sk 20244F10 1 EZaT (553100)

3% 202449 F LT B EEBRSEES
BF A SRR Tl S ] 871179
LI USR]

U ZNY RV OEARRIREE
g JANY FyODﬁmg 01

RISPERIDONE 0D Tablets [SAWAI] A E = 22100AMX00011000
V) A - PSS OMITE K ) M 5k R 5% B 48 20094E5 H
S HE ROEECEES LT &) 7.2 0.25mgi AL COMBA LI R AL, M & T2 &,
2.1 SHERAED B SHIRES B S 2 BENDD o] 8. EELEANEE
2.2 SNV U — L ERFHELARSE O PRI A O R\ BT CihRetiE)
123 B B [HARAEIIEIE R AR S D 2 L 958 5 ] 8.1 X5, PR, MR oS BRI R 12 30 < e
2.3 7 FLFY YA BSHOEHR(TFLFI V2T F T4 5 SR A D 5 b D 2 ERDHLDT, DD b4 IR
F L — OB, BRI B 2 REREED L < L. RIIEA S & b -4 S ESE, R LEE 17 & &
(AR R 2 3 & B <) [10.1818] 8.2 IR&. TEES) - 0y - SUHEBIE N SO TR 22 &
2.4 KHIOHSF LU/ <) F 2% LBEEOBEED & Wb DT, FE G OBEIIE AR EES R E
2% B OB R S eV E I HEET S 2 L.
8.3 AHIDIEEAZ L V) | BULE PR OBALY S & b, HR
3. #ERK - MK W b7V R =Y AL BEIRIEERIEICESL 2 L 03H 5 DT,
3.1 #A% ARG HIE, (8. 8. SR HREOEROBIIES
RS HEY Ay F o 1m 2L L bIT, BHOHEIR S 7 OREAIE D 5\ 137 O fak
A g N .
(150 TRETHBHICOVTIL, MEEONFEEOBE 15127
TR A (LT =T T = (LS A 52 E,08.5, 9.1.6, 11.1.95H]
| G B R T e 8.4 IEMLIEA D & DS = L A5d 5 DT, RHG L, )]
Dovy = by LAY b ) v EkECa. FE B R W, IR M. RS o IR |2
3.2 BFIDMRK B AL bz, MEEONESFOBEZ 1512179 2 Lo
(8.5, 11.1.10%0%]
now @ — 8.5 AH DG L, & oA Lo L3083 U8, 40 BIVE I A5
Al T e AGLALE ) BHT 2B ENHDLI L h, BERFZOREI5IZHY
Tk Fife L. BIUREER (18, 28k, SR, HURSE) . RIREEk (5
W (mm) 6.5 I IR BT, R IR, EEEES) CEEL, 2
;;ﬁ$ é& DL BIERD D & DI B AT IE, HH IS % L
e T— SW RPE EMoz8% %15 L) 358+ 52 £.[8.3, 8.4, 9.1.6,
11.1.9. 11.1.10=08]
4. SHEEXIFZHR (BEESRTE)
OMA%BEE 8.6 B, #HAlE. WESOBMEIREBALS 2 THENLD 2
OINEHIDBBIANY b3 LIECH S ZREE DTEEE 51T, BALS R S Nz A 1 I b E RS
. ShEE 2 CESE SR Y255 @Y R EEITH) &
ijﬁgﬁigﬁﬁ'ff’éi}ﬁﬁa SRR CNRRADEEANS S LIEICH S BRI
5.1 JEHIE LCom bl F1SE o mE 1 i+ 2 = Ly 8.7 BN &R AR ZEHMI L. @RkEEMIZHZ D%

S LlwZk,
6. FARURE - e
6.1 BS KR 9. FEDERZAIHEEICAHTSHIE

WL RAICIEY A Fok LClEllmg 1H2E g 91 BFHE - BERSOS52E N
L. 4 0B 2, MR GES 1 N2~6mgz il Lc1 1.1 0 - MERKR, BIE, XRENSORNOHSEE

F2IEN 5 ORI S S 5o &b, 4l RIS X Y ey N

Bt 2o (BL. LHRIomgt B s b 9.1.2 FRIFOBEEOS 3 BE, SRMATEREROSE
6.2 INRHIDEIBIZNS N5 LEICHE S SRR QTAMLIES & WLl 5% _

W, 0 ANy By b LCIHLHO. Zmak b L. 4 B & EAEBBAR ) 0T b 70, HESMTEROE(L
0100 5mg 1 A2 5V CRELIHE ST 2o HEHRIZ & ) % BT, SHEL, BV AV R D KRS 50
R B A%, W B AN LM% b1 CLH R & ERYERS 2 HT0SDE(11 1. 18R]
6.2.2 (AE0KELL LOEE SRR R KT S5 BENAD 5.

. ) ANY KL LCIHIE0.5mgx WBkL, 4pB s 915 BRECHOBRERURRZEERY B

D 1H Img# 1H 2N 50T CRECIBES S o SEARIC & D SHEH EREBIE S ELBLID DD, _
W B, MR 2B E LM LommE sy claRe L 9 1.6 MRAXEZOREREOSSBE. HIVFRRAORIE
T0.5mgF O MRS 5o 1L, 10, fKH20kgbl F45kgsk . RO, EASORRROERETZRTORE

MAEME DS LA§ 5 2 & Hd 5,[8.3, 8.5, 11.1.9Z:H]

W OYE132.5mg, 45kglh OB EII3mgE R 2 Lo . >
9.1.7 BiiK - REFRIREFZH S FHANEEDSHDEE

7. FERUBECEETY 3R EYHERERTR S ) 230 [11.1.15)

7.1 RANOWERFWIZ/ S ~) K THY, /R FrED 9.1.8 FENKEE. EHABARR. IEE. BiKEEZQ=E
PR LD MERASRIRT 5 BTN D b7 AFH L5 <Y PURPIRRIZ BV T TSERRIE ., IR AR A 52 0D AR S8R0 E 703
Ko RERT HREO88 L OfHIX, #7252 &, XN T WD [11.1.125H]

_1_



9.2 BikERETE
AHOF- WM OUER L FAUCHT RS 5 2 LH3d 5,[16.6.15]

9.3 FREEEERE

JFEEL B S L BEZN0H 5.[11.1.5, 16.6.1%H]

9.5 1T47

T SRR L T 2 WTREED & 2 P2 iE, i LoF %
et L% & HB SN LEIC0RKE5T 52 Lo iR

RINZPURSHIRZE B G- S LTV D 58

LR, R

LR

i, FERIKT . Syl O BEBUER R

HERIMEIEIRD D S bz L OWED D 5o

9.6 {Z3Im

R EOHFMER AR EOFRIEEZE L IO
FHIEERRET 2 2 L, b M THHBITSREO STV DY,

9.7 INE
(RERIRIE)

9.7.1 13@ A/ NELEZ 0 % & L 2z IRR BRI I L T,

ONBREADEBAANT ;S LEEICH# S ZREHE)

9.7.2 (RMAMAREN., FraER. UL, Ao R TR e L
7o RE IR BRI LT L TV 22wy,

9.8 SHE

BEOIREZ B L 208548 (110.5mg) b HE5T 574 &
BHEIHG S5 Lo mimd TISEEARIMRTE RS O RIE 25 &
by, T, BREERES 2 H ¥ 2 8% TR s i
WREEDT LA L RRIIAIER 5 2 L AH 5. [16.6. 15 ]

10. #8E{EA

AANEFE L L CCYP2D6THRH# S Do T72. —HCYP3A4D

BIG- b RIE S5,

10.1 HARRWHALBEWI L)

BTk B ARAEIR - 158 5 WP - fabrid T
TRLVFY Y TRLVFUYOERZ| 7T FLF) YiET FL

(TF7147%F—0¥

SRR, ST R
2B IR ERRES L
AXARE R\
Y ok Q)
KAV

(2.32:1]

W &, MERT &
T IENDH D,

U AEBEa. fEE
RORHH TH ). &K
Fl O ez AL RER
£ B AR
AR E ) L MR
TEM R E NS,

10.2 HAERWHRICERT S L)

A%

FRARAEIR - 58 75

W - fabai T

FRARAIRRRIA] (O3 )L E
Y — VIR SE)

MEAEH % ¥R 5
ZENRBHLDOT, WE
T 5% CHEEIRST
%\:El:o

FHT O Z S DFEF D
THCHIE IR R L B0

R/ o TRBI%E

MEAAE 2 559 5

RANE F/N3 LB TE

ZENH S, HEHLTWALZ LD

I AN (3 REx

B W TER A H bt
T HHEEA D Do

3RS FEIEAVE A9 2 AR H L N2 b o FHA|
DB D, DEEEHIC L %,

T a—) MHEAAEH 28584 5 | 7V 3 — Ui PR

CENDHD,

WEERZES %o

CYP2D6% [ 553 % 3
HOsaFLF o2%)
[16.7.12]

AFN B OSE A D
MR L7 5 2
DD,

IS DOFER DI
R IAEEHIC L 2,

CYP3A4% 8§ % 34
H(H N B Y,
Tz, VT T
YT LY 72N
VESY —))
[16.7.1Z=0&]

AR e OGP >
MR $ 5 2
WD D,

I h s oA o
CYP3A4FHENERIZ & %0

CYP3A4% (#3234
A FFaFy— %)
[16.7.12H]

AN R O PE AR
MR EDs L7 5 2
DD

N R 3 0)
CYP3A4MHESERIC X 5,

QTEEAERI§Z LAY
IS T2 FH|

QTEENH bbb B
TIHDH b,

QTIERAE H 585 %

BEINWDHL,

ESiEE FRPRAER - 1518 5k W - fERRRT
7RLFY) rEAwRBHMERTZ2RETZE| 7T FLFY Y7 FL
JFRIFEA W 5o F ) MAEEh ke, fEE

VALY - T RL KoOREH TH Y, A
F v FI O a5z 25 AW E T S
L0 Bz B AR A
HEAE Y, IE R
TIEAAHHR S NS B
MDD 5,
1. El{ER

ROBIWERN S SbN b I EDNHDHDOT, 8% 512470,
BN S NG A IR G 2 ik B % &) R LE AT
T &,
[ERZEIER 1 OT 2O MoEIER IOTEIZ B 2 BIVEH O M
2DV, BETEREZ TR LRI DS HH L 72,

1.1 EXFEIER

11.1.1 EMAEREE GHEEAT])
HEBHER . R OGRS, HIR. MEOZE). T
ENVFEBL, ZIUTTISHREBEDLALN LG &5 %2 h
1B L. sEHL KRS & BER & L LI 2 WLE % 1T
I T ko AEEIIEFFIZIZ. FIMERO IR MLECK O _EF7-A A&
BNDLIENLL, T2, IF U VREED) BHREOKT
BAONDLZENDH D, B, MEDHR L, Eikbid, %
REE, PEEREEDL, BAER, BMBEE~NEBITL, T 5
CENHDH[9.1.3, 9.1.75H]

1.1.2 BREEIZAFRIT(0.55%)
BG1c L, OFRMEORMEERE 2SS 5bi, 51k
BLERT A LD S,

11.1.3 FREMEA LD R HEA)
B R (RN IR ., BBl - a3 LW EFL, PRS0 H
BVITEE K OTENEY O ) SO RER) &3k L, FRENEA
L AT D2 e DB HDOT, IBERENS b bNige
Wik, B EPIET 575 SEUREER T 2 &, B, AH
IXEPERR (4 ) THIER 2 A3 5 2 &5, Bl - lEH%
AREAVALS B W MDD THEE TS 2 £,[15.2. 18]

11.1.4 FIFIRKRIVE VY FBEES 2 WEIREE (SIADH) CHEAH)
T MU AE, KEREEIMGE. Kb b)) A dkitE o
. EERIR. A, Rk ELE A1 PIAR ARV E VO ARE A
WMEBERE (SIADH) 5 5 b b Z &3 %o

11.1.5 FFEBEIEE. |EHEAH)
AST. ALT. y-GTP® A& %12 JFHEREREE. #E2H &
bbb ENDH5.[9.3, 16.6. 1]

11.1.6 HERUBARIARAE (HH A H)
AR, B, CKER. MR IRPIF ey ER%
& B RERUBRURE DS D SN D Z e b, T2, BEfL
FHRRE 1S £ 2 SR REOSIEIEET A 2 L.

11.1.7 TREERR (5 EEANH)
LEAIEY, CEEHVGESEYR D 5 bbb 2 e hd b,

11.1.8 RNMEREE GHEAH)

11.1.9 SI#E. FERFEST M7 Y R—Y R, FERIFESE (5 E
ANH)
T LE R R D IEAL DS b b, BERBEE T TV F—
A, HERFEEIEICEL 2 E2H L0 T, AEZRG R, O
B, LR, SR, HEREOEROFEEIESET AL L 012, M
PEMEOWE X 1T ) 7% &0 RS 2TV BRI SN2
Al B EPIEL, A v 2V EFHI OG5 0@ Y) 7 LIE
#4179 2 k.[8.3, 8.5, 9.1.62MK]

11.1.10 {EEON#E G5 ANIH)
BiJoRe. MR, ST, IRk, JEIR, Rk S o ek
MRS LNZHAEIE, G2 LEY R LES T 2 &,
(8.4, 8.5%8]



11117 SEFRRIERAE. BMERRA B A])

11.1.12 FhEBASE. ZREPRMRIIASEE (A W])
JHZEARAE, FHIRIARAESE O AR ZEIRIE AT S STV B DT,
B, M. TR OB, FIEED RO 5 NehaIsid, &%

Gk d 5% S 0LE %

11.1.13 HkeBiehE B A

11.2 ZDthDEIER

752 L.09.1.85]

WL RIS & bILB & & 4 %,

5%t | 5%l A
ABHR % ONFL H R | FLvE T OEL | R RSB A A, i LsL
Izl & G i B MERRREA 4z LB AR,

PR, AREEE, f%ENA
KE IR . FLEE R,

EHEERD | B E I E. E KA W, EIEEE K

B RATRREE (T 8|9, & AT BRI, R R. RIE %
B | AN BRI, R, A 2 7L s

BN N N T

RN ALTH N, CK|ASTH I, Mz L7 F = 8
B0, N, fde 7 R BERS . LDH
B SN 11 AL S NN I 1 S w2/ 40 b 1 N 11
7)) &) FE\FEF b A, R FEE
. y-GTPm. LEREFE™, LEKQT
Hn. 4R E B EE R, IR ER . 2
A, RERAD (2T 0v s,
WA BB, H IR
AL B IMEREIE I, R &
M. ALPESIN. ~~ b2 1) v b
WA, L T T2 i
PREEHSIN. JR IR k. B
S RBERE

5%LL 1| 5% BHEEANH
EYLE B OV RAE X gL, BRI, WEEE g%,
A HUE Wide. BB, e BBk,
Hi&ge, 4 v 7V oW, BRE
PR, SE Y Bk
B, BT AR, PR B K
e, ANV ARG, BHEE R
Bede, IRIEH. PH %, NER
SE. ¥ =R %
i fe 05~ gl MM ANE B BRI A iE
ISR
Sk R TFT 4T F =N BBE
NG5 s R ma S s F v E
R T UV S 3 | AL BROR | AL BkoT ERIE, £ 8. A ARRGE.,
s IR FRBRIAE . 7K
R R IR \Bo. 9 o9, (B9 IR, BEERE, R E

fEL A

%) 3. B
%8 B,
ELIRE )
v F—Toi

W BRI SE, B &R Pk
Wy )R =R, i
SOV TEE SR, Mt L a7
ALfE. EE, HEIRE TR

(O NIE Hoff] - fndk, Hlo A SE. LE
O BLIE £ PFAE I & %I

= R AR
O g~ &
SE®E O

b
o<
N

B, ¥ A b
= —. $H i
P K 2N A VA
HE{bAh:, TR
FAT7, I
g, LU,

BES NI VRITRI

AR, B AR
P, SR

IN—=F V= XN, MRS R
£ E B T, FEE
EOMRERE, X2, EIR.
kL OV OMRTE ., AREEE (R
DL ONE) . WREEF., FLREkE
ECTAPA. K= 2 -0/
F—. IES R, MIRE, 5
70 Bk, Jth. FHrBEE, HIEK
RN, EBIREE. Rk

NP EL IR T QT R (N i) N
pajian e il ge, MEISBIIR P 2E, %
B IRFTI, AR EE ., IR
P GOREEIN. AL R R,
Al TR BEGR AR T AR 1
B Ok B . imtkd £, H
R BOR. Bb IR, TSR, BFE7ay 2 Al
LRGSR T ey 70 RIR. EBR 70y
[N = 1 | AN G REN
PARLY i
ke WAL GV o1 1SN 2 (1= S =
. RIS, REIESRA S
VSN OE 5P IR PR I, S SN

Je ONHiE PR PR

9 o Il B R R I I IR S £ T
FUREME B S am, Bl -
I, Wi N PR g, FE R
LB oM, T E, MR
Ak

it HE

ENS
[N

L e

WM B IR
. B A
P F L
& . HALAR

FINEC SR, B9, BEERZ.
PRZE, Mg, . ZEHLFCIE,
fESEE, VR, IR

i B, R

FPNRE R R FHERE R

B2 R B O Ke ZIE. 55 | 0 FEE. B, @Ak AL

Ll s B, OSE. BLEE. M R,
B HE MR, BHESHLEES . BRiRME
R 45, B REZE . B R RZE.
HINE. A

AR RO R (B . M BRI, MO, WEE. U

e ik s Wi, BOENREE oS, BOETIE. BERE. Y
WA, BTG A% R
st

T O IR i b PEIRIFEE, HUR | JRE, TREEE

=24
E

FEDIERA S & b A L EIZS U COlE I Pis—F vy 3
D55, WY REEIT) S L,

F2) LEMIZEED D S bN 72 HE 123G 2 h ik 5 2 &) 2 LE
o R RN

TES) BRI A AT e L EEICHRG T A L,

13. BEKRS

13.1 8. EIR
— RIS STV LR, EIRIE. ARFIOVEH A |2 53]
L7zb0THh )., IR, EE. SR, KiE. QTR 4k
AMEREREFE T 5 o

14. BRAEDEFR

14.1 BRIRMAFOER
PTPAEE D #HHIIPTPY — A LH ) L TIRA T 5 L 545
B LI L, PTPY — DOREAKIC L 1), SR A E
ANHIA L, EIZIZEIL 2 B2 L CHRRAASEOEE R AHEE
BER$ A2 03B B,

14.2 FERIZSIFOER

14.2.1 RANIOPERCTHRPICHEES 5 2 &2 BEERO A (K%
L) CHOIRMARETH 50 F /2. AHNI R & QUL
L0 RN RSEE 2 WS A BHI T R WD, B I X
IKTEHAAT T &,

14.2.2 AANZE-FEORETIE, K LTIRHEE2VWI &,

16. ZDfthDER

16.1 ERPRERAICE D < 1BER
16.1.1 AHNZ & B HEAHOZIE MG ST b,

*%15.1.2 ZVECH M S WS EERAERZ 2R R & LZ1TORR

ABZ BT, KH % & O IFEPURS R 5T 7 2R
BB L THTERDL.6~1. Mo 72 L OG0 H
%o F77. HETOESREIC BT, ERPUSHREE D IEE
RIS MREE & AR CIE RO EAICHET 5 L O hH 5.

15.1.3 AF %2 &Ha7 FLF ) Y EHEN O 2 # A 2 %5 31
72HBEIZB VT, AT iy i i R SRR A T RE T AT
BEENTV D, Ml - RIS, BREPHES £ L AWML H 50
T, AT IRRFE I AFI SR I ZDOWTHER B L H R 52 &

15.2 FERSEARERERICE D < 1EHR

15.2.1 RENIEWEER () THIEH 2 G352 06, b
DOFFNFED haE, BPAZE, MBS X 2 IRHAEIR % A EH
PALd 5 REMEDSH B [11.1.35 7]

15.2.2 o (=™ A, T v M) IR & 04.7~75
(0.63~10mg/kg/H) #18~25% J] Bk 145 L 72 %% A S5k
SHEEIZBWVT, 0.63mg/kg/H UL ETHIRIES (v A, 5 v
M)\ 2.5mg/kg/H DL 1 CF KNS (<7 A) K OHEDEIN 5



BRIEES (T N) OFSEHED FAPHIE IR TWDE, 260
FriRld, 78527 F IZBELZZLE LT, ol TIL
{HBNTWD,

16. EYENHEE
16.1 MMEE
16.1.1 INERU'BFEDIFHEEREE CTOME
INB T OSFAEO R R BB E ) A1) R U EE%0.01~0.08mg/kg/ H
OJFETIH2E EZE %S L2 &, KEdH72 ) OHE0.04me/kg/
H THABAL L 72 185 i R ZEAUAR D Cinax.ss & FAUC ssld F4E & Ll L T
INETHETEMETH - 7205, MR FRHWI- Fux ) AR F
¥ DCumax. s AUC: ssld/N & FAETRAEEE T - 729 DHEAT— %) o
INB R OFAE ORI BB 12 AR R & BEROHS L a ol ik
FEo85 A — % ((KEDH 72 1) O RE0.04me/kg/ H THEIL) CF9ME£S.D.)

Conax.ss Carin.so AUC: = CL/F

(ng/mL) (ng/mL) (ng-hr/mL) | (mL/min.kg)

AR stk | 124+ 9.0 | 2.06+2.68 | 87.5%61.57 | 6.11+4.15"

<6<;=1112ﬁ§> ERHW | 16.7+ 6.8 | 8.98+3.58 152+58 2.52=1.00

(12ff;;2> Rk | 22.5+23.9 | 8.61+13.1 | 190+235” | 6.51+6.72"

(n=12) | FAt@m | 16.8= 8.8 | 11.7+ 6.9 172=94 2.37+1.01
a) n=9, b) n=11

16.1.2 E¥MENEEFMHER [SE]

(UZANRY RVOD#E0.5mglv o1 1)
1) 21 K> OD#E0.5mglH 7 1 |& 1) 2785 — )V OD$E0.5mg % fEHERk
ANBFIZENZNLIHE () A1) K2 & LT0.5mg) ZEfE R AR 1% 5
(7B AF— =) L, I8P ) 20 FREARE L7, Foh
723 ENRE/ 8T A — % (AUC. Cmax) (22 TRERTHEIT 2 17 - 7245 5.
T O A W2 1 R SR SRR & 727

FRANGES G- OSEYFRE/ X T A — ¥

Cmax Tmax T2 AUCo-120r
(ng/mL) (hr) (hr) (ng-hr/mL)
. |V A~xY FrOD
7) + + + +
7{: 50 5mgl 0 £ | | 2-21£0.93 | 1.220.3 | 3.0=1.1 | 10.47% 5.20
L |y 2,85 —10D
(0=34) | 520 5mg 2.34+1.01 | 1.2£0.5 | 3.1=1.2 | 10.77+ 5.65
v 1) A1) F »0D
<
QJ;, 50 5mal 9 4) | 275%1.50 | 1.420.6 | 3.4=1.2 |13.93+10.19
Y [y 2,85 — 10D
(n=20) | 50 51mg 2.79+1.43 | 1.2+0.3 | 3.4+1.3 | 13.39% 9.75
(Mean+S.D.)
S 7 (7% U CHRFIBS D Mo i)
i T
3 THEET —e— U XX K OD$E0. Sng 471 |
Tt)ﬂ ‘ 3 N ---0-- U A/\% —)LOD§0. 5mg
2 2r o\ i i Mean=+S. D. (n=34)
~ | L ‘
1 !
kT w
> ¥ -
woLry -
£ | ~_ |
(ng/nL) | e T
I I I | —l

oo
—
Do

Il Il
0 W1W22.53 4
0.67 167
0.33 1.3
MAEFEEE 722 5 ONIZAUC, CmaxZEm/8 5 4 — 1%, #HhERE o@IR, §
ORI - RIS ORBEMIC L > TR B WML D 5,
16.3 91h
16.3.1 (MEE~DHRTH(ZE : 7 v bTHOT—%)
Ty MIBIFBHC-1) A1) K ¥ O MR G- ORI T IR 1%,
1EE AL OMBRIC BV TR G2 DN IR SEIE L. 20BOHE
VR IHE R 5 O & AR E I 2 7R L 72,
WS REIE X ITIE C R b <. By ANB. BRI R OV AR DA
HCTHEVSREIREE 2SR i, Y
16.3.2 IMR-BxBEPTEE M
FEEEHCAIZY) A R v Imghe & MG L, MANIZBIT 25 F283 »
DM Ot a b = U 5-HToZ AR E IO W TR L 746 1. B ak
WCHEEBAME R /T 5 2 LD RER S N,
L7235 Ty U AR F AR IME-RBEM 2 i % 2 L AVRIE Sz, @
16.3.3 MPELFES
1) AR K20 #990.0% G vitros “FAEENTE:. 10ng/mL)
9-b FaF ) AR N #977.4%n vitros &M, 50ng/mL)Y
16.4 X8
BEREBLAAZ Y AR Ny 2% 0%5 Lzga, EICFRTR#sns
CEEEN, FRBWIE- Faxy ) AR Ry Th o2,
WELEE RO H R O DOEE - H 1) (HEIIAFE)

B 5% O] (hr)

KRB OB HEOHME - FABWI-L Fax ) AxRY FroEtkidm
vitro % Oin vivo D SEFERER I BT Y A R RZB(UE L 12I2FRFE
FEDPRRIFNZ EATRENT VB,
RHES (F » 2 10— LP450) D414 : CYP2D6, CYP3A4™

16.5 HEtt
fERERR A2 ) AR R 2 Imgfe o U 2mgde & fE L e 5- L 7236, 5%
T2RE F CUCHEM S 2R R ELRIZ2% TH ) . ERHT09-1
FOFs ) 2~ FUdf20%Th o720, SHEATHT— ¥ CTld, f#
FERLAICHMC-1) AR N Img® B S- L 2546, &5-%7HH
F TIIHEHGTED14% D33 12, 69%AN R 2 HE & 7ty

16.6 HEDERERITEE

16.6.1 SEENRUBKIEEERE TORE
TEHERLA. W, SR SR N OB R S R 10 AR R
v lmght w BRI S L7z & & WG () AR Ko +9-v Fo
FUN AR R V) OSBRI, BHERA LI LT, SRR AR
EBEE (7 LTFZr 2T T A 30~60mL/min/l.73m?) Ttizll
BWDIER K NAUCIZ2. TR ok, HEBKEREEEE (7 L 75 =
YT T A 1 10~29mL/min/1.73m?) Tt12l255%0 ik £ & (FAUC
122,61 DMK, EEE Tl 30% D TR K FAUCIZ L. 445 DB K AR
DN HEAT—4).09.2, 9.3, 9.8, 11.1.58H]

16.7 EYEEER
TERER N L B (AL FRE. SARTREEE) 2 R E L3
HEAEH OBE 52 LTIORT GHEAT— %),

16.7.1 URNRY RYOEMEREICH T 2 EIDEE[10.288,]

MAILNRIBEY
CYP3AAZFEEH 2 T2 H VAN~ E Y v (KEHRG) L) A~ Ko
(6mg/H B AE % 5) # 21 A R BEH L 72 & & oiftEpsr (U 21 R+
O-b FaF ) A~ R )OI 3850%mH 4 L7219,

@noFteFv
A I B 1260 CCYP2DEIENE 2 3 %781 F 1 F » (10, 20
T UM 40mg/ H FAEHES) &) A1) K ¥ (dmg/ H B S) # PR L 72 &
GG OERREICE TS T 7EAENENLSE, 1.6K%01.8
5 AL 722,

(€)Rc2 20
A SR FRE A e R I I B 11 IS CYP2D6 B B &2 A 3
bv b 7) v (50mg/HRAEHES) &) AR F ¥ (4~6mg/ H KAEH
)RR Lz & SRS O MAEh SO HSII R L RIS R
Motze T2 BT L E100mg/ H IS HR L 2 BE TIE, SR
SOEFIREIZBITA T 7EHP15% L5 L, 150mg/ H (2¥8E L 72261
TlE, ZN2EN36%K U52% EAF L7z, 7

@D TIWRFT=Y
WA e R 11 12 CYP3A4 L OSCYP2D6RRENEH 2 H 5 7 VK
FH 3~ (100mg/H FAE#HY-) & 1) A~ ¥ (3~6mg/HES) %
BER L7z & & IR o MSE i BE L2 B SR LB % T S e o
2o F720 TIVKRFY I L ZE200mg/ HIZHE L-BEETIE, ) AR
FYOEEIRIEIZBIT D b T 7HA86% LA L7205 9-L FaFxi ) X
N R OMEERREIREE RIS kot ¥

G)/ bZaFV—=Ib
A JIIE B F 9B CCYP3AAMEEH 2 H T A4 T a3 )V —
(200mg/ H KAEH-) & ) A K v (2~8mg/H KA % B L 72
& X OGRS OEFRIEIZ BT 5 ~ T 7l1265% F5- 1727,

BIRSIN=)L
TREHE 53 1 i N 1260 ZPHE & I BSEAE I 2 3 5 X T 78 3 )V (240mg AR
Pel) &) 2R F ¥ (ImgH e 5) 2 46 L 72 & & OEYERLS D Crnas
T O AUCwd 2211 3% K O 4fs88hn L 72,

16.8 ZDfith

(UZANRY RVODEEImgMtv o1 1)
1) 21 FrOD§Elmgl 7 4 NIZEHEsEcEo &, ) AxY Ko
OD$E0.5mgl 7 1 | & AEWZEMICMEE L A Sh/z2,

17. BRPRANE

17.1 BERURLMEICEHT HH5R

(ERTREY

17.1.1 EXNEERRER
[P CHEM S 7z ZEERILEGAES 2 G ORETT27T612 BT 5 ) AR
F 88 - ML O RRIRERER O MG, AR RE o SO BI722601 250 3 5
UG DL W #IE51.5% (372/72261) Tdh - 720 T2, ZHEMK
HBGRERIC & - TRARFHEICR 32 ) 2R K U 8HIOF DR
HHENT VD, 30

UNREADBRAANRY b5 LEEICH D ZRIEME

17.1.2 EREMEHER
DSM™-TV-TRIZ & 0 HEIMEREE & S S, Stz A ¥ 2 8E
(i DL 187% A1) % A R A EIN TS L 72K RER O —EE RIS
W, FIERIE Y A R 28] (R E15kg L F20kg i 0 0.25~
1.0mg/H. AE20kgll F45kgH#imi : 0.5~2.5mg/H . K=EASkgll L -
0.5~3.0mg/H ) A%1 H 28 I 15 5 S 7z,



FHEFFMIE B T & % WAEF AR (LOCF™) 12 3517 5 ABC-]™ L f6 1%
FTAT—=NVAATDOR=AFTA U HhEDOBLEIITROEBY TH
D, TIRREEE) AR R UHEOREKIZB W TGN 2 BEED
D 572 (p=0.0030, L5 EHT) o 2
CEERM (SEM) 1251 5 ABCTREWY TAS — VAT DN=AT A ¥
75 OZALE (FASH, LOCF)

ABC’]@@E‘L&L BlLE
YITRT=NAAT s
P | e Nengq [ TR DI
020 | mw | v poon | RAREHEO
B oz
77 YR 18 271.5%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
ST = B

AEGEEEZNT. N=2AF 14 Y ODABC-JEEWY 7 A7 —
e ol
ZHEBEHM OB, VAR 2 EE R AR G- L - B S5-I BU 5
ABC-JEUEVES 7 A — VAT DNR—=A54 P SDELRITTED L
BYTHo70

VAT wdhime L7

FWP G- (48:1H) 12 B1F 2 ABC- T 7 A7 — VAT T ONR—AT A
A5 O%AbE (FAS, OCH)
7T R E S OBATH ) AR R VEER S OBTH
ABC-JHEWY 7| R=2F 4 b |ABC-THEEY 7| X=27 1 V55
A= NVAaT DAL Al —=NVAAT D%EALE
N=2A54 »¥| 24.5+9.73 (17) 19.8+10.65 (18)
SIAKF 12.9+9.90 (16) |-10.8+10.47 (16) | 13.7+10.46 (16) | -5.8=8.75 (16)
243 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)
’ﬂ(folc{gﬁ)ﬂ* 13.1+8.31 (17) |-11.4%10.70 (17)| 13.0+10.28 (18) | -6.8+9.70 (18)

SR + R R 2GR 40
a) B3 53 0 1R ERSEAR H B AA
1) American Psychiatric Association ( K [E ¥ fii £ % 4% ) ®Diagnostic and
Statistical Manual of Mental Disorders ({51 DOBHT - Hiat~ =27 V)
4:2) Last-observation-carried-forward (I §ij |2 1% & U724l C M % #li5e)

73) Aberrant behavior checklist-Japanese version (34787 = v 7 1) A s A

)

#4) Full analysis set (5 KO fEHT G G4 )
11:5) Observed Case (%2 S 7M. KMEOH5EZR L)

18. EFNEIE
18.1 {EFREER
ATEHSEIR IR LA ERROKE R L D, L LTRSS VDo s
REEPUEM O 0 b = U 5-HTo e A RETUEM 1235 <L iR
DR LB DEEZHLND? 3
18.2 FIE(ER
18.2.1 ;i RIN={ER
RS VDt BIRREYUE A B L, 9y FCT ¥ 728 I v XET R
BN T A VI FR SN BB E TR OTE A LA H R KT
BIZHHI L 720 ZORBEIENNT Y F—b & FS5H L < IZReRiina
LATRE NIz, P
18.2.2 ;izO h=1EMA
o b= U5-HToZAREIERNEA L, 9y hTRY T8IV RO A
AN LY FFE SN LIRS EIR Y EEN SO TE AL 2 JHI L 723,
18.2.3 W& LTy —Ei#elER
Ty RTOHY LTy —ERERZ, NEX) F=LXDi5wn, &
7oy T v b OHG - DR (BAEE) TO N8I U De BRI 3 5 4
ABAME L, HEARIEEEIR & OBIEATR W & SN TV A LR TOH
ALY EV. L LaaRy F— )L TIEREEIC BT 25 a 8T
DFFNEVe B, L0 b= U 5-HTo 2 BT E AR IZ BT 5
RIS 3 UAZEOMR 2 FRA L T A i REM S 5, 275

19. BMASICRAT HIB{EEHNHER

—f%$& : ) A1) ¥~ (Risperidone)

{E%4% : 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
Ca2sH2rFN4Oz2

410.48
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=V (99.5) IZRRE IS KL 22718 — VITHRD CTHEL
c: L AKIZIEE AEBET RV,

20. BRVLV EDER
20.1 BAHMZIXEAEZ BT CTHRET L2 &,
20.2 NEDOFORD 7 WITIRET S &,

22. I
PTP : 100$z (108 x 10)
23. EEk
1) Hill R. C. et al. : J. Clin. Psychopharmacol., 2000 ; 20 : 285-286
2) Saito, M. et al. : J. Clin. Psychopharmacol., 2005 : 25 : 527-532
3) Spina, E. et al. : Ther. Drug Monit., 2000 ; 22 : 481-485
4) Mahatthanatrakul, W. et al. : J. Clin. Pharm. Ther., 2007 : 32 : 161-
167
5) Jung, S. M. et al. : Clin. Pharmacol. Ther., 2005 : 78 : 520-528
6) /NETOE O E BUF51) AR F 2 OEYEIRE DM

uﬂany—wﬁMHumﬁwwm@ 20164F2H 29 H KGR, Hi5S
ERREE2.7.2.2)

7) FNER R R R (OD$E0.5mg)

8) Van Beijsterveldt, L., [ FAIE Al - J6E & R, 1993 5 27 : 3035-
3052

9) Nyberg, S. et al. : Psychopharmacol., 1993 ; 110 : 265-272
10) Mannens, G. et al. : Psychopharmacol., 1994 ; 114 : 566-572
11 Drug Metab. and Dispos., 1993 ; 21 : 1134-1141

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

Fang, J. et al. : Naunyn-Schmiedeberg’'s Arch. Pharmacol., 1999 ;
359 @ 147-151

14) FHREAEML - BRREFME, 1991 5 19 : 93-163

15) Snoeck, E. et al. : Psychopharmacol., 1995 : 122 : 223-229

16) BIMEMER - 7y N~ > - Fv~ A B2, BEIF)E,
2013 ; 537-539
Spina, E. et al. :

)
)
) Mannens, G. et al.
)
)

) Ther. Drug Monit., 2004 ; 26 : 386-390
) D'Arrigo, C. et al. : Pharmacol. Res., 2005 : 52 : 497-501
) Nakagami, T. et al. : Clin. Pharmacol. Ther., 2005 ; 78 : 43-51
) LR - AR RS ER (OD$Elmg)
) JURHAL - BRIRFSAIEE 7, 1991 © 20 @ 529-542
) JURHIFFAR = BRARASEE S, 1993 1 22 1 1059-1074
) RIEHETIML  BRARRAIEE A, 1993 ¢ 22 1 101-116
24) FazHIEA - ARSI R, 1993 5 15 : 617-631
) RIS © BRIREESE, 1993 5 9 @ 2725-2739
) SPARELEAD - BRREESE, 1993 1 9 : 1453-1470
) IKARZAM - whARRS SRR, 1993 5 15 ¢ 749-762
) EABREAEAL ¢ BRARS LS, 1994 1 23 1 507-522
) ASIESEERAL ¢ ERRETAN, 1993 ;21 : 221-259
) HEFENEAD ¢ BRIRAS MR A%, 1994 ; 23 & 233-294
) /NREI O B AMEREICRE D SRR E AT A EE AR L LcEN
55 MAHRRER (1) A 285 — )V §e/#itkr/OD$e/INHIE - 20164F2H 29 H K
PO, HFEEEE2.7.2.2, 2.7.6.4, FAIREE)
32) Janssen, P. A. J. et al. : J. Pharmacol. Exp. Ther., 1988 ; 244 : 635-
693
33) Leysen, J. E. et al. : Mol. Pharmacol., 1992 ; 41 : 494-508
34) Megens, A. et al. : J. Pharmacol. Exp. Ther., 1992 : 260 : 146-159
35) HAMEAM - FEA - RS - ATED, 1993 5 13 39-42
*24. MRREEKENRUOHEVEDES
HARY x40 v 7 A&t B% S $MHH=E
T108-0014 HHUHRUS X Z HT H33%H 1175
TEL 0120-893-170 FAX 0120-893-172

26. BIEERSTHRES
26_1 iLFﬁ:fE
IRHRERRINEH
ABrAENXZERES T B2-30
*26.2 BRZSIT
@ BARYIxUvOBASH

RRPEXZATEIIE11S

530219000-007
DA3 A240907





