $E0.5mg [ 7 ANV, U AR K OD §E
Img [ 7 AV ] JO") AR K OD$E3mg [ 7 A V] 12D
W, [EEA LR 2 R BT 0 A W20 [ S v 5 A7
ARIA4y CPE184E 1L H 24 H  #AHEAIE 1124004
) 12O &, OD$E0.5mg [ 7 AV ] ZEARGETH
%) AR R Img FENEESE L . OD $E lmg [ 7 A )V
T " OD & 3mg [ 7 AV ] 13) AR R 2mg FIER s
$E% T NEIUERERIK & |7 b & EHZSEY AR S & &
. WA FESE L A Sz,

17. BEERRIE
17.1 B RORLMHICEd 258
(FRAKIRIE)
17.1.1 EREERAER
FE A CHEME S N 7- ZEHRILERER % & et 727 plic B
50 AR R g AR O RER SR O S AR RE
RAEB 722 B3 B h S D Lo EIE 51.5%
(372/722 1) THhotzo F7ow “EEMLEARICL - T
MALTEICT 2 2 R oS 5T
Z)O
PR ETA R SAER] 7237 Bl 420 61 (58.1%) (ZEMEH S
HoOLNT, Tabold, 7HY YT, Bk, Sk, A
MRAE. G, FAtES Tdh - 722029,
W) KEFEINO) AR Ry a5 s nBmE o0 plx
t’o
CMNREAOBBANY b5 LEICHES BRIEIE)
17.1.2 ERE Il 1H:ER
DSM#ED -TV-TR 2 & ) HEAVEREE & 2B S v, Skl %
HYAHEE GRLE 18 A % SICEN THEL /2
FEREREO " HERIIICBWT, 7R T A~ P
(A 15kg PLI- 20kg i 0 0.25~1.0mg/H . AE 20kg Ll
- 45kg K :0.5~2.5mg/ H AHE 45kg YL F:0.5~3.0mg/
H) 281 H 2\ 8 BHFHT Sz,
FEFFGTE H T 2 i Gl (LOCF#2) (281 %5 ABC-
JED BAEVES T A — VAT DONR— A5 4 ¥ 76 DAL
FIXTEOEBYTHY, 7T RBEL) AR FUHOIL
BBV CTHEMEN 2 A EEN RO 5 (p=0.0030, 3t
SR 30,
THEERY (8HEM) 128175 ABC-] BIEMEY T A — L A
AT DN—AF A4 »pboEtE (FASEY, LOCF)

ABC-J A&
BT A — A 2Lk
- :17
e gg 2| T EAEE OB
N=Z | # | A2 gl
T4 v | B | 225 0 DF:H % pfE
ZALRE | 195915 HEIX 4]
Fo4 | 18 |27.5% |24.7+ |-2.8= - -
KB 5.26 | 9.47 | 6.62
Ja~ | 21 282+ | 185+ |97+ 7.1 0.0030
RN 6.36 | 10.57 | 7.29 | [-11.6-2.6]
B
TE + (R

a) HEHEZKF, N—AF 4 >0 ABC-] BN 7 A r— Vv 2a7
(i R VA 5 o i
CEEBRB OB, ) AR KU R 48 ARG L - Bk S
WZBIF 5 ABC-J BN 7 A — VAT T DONR—A 54
VIO DOEALRIITEROLEBY THo 72,



TG (48 BR) \2B1F 5 ABC-J] BIES 7 A r — )V A
A7 DN—=AF5 A »pbnitiE (FAS, OCEY)
AR RN HD

* S b REED B DT -~
ABC-J #i% | X"— 254 | ABC-] 1% | X—2F 1
7 2 O | T AT LD
—VAa7 AL —VAaT A
N—2 | 24.5%9.73 ~ 19.8+10.65 ~
F4 A (17) (18)
S HE 12.9£9.90 |-10.8+10.4713.7+10.46| -5.8+8.75
M (16) (16) (16) (16)
o4 HIE 12.8£9.90 |-10.9+10.76] 13.1+9.67 | -6.8+9.65
= (16) (16) (14) (14)
A8 A 11.6+8.18 |-12.5+10.32| 12.6+9.84 | -7.9+9.18
= (14) (14) (12) (12)
I EEAmEE | 13.1+8.31 |-11.4%10.70|13.0+10.28 | -6.8%+9.70
(LOCF) (17) 17) (18) (18)

P+ R GHILHE)
a) RGO R BRI R AG

7£ 1) American Psychiatric Association (K EFEHHES4Y)
@ Diagnostic and Statistical Manual of Mental Disorders
(FEMIERBOBW - MEt~==27 )

V£ 2) Last-observation-carried—forward (B RilZEIE 7z
i C O & Hi5E)

7£ 3) Aberrant behavior checklist-Japanese version (¥
TEIF = v 2 ) A b HAFERD

£ 4) Full analysis set (5 KD FENT X G4 H)

7 5) Observed Case (BlZ2sL7-fH. KIEMEOHITEZR L)

18. EEzhEIE

18.1 fEARF
ATEPSEHLE MR LA EBROR R L ) . & LT R283
v Do SHEEEVER L O 0 b =~ 5-HT2 ZHEKRENUE

2D L iR ORI L2 b0 EER LN
23132
18.2 EIE{EA

18.2.1 ;i K/N3 1EH

F83 ¥ Do ZFEEPUWERZA L, 9y hCTT Y7243
VIETARENT 4 VL) FHE SN DL BE R WATEE
DAITENZAL % A= AKAEBIC I L7z ZOREIZ T XY
F— b & [EE2 L CIEReRigna EAvR I3,
18.2.2 HitO = 1EH

tu b= 5-HT: ZAREEPUERZHFL, Sy FCTrY T
FIVROPAANY L2 LD FEHE SN L IRE L HIR D EE)
EDITENZEL % W L 7230,
18.2.3 AL 7Y —EHRER

Ty NTOHY LTy —ERIEHIE, TR F—)L L) 55
Vo F72. Ty bOW -8R (BB To Fox3 v
Do ZEMRNI T B KA BANEZ, HERIMBREIR & oo B 7S
TWwE XN TWbHHE %f@ﬁﬂﬁ;bmwotﬁtnm
AR R =V TEBERIC B GO T E WV,
B, Ly b= 5-HTe A EEEPUEA DSBS bwéb
I8 2 ABEDMEWT & R LT B REMEDS S B33,

19. Bk 2 (CEEY 2B LZHAER
—fi%$
1) ZA~1) K (Risperidone)
1tZ4#
3-{2- [4- (6-Fluoro-12-benzisoxazol-3-yl) piperidin-1-yl]
ethyll-2-methyl-6,7,8 9-tetrahydro-4 -pyrido [1,2-a]
pyrimidin—4-one
SFR
CasH2rFN4O2
SFE
410.48
iR 7N
Ho~ME OB EOMETH L,
A5 )=V ITTE I =) (99.5) 1292 L
/87 — )VIZHRS THEITIZ L KRISIETFE A EBEIT v,

V2=

(6] F
N-o
=L
169~173C
20. BURW EDEE
20.1 HiRZEE By CTHRETLZ &,

20.2 NEDOFOJEP L VITIZRET L &,

*%22. ‘@I

(JANY K> OD#0.5mg [7 XJL])
100 $2 [104¢ (PTP) x10, &2JEHIAY ]
500 8 [, /N, EEFHIAD ]

(DAY K> OD & 1mg [7 A JV])

100 $ [10 88 (PTP) x10]
500 $& D, 2371

(JAN1 K> OD § 2mg [7 A JL])
100 $& [10 8 (PTP) x10]
500 g UK. /v7]

(AR K> OD#&3mg [7XJV])

100 & [10 %8 (PTP) x10. #HHAD ]
500 $8 D, /YT, BEFIAD ]
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