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ENELE 3-8 BHNEE - ZRBEHRAHETP - MFRAES Risperidone AR ZBRE>1%HNENFRREFIKER— -

TR BEE  ZTRBYRAFRD - ERAERZRisperidonela B 2B HAR>1%HIEEY)
rR&RE

) ) Risperidone Risperidone Placebo

RIK/REDE < 8 mg/day > 8-16 mg/day

(N=687)
FrR&RE (N=853) (N=198) %
% %

BERMER
SIR% 21 4.0 17
FIFIRBRR 15 25 15
54 0.7 15 0.6
FRIB R 0.5 25 0.1
MAMHELRRRE
=il 0.1 1.0 0.1
RELRREE
B 0.1 1.0 0.1
BHEE
KR 16.2 253 13.2
= 7.7 111 44
&R 0.5 1.0 0.1
MELRRERE
08 & ARG 193 17.2 7.9
B AL RBE* 9.8 10.1 2.7
R & 6.8 15 2.0
FREERTE 6.3 3.5 39
BEF 46 3.0 13
B 42 25 25
BsREDES 338 3.5 1.0
EBE 2.6 0 13
Dizziness postural 12 0 0.1
EEE#H 12 2.0 0.9
=R 04 1.0 0
REBEER
R 21 1.0 0.7
BEAMEKBER




HE 0.1 10 0.3
RS

NEBE R 11 2.5 0.1
mEREE

REMEMER 13 0.5 0.1
(AR 0.2 10 0.3
R - R PIREE

2% 2.0 6.1 13
M 2 (R 0.8 2.0 0
SHm 0.5 15 0.1
SExM 0.5 10 0.6
BRERE

&0 6.4 4.0 2.6
B 46 91 36
HIERR 43 6.1 2.6
& N+ 3.9 45 3.8
hes 2.3 0.5 19
G A 23 1.0 0.4
Asz 21 0 1.0
HE BB AGE 15 1.0 0.9
i-F 11 0.5 0.7
B eI 11 10 0.6
TiERE 0.7 10 0.1
FERETHBRE

% 0.8 35 0.9
K ER % 0.5 2.5 03
TER B 0.2 1.0 0
B TR M R 8 3k 0.2 1.0 0
FEEBERAIL 0 1.0 03
NS REHABERE

=t 2.5 1.0 16
e 15 2.5 0.6
0B % 12 1.0 2.2
BRMyKERE

FRRZE 0.2 10 0.3
EEAANAERE

EIAGE 04 1.0 0
—RHEE

K 2.3 1.0 1.0
)] 13 0.5 0.6
BE 13 10 0.7
P 0.8 15 04
BE

[ o A BE R L 2 BE 1S 10 04 15 0.1
OB NER 0.2 15 0.1

RS RCEER SEMEIMEER - JIABRKRER - R ERE - B A8 - EFE
% EHIEEMER - BER - IRREMRSREE - SLAEEBRHLAENAZ - Y5k
NEBEENRAARE - PIAKE - PIARE WA - JIA%EHME - IRIKIEE) - T - B8R
BIEERBRNMEREFILIMEER - EPRNHACRESERE - \IAMHE  BERNEEFER
B -

BB RAZESHERDBERE - EFREERA

EAERI4-12BWES - ZRBIHRHRD - EEREERAEZRisperidone AR ZERE1%MWEN AR REIINET - KRR EIEIRLE
RIMR—HBEEFRARERR ISR REERUEZEN AR RE -

R EEE - ZEEHRBEED EFREERAESZRisperidonelA B ZBRE>1%HY
EMARRE : RIINF—SHBRAR>R—FSIENAR REBER2ENEN IR RE

/R EDE Risperidone ( N=1009 ) Placebo (N=712)
I ARBRIE % %




BRMRS

PRIB R 129 10.3
Fifi 3 31 24
BEAmN 11 13
RENZEERER

BRRE 23 14
BHER

B EBLIR A 27 01
BERREE

EBE 7.6 2.2
FRE MR ER M 321 16 0.6
RERRE 13 03
AOK 13 0
famE = 11 04
REEEE

HEREK 2.7 11
MERE

fEC I E# 22 14
IR - A RESR

M2 B8 4.6 31
RER 15 0.8
BRERER

A A £ 15 13
BN 11 0.4
KEMETHBES

#I5E 4.0 4.6
NAESBNEHARER

RBEZ 18 0.8
A e P2 AR 15 0.3
—RER

170 fie 7K P 7.7 39
BREL 4.0 18
AR 35 15
[MIF& M4 7K B 15 0.3
BE

RS 26 0.8

ULREIRERAZEESHERDBEE - RERA

£)\[EARE3-8BMES - ZRBIHRERD - RERAEZRisperidone/AB 2 BHE>1%BMEN AR REFINK= - R=RBIERLRINE
—HBEFRARENR—FIFRRBFER2EZEYNFIRRE -

R=. EEE - ZRBHRARED - RERAERSRIisperidonel&H 2B HRE>1%0Y
EVARRE | RINR—FERARR—FIENAR RBERENEVIRRE
Risperidone Risperidone
RIF/REDE < 3 mg/day > 3-6 mg/day Placebo
= (N=349)
BIER (N=344) (N=95) %
% %

BRMER
IR IRE R 5.2 21 34
2K 35 11 3.2
TITHRE 17 0 17
RENZEEEE
BRURIR 17.2 32 7.2
FHER
hHEAKER 17 0 0.9
e 0.9 11 0
BERARE
ERE 26.5 15.8 7.7




FEPE 224 211 14.9
fHEF 20.1 14.7 4.0
EERTE 8.1 13.7 2.3
e 6.1 84 11
FROK 49 21 11
A&~ 5 15 11 0
AR ARER 0.9 11 0.6
iR 0.9 11 0
FEARIBE 0.6 11 0.9
DEER

E 0.6 21 0
R - AP RES

NZ 1% 8.7 32 6.6
Pi=¥ 49 21 34
"ne 38 42 17
N Iz 3.8 21 17
fbzEm 0.3 11 0.3
BBERE

Ment 13.7 84 9.2
RS ERTRRE 84 6.3 46
R 6.7 2.1 6.0
R wiB% 35 6.3 0.9
B 2.9 0 14
iR 2.3 21 0.6
FEERE T HERE

BB 12 0 0
B 0.9 11 0
NS REHABERE

A% 12 11 0.9
KSEp 0.3 11 0.3
BRMpRERE

R AE 6.4 11 5.2
fRKZE 2.0 0 14
$EPR 15 11 0.3
EEABANALERE

mE 0.6 21 0
—RHEE

B 19.2 18.8 49
BE 84 31 6.3
HBRERE 12 0 0
TENESE 0.9 11 0
RN 0.3 11 0
BE

B EEIEN 49 21 0.9
MR Z=EIE 3.8 0 0.3

Bl sg En

Paliperidone@risperidonefyiEH X #Y) - BLELEEYNARREMR ( 2FEORMIHEE ) SEHEARMER - REIE S Trisperidone
0/ FpaliperidoneE AR PHNEMEM AR RERS - £23EEE - KRBHBAR (IERA - 6EZEFEREERATSERREA ) B9
HEBEND - A EIEZRisperidone’aBE 2 BHE>1%Mrisperidone®/ SipaliperidoneZE¥ AR REFIRERMD -

=M. £ 23 EEE - ZREHERME (9 BEA - 6 BEFREERAN 8 BARERA ) B4R
BERYD . BHEFESF Risperidone JAE 2B ZE>1%Hk risperidone F/ 3% paliperidone
BEYLARRE

Rip/BREDY

rRERE

BFHER




%23 A¥E

BED - KR

WRRGRE

FAREE - BERE: - ARNATY - MRREAE
MEEE

S [0/

MASEREFAMER

PNl =L

—ﬂﬁﬁﬁ&ﬁﬁﬂ%ﬂmﬂﬁiﬂ

HEEERE - KEF B

25 - qﬂéﬂﬂﬁiﬂ#ﬁﬁ

- ZEBIHEBHE (9 BRA - 6 EBEFREERANMS ERRKA ) HRASERSD -

PR
* RIEEE : YIEAKIR - HIKE  BLKREEES | BEEETTE  BECAEREE - LI
z ;

ERR#ES . Bk SRERNEEFERIE  BSET - JIAME - JEE - fERAR
S IRREE - FEGEE  floEE  WENEE - RAOTUE - IREEE - JIAFEER
48~ IARE - IRXKREE) - ASKGR - DREE - ISR - &K - FEES - SE - &%
% N THEH MERKEES  BEAE  BIFEE  aimilER - ROK - #5255
RER  BEERHER - JAEE - AR - IASKRER ; KEES : 28KE - BEK
P& ~ UIFE7KAE -

Mrisperidonefll/ ZpaliperidoneZ¥ AR R ESINER -

xh. £ 23 AEE ZRIBHRHE (9 BEHA - 6 BEFREBERAN 8 AZREA ) Y
wEER
o . 2 EIES Risperidone BB 2B K < 1% risperidone Fl/ 5% paliperidone %4
FRXFE

RM/BENE
BIfER

REX  ZREX - BEMAMK  ERAERE  RE
- RIRE - RERE
MRMHELRRERE
ERAMIKYEIEN - MEEF TR - PMAMIKRZIE - BMIXBERE
AP BEE
WEPR - B ELMERE
KEMEERE
FRE ~ MPEERIZ - M =R EmIEIEN - SmME - 88 - BEFD
?ra?ﬁii.%
B B8 MREIE B EREEE
?M«&%ﬁﬁﬁ%
MERS - 1 - HARE BREEX  HBEH  XER2H - HBES - BHEsik
BEIER - ERMIEENARE iﬁu;ﬁimﬁﬁﬁ
REEE
IR - IRIKEEE) - RERASM - BX6IR - BRIRIEMN - IREEFRM
BEARKBERE
Hig - 8%
ERE
EEEEEE - LMEBRE - BEREE LBERE - LBE QTR - EELEXRE
MERE
AT
IR - MR iREE
BRRH  BERR RAWME - B - FREE  WRERD Rk

BEEE

@m

I SERRCR - PR [IRER

Z EEZRisperidonel8BEZBWE< 1%
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FRTE23EES -

BX - RERR #A BEX ZHER TE

iR

y-glutamyltransferase 3810 - FFAEEEZRIENN - EARESIENN
RERETHERE

RE  NEEE - HBRE - HBEBRZE

NABRREFHEHERS

RENEIE - AR - EANARRAE

BRI RERE

HEPR E £

EEEARRIAEEE

BREAHA - ARESRY - SERE - DEINEEERE - BHLIE - BERE - WRIEH -
BRES WY

—REERIETEHART

R TR - BB E - EYMETER - REKE - 08 - TS - 08
B8 - PEREMGBE

BRIFETR

*HESS . KEF - BEERES  BEAER - BEaY -

FRREFIR RN -

R"A. RTEBELS - TREHBHRNASENDESRIsperidone JABMZHESN -
H {th B R et BRFr i@ R Arisperidone®/ ZpaliperidoneZZ¥ X R 2 &
Rif/BREDE

BIER

RBLERE

BERE

KBMEERER

BRBRME

BEaEE

MERREK

HELAERE

SERER - ISR B R R
RIBERE

REKEEREE - B

LEEE

R OEBIREMR

REREE

/NIZPEE

EERETHERE

HHEARRIERE

AEARE  AEARM - IEEX - BRER
— AR R B RIEFTEMIAR

g4

LiEEHE
REM5I%Grisperidonefll/ Hpaliperidone ki ERERBBERRARBY AR RENAREMN - ERP - HRIRETIINBIERERER :

RER
BR
rER
FR
RER
ARA

'=t -

21/10

21/100F< 1/10

21/1,000&< 1/100

21/10,000F < 1/1,000

< 1/10,000 - BEEREEE
EAHRBEIRRMG
EMARREBGKIBEIIBRCERMIBRLSERER -

#t. Risperidone |/ Hipaliperidone Lt ERKMREARE - BHERS PR EEBMLZTRK
HEdrisperidoneZE¥ A R &

ZRBIHEBEMRWRSEN P EZRIsperidone/ABIIRHE I - HEthiRKF BB HMrisperidone /K paliperidoneZE#)
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MEMHEES

RER FAMIM B MMIRERZIE ~ M/)MRORE
AR WES

RER MARHEANERE D W
RENEEER

RER WEPRJ ~ WEPRIAE AL [NAE ~ EIMKE - KPS
BHER

RER EHIE - 1§ ERAENARERA  SIHE
HELRES

RER HRBESR

RIERE

RER SRRt AE R B (F o)
LHES

RER DEEE RS
MEES

RER REFIKMAE - 122
R - RPRERE

RER G I DR A% | R 1R B
BEER

RER PR S ~ PEMHZE
FEES

RER =B
KERKETHABESR

RER FEE - MEKRE
BRI RERS

RER PR A

B2 - ERNHENEIRR

RER A R B AENE AR
LEARRIERE

RER PRESEE

—RER

RER femfEE

[BEEIE] : KUEHTEHE

FEARFNELIE

—RMES - EHBEZHIINERSRIZRCMEIRERAEY - SAEKQEXSEES « O HINEE (R MR H#R8 IMBER -
HithERBEMNEHREERSEQT BRERREE - BEMHAOARRIsperidone K paroxetine & ZAtorsade de pointeshI#is -
E—SUBRER  BERZFEMIAZOEN -

pY2N
Lok

S TREBRBIEZATFTESERARIRR - BEBATEUHRNERE - BUBETORODESR - @ESENOERSAIMSERIEEEZ
IVEAREE -

Risperidone &S EMMSE - MUBHLUEEMEEBIEE - 10 EIRE 5 R BEFN/55 5l 22 5 400 A8 I 2R 2 12 1 [ BR AL fE 3R Pt - AN R 2 2 2R BE S
RIEEMR - BARHEGIRREY)  URESVEIZERAER -

[#Fmi]

[# o £ : s g

Risperidone&_— 47k 2 2 iE 4% 132 H viejbfh] > $Fserotoninergic 5-HT, 2 dopaminergic Do 48 £ 3 & /& M.{-+ - Risperidone ™ ¥ £ qs-adrenergic <
.2 & $H;-histaminergic 2 op-adrenergic< 42 M.{r 4 $2i » @ $tcholinergic 4 7 & Mfr+ - B fARisperidone 3 3 »c2 Doddnd] » ¥ icd L 2
PRl b o HRE B LA R o E 3 B B d e 2 % 8 4 B (catalepsy) o # ¢ 1R T HEd 123 T fFserotonin£ dopamine
2 FEAm E AR TR T > BF S HLE A R Rk L ok -

(#5643 8] 2 e

Risperidone S5 v JR{G 7 2 2vkfc > >0 13 20 e ds ¥ B FIER - A E2 3t X a5 2L P wr HpREFLZAFHIR -

Risperidone 5 CYP2D6  3#= & s it # 3L 1% * 2 9-hydroxy-risperidone » #* it~ &2 risperidone + Ir 2} = § »c2 $aff4d s & &> o Risperidone e ¥ -
% 2k S 5 N-dealkylation o

HA s & v R A F S o risperidone 2 ‘% L& X5 3 FF o O-hydroxy-risperidone £ § sodaFad g & 4 2 ’,f LEHpli 24 ) pF e

% % dops 4 dhrisperidone s F kAR T - X M EFEIR L @ 9-hydroxy-risperidone ¥ F & 4 3 5 % 2 ¥ E R R o3t in A £ £ FIP Risperidone
Zof ¥ OB BPREHRE ST o
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Risperidone # @i » % » B~ af = 1 2 2 L/kg o *t Jf( ¢ » Risperidone ¥ £# albumin % oy-acid glycoprotein % & > risperidone £ 9-hydroxy-
risperidone 2_ s Jl{'} BL &AWL B8%E TT% -
GUIRE - BB NG T0%2 BT o @ gd KRG 14% - ik @ risperidone £ 9-hydroxy-risperidone ¥ ik 5, %] £ 2 35-45% - H 4
I A e ki
H-MERmlrtE2 Tai3dp R SERL YRR 2 B ;,;;guv\&n,ﬁwf § 4 B FE IS 30% A 60% o P AR ok A 2
risperidone = ¥ JE A I ¥ o s ¢ risperidone e SHPEL AL B € 3 e ) 35% o
s24 ¢hrisperidone ~ 9-hydroxy-risperidone % 7 Faff 4l g & (> e 4 F 22 L qp ke o
Risperidone i# i 4z 27 A FRi A 22 42 A & 4 HAp £ 1+ o
(e % 2 i ] @ e prie s
KB
R 27 3 £ Swiss albino | Bl frWistar+ Eli& {7 o Hrisperidonete » &4 ¥ — H 54 ) Hfex B £18 B ? {w25% * > H £ % 0.63mg/kg ~ 2.5
mg/kg =10 mg/kg o Eat AR AP 5T amglkg 488 2 L A Pk 4 AT L 2R ;%_ (16 mg/day) 2.4 ~ 9.44c37.5% » & A fFH A EHRAE ()
) 10.2-075f3% » & A g h < 2R AE (X B) 90415068 » pzefd | BL A EF R aLHE - %™ i—iﬁ’”jlfg RN A ;.e,-a;pg;frﬁh
OB FSF S B F e o T A S R S e R (1 mg/m? (mg/kg) 2 RA#) -
rmg/im? L A#
F 5 hox A sEAE (mglkg)

R bk 14 5] B s E Bogom T HE
RS DT & e 0.75(9.4) 0.2(2.4)
N A R iR e 1.5(9.4) 0.4(2.4)
TR |8 s 0.2(2.4) F
<R B 0.4(2.4) £
<R i 6.0(37.5) 1.5(9.4)
SR 0 A 18 st 1.5(9.4) 0.4(2.4)

PATH B EL LB R B § Bom § R PR AR - ttrisperidone FRFEFL Y B RARREFY R R DER o R 0 TREEEFY
hip| % % AT o risperidone § # (| Elfrid ¥ Ap e AR < Bk Y o R R AR 568 c RN LA WA S P L LR BEFE > T ER
FOR T A RBER AR A e IR RS SR R AR N o B SR R R g RN AR b e B A ATEORE L A
o (R [EF22838]H) -

REBE

B AmMesH i R HiRE - | BT Bk > * BT il (P DNA AT 385k ~ ] BB B 5385 ~ SIS BE R S Bk e A STl T e B
PR A Rme g d R E ¥ %Y > A Frisperidoneik & # Ly o

#ETA T

Risperidone (0.16-5mg/kg) #Wistar ~ Rz B2 775 ¢ 7 €42 e 3 BPA T4 5 22 BT AN 5D BSegment | v f & 5T
T (BB 301-38) o Bfeni®? B R fepdd > FlE fea 4 S0 A Segment | 73 (W 2REHF) P FR - BLIRBDAHREFTT
® > 44 risperidone 0.31-5 mg/kg » # F dviEds 4 fodb kA £06-10% (amgim? A AAH) Bx A SERMEEEE R AR MET o TFR
e REMEAR T SR EAPY D Lo AR SRS 0 Y DR RM AR Y AR () o A RARAFRG £ IFY
HE o

B& A5 A @ Tartaric Acid, Benzoic Acid, Saccharin Sodium, D-Sorbitol Solution(70%), Sodium Hydroxide, Orange Essence, Water Purified

AR : Z7E%HA -

& % :30~4000 F < % WAL E

f:k .

¥ 53

DEEY ST LR ¥

(@ ?-iﬂq B 2TCMT 2 E kTR LB LE 5o

B ERLFT AP (2P)
CENTER LABORATORIES INC.

Y i ArVRBEFRARFEIL2TH

Bt~ BROLR G U 7 AT Rl )

R B2 *?T“m?/vgrkﬁ%hﬁézgji

S>P T (02) 2655-8680 B~ @2 : (02)2655-8380

1wt (03)598-1829 B~ @2 : (03)598-1820
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