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’) A) R UHIRIL%I T A 1) A8 — UK 1% % fi e i T -
IZZFNEN0.1g() A F bk L CTlmg) ZERH RIS (7 0 A
F=N—E) L, Mg ) AR R EEARRIE Lz, 155 7238 s
837 2 —% (AUC. Cmax) |22\ THAHEIT % 17 - 7245 8. WHl o4
W RS E SRR S 7Y
ZEHN0 . 1g¥ G DI ERE S5 X — ¥

g

Cmax Tmax Tz AUCo-120r
(ng/mL) (hr) (hr) (ng-hr/mL)
U AN F AR
RPN 734393 | 07+0.1 | 2.6=0.8 | 24.08+16.41
{f)/ox“y"”*“l 6.81=3.00 | 08+0.2 | 26=0.9 | 23.39+14.52
(Mean*S.D.)




12+
—e— AR R MK L %71 )
% 10h ——om= U AJNE VAR 1 %
i Mean=+S. D. (n=20)
IJ 8 |
A
b6t
b .
a ¢
4
(ng/nL) 2]
) 1 1
0]?1]?2]?3 4 8 12
067 1167 1267 oL b A R
0318 2% % 5.1% OIE#E (hr)

MAEREREE 22 5 NIZAUC, Cmax®:0/85 4 — & 1%, WhEE ORIN, 1k
WOBREUAIEL - R ORBREMEIC L > TR 2RSS 5,

16.3 93

16.3.1 {MEB~NDRT[(Z% 7 v FTOT—%)
T v MIBUFRHUC-) AR K ¥ 0BG 5 O MBI ST R 1
13 & AEDHBRICB TR G2 LINICRESEIZEL, TOHROTEE
WM 7 & DYk & FRE A i 2 7R L7z
Wi I CR b ®m <L By . ®
HC L EVETRIRE AR bz, 0

16.3.2 IMiR-BxiBEPTE@EE
TEFEALZ ) AR R v Imghe & HAR S L. BMAIZBIT S k283 &~
DOt 1 b = U 5-HToZ AR IOV CRRS L7/ R &8 F
IR EHAME T H3 5 2 LRSIz,
L7255 Ty U AR R ARIME-IBIF 2 @i % C L AR Sz, 1Y

16.3.3 MRBELEEE
) AR R #990.0% Gn vitro. “FHENTP:. 10ng/mL)
9-L FOF 1) AR N 1 #77.4%n vitro. “FERENTE, 50ng/mL)"?

16.4 {3
BERELAICY AR Ry 2 &08%5 Lzga. BT eR#sns
LiEE SN, EREWIZ-E Fuxs ) AR R Th-729,
LA R DA N F DOEE T ) (EIE IR
R OEEOFHE - EAHHWI- Fax ) 2xY Froiftidn
vitro . Oin vivo DFEILERER |2 B\ T 1) AR RV RBA bR & ITITE R
EpRRIGN I EATRENT VB,
RE#EEE (5 b 7 10— AP450) D41 CYP2D6, CYP3A4

16.5 HEitt
TERER A2 ) AR R 2 Img$e Je O 2mgde 7 #1095 L 72356, 5%
TR F TP S 22 R REALRIER2% TH ) . ERHD 09-1
FaFs ) 2R Frd#20%THh o729, SHEANTOTF— ¥ Tld, #
B AZMC-1) AR R v ImgZ BIAREOHS- L 7256, 5 %70 H
F CITHEHETED14% 25 F /2, 69% A5 IR H L2 HEE S 7219

16.6 {SEDERZFIDESE

16.6.1 SMENUBIKEEEEEE TORE
TEHERRN . ElEE . PR S RS K OB R S R ) AR R
UlmghE & WA OHES Lz & &, %S () A1) Ky +9-k Ko
I AR F V) OSEWEIREL, AR L IL LT, e R
EEHE (VLT Fr )T T v A 30~60mL/min/l.73m?) Ttizll
35%DIER K FAUCIZ2. TR oIk, EEFHEEEEEE (7 LT F =
YT T v A 10~29mL/min/1.73m?) Tt12l255% M k£ f (FAUC
122605 DR, FlHE Ttrell30%D IERE K IFAUCIZL. 4% DB R AR
DHENYHEANT—4).09.2. 9.3, 9.8, 11.1.55HH]

16.7 EMHEEIER
TEHER N S B A R FRE . A RIS E) 2 R e L3y
MEVEHOBEHEREZ DT IR T GHEAT—% )0

16.7.1 UZANRU RV DEENREICK I S EIDREE[10.286,]

MAWNKIEEY
CYP3AMZFENEH 2T A WA~ v (FfEHG) &) ZA~<1) Ko
(6mg/H i 5) 21 H M BEH L 72 & Z oiF s (U 2~ Ko+
9-b FOF 1) AR R )OS i 3850%mH A L7219,

@NaoxteFr
A AR B 1260 CCYP2DO I EE 2 A3 58 F 15 > (10, 20
Je U40mg/ H B E#5-) & 1) 2~ R (dmg/H EH%S) Z B L 72 &
&, EHRG OEFKREIIBITAS T 7 EAENENL3, 1.6 01.8
R bR L 722,

@IV UY
AR SR IE ST A e I e 2 B 11012 CYP2D6 R E 1R % A 3
L b5 ¥ (50mg/HKEHRS) £ 1) A~ K (4~6mg/H EH
G)aBER Lz e &0 GRS o Mg ISR ISR e RIT S &
motze F720 LV T a2 100mg/HIZHE L2 BE TR, R
SOEFERIEICBIT S T 7lEA15% 5 L. 150mg/ H (28 L 72261
Tl FN2EN36%K U52% 7 L7ze 12

@) TIRFT=Y
A S FE B BB ICCYP3A4K O'CYP2D6IL E/EH 2 4 9 5 7 )V K
F4 3 2 (100mg/ H KA G-) & 1) A1) K (3~6mg/H K% 5) %

B M N N AR LA

=

BERI L 72 & & TR O e v i FE LS B TSR I % AT S b o
720 F72. 7NVEFH I L &200mg/ H ISR L2BE TR, ) AN
FYOEEIREICBITD b T 7HEM86% LA LA, -k FOFi ) A
RV R Y OIMSEP IR RZS otz P
G)« bSaFV-—IL
WA KIE R BB CCYPSAAMEEHEZHE T 24 b aF v —
(200mg/ H LiEFH5-) & U AR R (2~8mg/H KAEHS-) # 6 L 72
& XDOIEVER OEFIRAEIZ BT 5 b T 7l13656% 5 1L 725,
BINSIN=IL
T HE T3 1 R N 1260 CPHEE H ILEME 2 A 3 5 X T 78 3 )V (240mg A8
Pelg) &) A F ¥ (ImgH ¥ 5) 2 46 L7z & & OB O Cras
T OSAUC=IEZF N2 31 L O M55 L 7220,

17. ERERREHE

17.1 BERURLMEICEHT HiH5R

(RERBE)

17.1.1 EXNEERER
[P CHEN;E S 7z ZEE MBS G ORET27T012 B 1 B BB
DGR AU EF M S RE BIT22600 63 B h S EE R s LR o iR
51.5%(372/72261) THh -7z F7o. ZHEEMRILERRIC L o THAEKR
FEICR 2 ) 20 KV BAOF DR HN T 5, 2790

UNREADBRANRY b3 LEEICH D ZRIEME

17.1.2 EREMEHER
DSM™-TV-TRIZ & 0 HEIMEREE & S S, Stk A3 2 8E
(5 U185 Adi) % R R EIP CHEME L 72 R R BR o —EEMIIC B
W, FIERIE ) A R 23] (R E15kgl E20kg A 0 0.25~
1.0mg/H. AE20kgll E45kgH#imi : 0.5~2.5mg/H . K=EAS5kgll L -
0.5~3.0mg/H ) A%1 H 28 [l 1% - S 7z,
FEEAMIE H Td 5 &I (LOCF™) 12 513 5 ABC-J /) HL45 11k
BTAr = VAT DR—=ATA VPS5O ELRIEITEDEB) TH
D, 7TIEREEL) AR FUHOIKIZBWCHREMEN 2 EED
20 5172 (p=0.0030. F5EHT) o 2

ZEE G (SEM) 2B 5 ABC-THERY T AT =V AAT DN=RF 1

5 DZE{LE (FAS™ ., LOCF)

ABC-JE 1

FTAr =V AIT LR
wom |wmos| neng o | LLERRE DR
7L | s | ooz | RASKTHEO
F4 v e TEM 2 pfit
(9596 E ]
77 R 18 27.5%5.26 |24.7% 9.47| -2.8+6.62 - -
U]Z\;;; 21 28.2+6.36 | 18.5+10.57 | -9.7+7.29 |-7.1[-11.6,-2.6] | 0.0030
T~ B

AP GHEENT. N—=2 T4 Y OABC-JHENY 7 A r — Vv Aa7 2k L L7
B i il
ZEERMO®K, VAR B AR AQHE MBS L - B G5BT 5
ABC-JEEEY 7 A r — VAT DNR—AF 4 VIS DEALEIZT TED &
BYTHo720

R 501 (48:8F0) 12 B 1) 5 ABC-JHENHY 7 A7 — W ZAaTDN=2F 1~

5 OZEALE (FAS, OC™)

772 KBS OBATH ) AR F 2B S OBITH
ABC-JEEWH 7 | R=AF 1 ¥ 6 | ABC-JRBEWEY 7 | R=25 1 Vb

A=)V AaT DOEALE A —=VAaT DOEALHE

N=AF4 | 24.5%9.73 (17) 19.8+10.65 (18)

SHIE: 12.9%9.90 (16) |-10.8+10.47 (16) | 13.7%10.46 (16) | -5.8=8.75 (16)
248 12.8+9.90 (16) [-10.9%10.76 (16)|13.1* 9.67 (14) | -6.8+9.65 (14)
4878 11.6+8.18 (14) [-12.5+10.32 (14)|12.6+ 9.84 (12) | -7.9+9.18 (12)
ﬁ(ﬁi@fﬁ 13.1+8.31 (17) |-11.4£10.70 (17)|13.0£10.28 (18) | -6.8+9.70 (18)

P + R (RE 40
a) Rl G- 0 iR BRENR B e e
1) American Psychiatric Association( & [ #§ fii [£ %% 4% ) ®Diagnostic and
Statistical Manual of Mental Disorders (F§#i#EEDOZWT - #al~==27 )
11:2) Last-observation-carried-forward (I8 il |2 152 S 4172 il C Il % Hi5e)
{£3) Aberrant behavior checklist-Japanese version (B#ATEF v 7 1) A F AR
AR
#:4)Full analysis set (3 KO fFHT* RER)
##:5) Observed Case (%2 S /-, KUMEDOHZER L)

18. ERpEIE

18.1 {EFER
T SE I OIS LA R EBRORER LY. & LT R/XI VDot %r
HEYUWERA R O 0 b = Y 5-HTo ARV EM I &S < PR ESR
DTN LD LD EEZ 5N

18.2 EIE{EH

18.2.1 ;L RIN=V{ER
RS VDo B PUER AL, 9y b CTT 724 I LET7 R
EWVT 4 VIS E ) EER SN A BE R W FATE S OTEI AL % FEWKAT
LI L 720 Z ORI NTRY =)V EAEF L < 1dRRimna
EAURENTz, ¥
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18.2.2 ;fizO M= V1EA
to b= U5-HTeBRETER AL, 9y P TR TH I VR A
AN LD FHIE S N D IR TR Y B SE OFTEIZAL A I L 722,
18.2.3 h¥ L7y —Eike{EA
Sy NTOAY LTy —ERIEHIE, Nax) F—L )i, £
7oy Ty oW - B R (BAGE) TO /83 VD BRICK T 54
BBAEL, HERIMEREIR & OB W E SN TV ABERTOH
ML ) EV. LA LAaRY K= )L TR BT B BT
DFNFE e BB, L0 b= YS-HTZEAEREHATREEIC BT 5
RS2 AGEDMEWT 2 R L T b i REMEA D 5, 59

19. B CAT 2IBEEMAR

—fi%% : 1) Ax1) K~ (Risperidone)

{24 : 3-12-[4-(6-Fluoro-1,2-benzisoxazol-3-yl)piperidin-1-yllethyl{-2-
methyl-6,7,8,9-tetrahydro-4/-pyrido[1, 2-a]pyrimidin-4-one

SFR - CsHzFN4O:2

SFE 41048
A R 169~173C
BiEx
N. CHs
99
N\HJV\AN
0 F

N—q

M R HE~-MEACORKEEON K TH L, 257/ =V XiFT ¥
7 =)V (99.5) IZRREITIZ KL 2-7 a8 — VISR T
12 &L KIZIFEAEEIT RV,

20. BBV EDER
NROFOIEH 7 CITIZRET 52 Lo

22. @&

(UARY RVEEImgld o1 1)
PTP : 1008% (10$E x 10)
INF 50088

(UARY Rugg2megltd o4 1)
PTP : 1008% (10$E x 10)
INF 50088
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PTP : 1008% (10$E x 10)

(UARY RVHBRIN%H D1 1)
8T 1 100g
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