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9-t ROF ) ZXRY R2 77, 4% (in vitro, SEEBTE.
50ng/mL) D

16. 4 (%34
R AU AR R 2RO%E LGE. RICHETRH#S
NHEHESIN, FREDFI-L ROFIVARYRITH-
719,

VIENRENROFERFTZOEE  HD EIEIEREH

R OFHEOFE » ERBWI-t ROF ) 2ARY RO OEHE
\din vitro e Win vivo OIRHFRERITHBNWTY AR K RE(LIK
CIFIFRIREN DRI NI EATRIN TS 1D,

R (b O—LAP450) O4pF#E - CYP2D6, CYP3A4

16. 5 et
fEFERRNICY AR R > ImgdE Rk N2mefE &R OG5 L5 A,
BEHT2M £ TITHRt S N R P AREMARITH2% TH D, ER
WPOI-t ROF U Z2RY RAIK20%TH-> 7219, SEANTO
F—%Tid, BEMRAICHUC-U ZARY R oIimgzHEREO#KS L
72HE. HEHRTHME TITREHEED14% BN#EPIT, T0% M RH
WPk X 721D,

16.6 FEDHREETHEE

16.6.1 SHERVBHEEREEETORE
R A, EinE, FHRERERERCE#REREREICY AX
U R ImgfgZBHERO#%KEG Lz &, EEks (D AXRY R
+9-E ROFUZRRY RY) OEYBEREIT, BERAELL T,
PEEEREEREERE UL T7FZ U7 I A 1 30~60mL/
min/1. 73m?) Tti1lZ35%DIEE K TPAUCIZ2. TfE DK, HER
KRERERE (VL7 FZ> 20752 X 10~29mL/min/
1.73m?%) Ttk DR OAUCIZ2. 6fE DK, Eli#E Tlis
1Z30%DFEE K FAUCIZ L. MEDWEARNED 5N GHEAT—
7)o 9.2, 9.3, 9.8, 11. 1. 5]

16.7 EWHEE/ER
fREERRA. EEmEE IR E RERAE. MERRERERE.
IR E, FEHmE) 20RE L -EYMAEIEROBRFEREZL
TIRT BEAT—%),

16. 7.1 URRY R DEMEREIC T HtFDRZE [10. 2518]
1) AnNzEEY
CYP3A4ZEMREMZHTHHIILNIYE Y (REHRE) &UAXRY
K> (bmg/HKERS) 220 AMMALZEEOEERS (VR
NYR+H9-E ROF Y ZXXRY K2) O EEIZRI50%0 >
L7170,

2) PAFCURVSZFDY

R ANICCYP3A4TL CYP2DO6HEERZHE T D AF T
(400 mg/El. 2E/HKEHRE) LU ZXXY R (1 mg HEE
lﬁ‘_‘) ZHALREE é’@73'[%5‘2%@Cmax&U‘AUCLi%h%hl 3&0
LIfE#EmL7z, £, =F2 > (150 mg/[E. 2[E/HKERS
) EHERLZEE. ENTENLAKROL UEEmML 7=, 1®

@) XaFteFr
HEEFERZI2FICCYP2DOHEERZFETH/N0FF >
(10, 20K%T40mg/ ARKERS) &UAXRY R> (dmg/HKEH
5) A LZEE, EERSOEFIREICBITS ~T 7ME%
nENL 3, LKL 8ELERLEY,

4 vV LSV

MG JIE M RS R FERE LFICCYP2DO M EEA 2 H
95U (G0mg/HREEE) &V AXY R> (4~bmg
/ERERES) ZHALEZEE IEERS OISR IEE G AT
BEELITI RN ok, £z, VIV NFU 2 &E100mg/HICHEL
EBETIE BRSO EEIREICBIT2 I 7EPIE LR L.
150me/ HICHE L 226 Tld, ZNTN36Y X U2% EF L7z, 19
5) ZIKRFHITY

RERIERE 1HNCCYPSA4 OCYP2D6HEER 2B T 5 7))
REY I (100mg/HREHE) &UAXRY K> (3~6mg/HK
"/i5) 2tAL &, WK O M HREICH AR
ERIEE Moz, iz, ZIIVARFH I &2200me/HICHEEL /-
BETIE VARY ROEFREICBT S b T 7#EHN86% EF L
72735, 9-b ROF T URNRY RODMEFHEEICEEEZRIFTI R
Mmoiz,

6) 41 cZaFV =)L
HERTEBRFIIFNCCYPSAMHEERAZET D1 7 aFr =)L
200mg/HME#E) &V AR R 2~8mg/HKEHS) %
91‘)?1 U7z & EDIEMERD DEFIRIEIZRBT S T 7#EIZ65% LR/ L
7=,

M NN )

TR BN CPHEBHEFERAZH TSI /83)) (240mgkiE
®E5) LUZRY K> (ImgHE#HE) 20HAL & & DIEMER
53 DCrax 2 FAUCl I FNF41. 35 KON A5 L 7220,

(8) it
RO REREICCYP2DDEE TH D7 I MY TFY &Y AR
URVEHBELEEE. @ERAMCCYPAMHEEHZETHTY
20X EYARY ROZEHHLEZEE, RREREREFIC
CYPSAADHEETHA M ETI—FEUZRY RZEHALEE
=, S HEICCYP2D6 R UCYPSAADHE TH DI HI > F I >
EUARY ROZEFHALEZEE, @BERAICCYP2D6 & FCYP3A4
DEETHD RRRI)NEYRARY RVZHALEZEE, T
USR5 O S ENRRIC HE SO EBIIERD SNk 721
16.7.2 fhBFIDEMERECHT DU ARY R DEE
EFEEmEIC dF U ZXRY K2(0. 25 mg/[l 2[E]/HKE
B5) A LSS, MEIREERZIC/NL 7O (1000 mg/
ARE#RE) EUARY RY (4 mg/HRERS) 2HALEE
&L UFTLEYARY R (3 mg/lEl 2[E/HRIERS) Z0tH
Liz& & ZNTNOEAOEYERE IO H O ETIZD 5Nk
Mmole UARY RFHIVANIEEY, Ty Z2Oox13 >, k
ESY—h HI52FIDRVRRRIIOMBEFEEICEES
KiFSlamo=®

17. BRRRAIE

17.1 BHERVLLHEICET SR

17. 1.1 ENERREER
ENTEBI N EERILEGERERZ &R T2THIC BT 2
PRAKBR DRSS, ARSI SRAE I T 226112 59 % rh &R ek DA
L owERIES1. 5% (372/72261) Tho/-. iz, —_EHEMRI
WREBRIC L > THARFVEICHT S D AXRY R OFFAMENE
HHENTWS,
MR SAEFIT237D B F4200%1 (58. 1%) ICRIER 389
587z, ERBOIX. THIOTI266] (17.4%) . REEISH
(13.1%). BFREMEI2E (12.7%) . REESTH (12.0%). fHiE
85K (11.8%), FHHLBZSIH (11.2%) THorz, 23D
1) RKEHENADY AR R E2HEIN-EFWFHZ2EE,

18. FEupFE
18.1 kR

RN N R LR OER KD, FEL TR 2D,
ZAEEEFER ROt O b= 2 5-HTe2 AEEFERICE DL,
FAR MR R DOFAFHICL D DD EEZEZ BN B3,
18.2 FEEER
18.2.1 AR/ ERA

RN Do BREFERZEL., v NTY > 72432
TRENT 4 DL VFHRIND2AECEFETEEOTEHLLZ
FABKERCMHEIL -, TOEERFNORY R—)L ERI%EEL L
FeeiHn EnRI Nz, 2
18.2.2 fnt0O = 1ER

o b= 5-HTZREKEFERZEL. Y NThY TH 32>
FOAZA) DICXOBEHINDIRECEIR D ESHZEDITEEL
ZHIL 7250,
18.2.3 h& L7 —EiER

Ty hTOAY LT —EEEMZ. NaXY R—=)LX DN,
£z Ty FOFK—-DBER (RFEE) TO RN 2Dy RARIC
XTHIEEHRMEL. HEAIBERE OBBENFENEINTNDS
MEAETOHEMELIDFEN, LHalNaxRY R—)LTIRELEEIC
B EEEEMMEOANE D, 7B, O b 5-HTyZ Ak
FUERDHBRRRITB 2 RN VRZEOBERT 2L TV fE
,l\ij]g‘% 2, 32)-35)

19. A SICET SBEEMMA
— AR R
JZAR1Y R (risperidone)
==
3-{2-[4- (6-Fluoro-1, 2-benzoisoxazol-3-yl) piperidin-1-y1]
ethyl} -2-methyl-6, 7, 8, 9-tetrahydro-4H -pyrido[1, 2-a ]
pyrimidin-4-one
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410. 48

RN

ARIFEA~HEABOR/REEOMEKRTHD, Ay /) —)LXFT
& =)k (99.5) IZRRETICS L, -7 0N =)V TE
T <, KITIEEA EET IR,

Al
169~173°C
20. BRIFVEDEE

20.1 BREBITITRET D &,
20.2 NEDOFOJEMEWITNICRET S Z &,

22.

2553

JZRY R $80.5mg 7=t no)
1004¢ (PTP : 10%€ X 10)

50088 (ONZ)

JZRY R $Img 7 =k0)
1004¢ (PTP : 108€ X 10)

5008 ONZ)

JARY R>#2mg T7=k0O)
1004¢ (PTP : 108€ X 10)

50088 OUNZ)

YARY R #3mg 7=t 0O)
1004¢ (PTP : 108 X 10)
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