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MEHEARIF AR (EPS) « (1) HERS SR E R IS ARAEVF 70 (XSG [
AR 5 LA (2) EPS BRMEFVRINE A%
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FIRH TR pilbecy 55 Wl pilbcy 3 e
2mg 6 mg 10 mg 16 mg

H 4 AR AE 1.2 0.9 1.8 2.4 2.6

EPS KA % 13% 17% 21% 21% 35%

FELLH 5 R e AR (1. 4. 8. 12 f1 16 mg/R) —I 8 I, KA 7 RMUM 77
PR EHEASN ZRAEIR (EPS) -

£ 10

FIEH FIFEER FIBEER F LR pilpa FIEE R
1mg 4 mg 8 mg 12 mg 16 mg

M <6 AR AE 0.6 1.7 2.4 2.9 4.1

EPS KA % 7% 12% 17% 18% 20%

W5k 77 A

FRRL: AERITHIILR, S B T e oy HBUULEK J7 eeh AR, R (8] R L PR S o i e
UK F B SR A0 45 . SRR ZE, A I R] R J R Wk 4 B TR L A POA DRI XE o TR R A/
EAH . BEAMCHE T AT RE S R AR SAEIR, [ RRAL . R B —ABURS R 25 MR 9T I
A BMER AN R T Sy R 5 AN R A 1 4 A L 38 B It L 7 e 1) LR T 5
FABA R

BEXIAS R BRI EAR N, BT 1ok B —BURZYHT L BRI E TR B R 4R U AN R SR H
WAt 7 5 FhEEFIEAEE (1. 4. 8. 12 A1 16 mg/R) o XFIEREE b a3 AT
Cochran-Armitage 46 K8, FHIAR KN 2IE#EHA (p <0.05) : WEHEE. MiEFEH. ke, O
. RENEIN. PR TIRERRT . SPREREAT. METhRe R . R

A EAR AL,

TERCN AN LR EE R . 6 RIS AN B RS I A R BRI (S I [ERF
m] ).

O ESHAR L

X BN 2R IR 2L IR B R W AR ORI S (245 QT QTe. PR [A3IA1
) AHXSFLL R AR T T, AEEER 5 222 R Wt it 22 B2 R . R URfa&E AR
FRTBEATL S T 6 o ) I R B R P ATV R, o3P A 0 B 1 0, T e R R
T AEREF A ZOER I T, 5B, BRAERAREE (8~16 mg/k) S
FA AR SE CREr Bl 4~6 10 o FEILE A SR B R B 0 22 BRI B ke,
BT/ MR FRAR, BT iR T AL B DU AL .

FEMAE JLEE AN D 4E (5~16 %) [ 2 Tl RGN R G, AR A AL O 2T 238
YR TN 8.4 Ik, M AL N RE S R IE N 6.5 . AR ILHAR B A0 S HR A .
FERPEBIE LB AT D4 (10~17 %) B2 BGI GRE T, OB ESHOR R 2, X
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HHEE BRGERRAS . RIRE . AR AIAZE . PIRIREER I HPHZE. BOE. BT,
RS . TR, PR AR ZE. QT UK. BEHRFFCEMFLREAE. AL ML/
RE AR PR LR A PR SRIERE . KRR RI4EMIBh ZE . BEIRE . BIRE . BF
AiE . BEARARSCHE &AL RPULBAA TSRS HE . IRERIKIMAR . BT A LZG I 22 & 1E . B2 R
WENE . Stevens-Johnson L5 G AiE/ 1 B PR SR FEAA FRAE -

[#R]

CLROS R RERA  WAR IR R B iR O R AR
[EEFEH]
1 BHRREH

1.1 BBETR

S A S AE A LA S SRS 5 2 AT ¥ 17 Tk BRIV R TS R R, R
BBURS 193 25 040 2 A R BB R AU T B e e SRRV A B . %ot I 2B T P AR R T 1) 22
BEF IR, A A 2 R R AR T2 08 4.0%A0 3.1%. FET RS I~ F 35 At
N 86 % (JuFEITE 67~100 % 2 [A])

1.2 5WREERA

S 2 4 P R 2B R AR 3R AT 10 22 RIS BB v, RIS I -5 Wk 6K A 91 i 24 R 1 AT
CoE T A RS IR SR FE R I B, M0 7.3% CPI4ERE 89 &, Yl 75~97 %) |
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I PRARES: 7 1 2 A S 21 1 R SEKRIAS (i 1) S8 AR T e 1 g B 42
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(EUG 24 KRB R 40 TR 5 ) Pk ZE K B 75 T AELVT il AR R 2o 78 AR R B35 - FH HL e R R
Rl g, JFRHILLEIETRGINMIR . T KR 2 Em R B R EE SRR R,
Fit DL JBE K 4 KA
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R 5 i 2EL A BT T PAY PO I AN TR S O L R A7 R i e A S L A ) ) A SR A e R 7
i
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XTI R b 3 25 ) rP PR L kR PR SR, A B 7 R A B A SR e (R IR B
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5. FkILEAEZE (VTE)

A7 FH RS #1993 250 S 0 o B AR A ZE K 81 ER T FRFH BORS #9 2 ¥R 7 1 AR 3 2= B
BOVTE BRI, DI TEAR a7 B RNE 7 IR SCA T VTE BT nl BRI 6, R
Ty 4 it o
6. IREVEIZHIERG/ HEARS FER (TD/EPS)

[l H e il B 2 B S AR PR R R 2B, AR AR 7T R 5 IR K 1 18 3 g
HAMENETRNAEE Figs), FEEWTEH K. AiIREGERW, HARS RERIRAERIBR
Mg Z e K RIABE R, 15 R EERIURHRAHLL, ARRED5RREEAI AR,
L S G HTRE MR 2RI L, AS S B R IR R I B Bk (0 KB B . 2 Rt IR 4 1k d2 3 i
TRIREAR, N2 R B A IR A 24

HER D FEARFRE AT RS2 RS e N 70 (IR TR FNR 5 R & 21 i
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o e RIS 14 % T 5 TR o DR A3 6 1L, A=l B TR 00 ol 240 1) A8 45 81 2 0 S 1)
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FEMAPOE RN CRFEARS) , CHRTREEE. B MER0LE. SR AT E
sy, PISERE], IR AR AT S BRI DG H AR . T AR LE T Be RIS R
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[0 R AR E Z 2]

PRZEYA L R A i 15 22 4 A B

— IR T2 H Claims Hs 1 [m] P L2 BA B 7T, 0f 75 5 39124 39 ] 45 RN SR A FH 470
KR 245080 L P = ) LI S R R T AR AT 7 B e o 0 2 rp A VR 2 A e AT
G, MARRETHORMIRE YA, FE 8 1) S R KT (X R =1.26,
95% Cl: 1.02~1.56) o oA KA LARERE L AR BRI ALY A LS, BRAE ARl R 7T ol 5 2
B IE . BT IO SR SR AE R, M TCVERANL 1 B A 2 5% TR 5 Wi 5 S R A g T 2 (1) 4 1R
RK A,

SRIEFR I, FIESE A E R d M, RSB — LA LR PR 4 R 4
A5 KN

TESE YRI5 THUR MR 259 CRIAEFRIESERD MG )L, TEHAERH MRS RAEREL
TRIEREDR R, T R AT REANIA] o X SR FR AR . WLk i TeRE . TR R 1
I WP i AR R R

HAIR 2R I KU IR 1 1L A RETE SR AR S P AR B

WL ShREe R, FIESEA - B-FIRE I S &St HE . RIS, ARG
CHFBAAR S S REALHEH, DG, R AR S A I8 2 AN R . o
[LEMAZ]

Z L LEREY M LAVER=E] &.
[ZERZ]

VGG E AKX 05mg, BH 2 Kk, FlEATRTEAATEEAT . 7R
FER NARR 0.5mg, FH 2k, HE— X 1~2mg, &H 2 K.

(AR EEA]
g e R (A
TR TP 2 RG24 WA
BT ARG CNS (25 M, 5 HE A2 R 50 251 B0 & FI I B2 .
oy EAwVIEat R el
A AT eSS P IR 2 WA 2 sl A .
IR B H 254
T A R R AR R L 2, U R A W PR R SRR L s
R AT

FEAX AT CBIUIWR G ) ANRIREER & 0 FH 2GR0 DL R, AE T 38— Rh iy i 25 W) it w7 g
BUHEARAN AEIR (B [HERFEWR] ) -
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K QT M ZHY

[ I B A S AN RE K QT [ 25 4 R
2R3N SR A EAEA

EL/EN-AENTILTI®

FREHA E 34 CYP2D6 1R, /D EB4r2 CYP3AA AR, FISHR & Hm AR 9-32 567
B4R 2 P-FEEE 1 (P-gp) HIRA. 028 CYP2D6 i IR B Z i1 /i55 S CYP3A4 Fl/Ek
P-gp WS VR, AT B U PO T I R 1 2R B
BEF CYP2D6 HiHF

A% i 5 HR AL CYP2D6 HHIIFI-& H: FH 245 0] R T o R85 i B0 it (0 M R0, R B T R
B ERHURE AR 05 P A (R IR S e R IR SR A CYP2D6 751 ] B T v 5 R R 4
PG R Cln, W TEYT, FRED o SIFaEE b4 68 F G 2 PE YT B T sk
CYP2D6 #iiil7), JCIH IR EE S, BRI E PPk AR 5 7 &
CYP3A4 F/8% P-gp HIHIH

A R CYP3A4 Fl/ sk, P-gp H1I 5 FH 24 ) I FEE - s R 5 B 470 6 5 0% A B A7 11
IMIRASE o A FF AR ElHh b & I8 A it e s L B 5 CYP3A4 FRiIfak P-gp #II IR, - =) B
BB PG AR R
CYP3A4 FI/5% P-gp #5557

A it 53R CYP3AS FIVERL P-gp 5 57114 31 FH 24 AT AR R 5 B0k s 1k 1 Rl A7 1 1 R
o IR IR A IS D PP s T SRk CYP3AG RI/ER P-gp i 557U, 1€ 8 37 1T
A i )
5EARELENEY

ARG SEAS A E RN AN, ZHIRRERRASE M E A E K.

MAEFHA IS, RSB AS,  DLSRBUREHER A AT B 75 2 B R 2 A5 S
JLBEAEE

A I FANAE O R T o RN TS ZEAR ST FE 45 R 5 ) LR (A DG
S5

A B 51 RV TE A ELAE Bl R BRI A AR T 254 51 26 0 F
HLEZ:
o LLEFE, —FPPEE CYPIAL HIMIF, TR A R TR ES BB A5 S P S 1 24K )
o FET, —FhERAL CYP3A4 SR P-gp iS5, FRAR T RIRE R HORS 15 5 1k LA 1) 1

WL o
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HUIBTRER 2, -

o ZAIRFFAUNZEABEL, IR CYP2D6 FI CYP3A4 JEW, S5 R B i AR 55 B HURS #97
T AR (R 2 AR BN ) 2 T R AH RS

OB -

o ROPEF, —FrERA CYP3AL BRI P-gp S5, FEAR T FIESBEHURE 155 15 P 4 1)
13 K

o FEMLERERIARREAR T A BRI S AR R RS, A B B R 1 T T AR )
FIEE. PR, A BAE A K AT BE R A IR o

o RIBEER TP R BRI IR 1 244K 3) 70 T I PR A D

HLEEY:

o Rt M, —FhIRAL CYP3A4 I P-gp #IHIFR, 4AIBEHER 77 &y 2~8mg/ HIFF, 200 mg/ H 7
(Y A ot R P A R 5 P70 o055 i e RS A ) LR FE T v T 24 0%

o HRBEME, —F5EAL CYP3A4 A1 P-gp $0HI, 200mg/ H 71 AR BEME T i 7 5 B AR
I35 34 B FEPRAR T - k- R 05 R ) 0 2R

HUOREHIR

o WYMENRIS, FIREF R RE A A MR L, AR S e R R RS #4112
WRE

o PUSZURME, —Fh CYP2D6 F1 CYP3A4 KA. I35 ER by 75 By S 751 A 2 M ] SZ R e e HL v
AR A 25 S ST IR e P S AR 2R3 1) 2

o EEP: FIBRER S SR IA AT BRI S A 15 B %

HimEZ:

o EARNSEIF: WA XTSI R, ORISR A CYP3A4 HHI A G AL
CYP2D6 il 1), IG5 ANRFEAS 51 0 B8 1 W ) 70 0T A 5 T 05 o %
IR E T

B-PELF -

o XL B-BHYE AT A T R R W A AR R, AN T R B BRSO U P R IR K
JE .

45 B TE LA 771

o ZERIMK, R EE CYP3A4 HHIFIAN P-gp IR, T T R R R R R R AR HURS
oS P P P TR T

PRI BEET 2K

o BRI XM RS R 2R B T AR SR
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F R A

o BRIEK: RTEHIMEAMRIERBERREHILT R T G, S W DEEFEH] .

B Bzi:

o HpSZiRHEBUH): FERKE THITEEE T, 3452 CYP2D6 Fl CYP3A4 ¥ &I, T
R 55 T L P AR R R RE AR5 8 S0 RS 4403 T 1 e £ A 08 P FE AN A2 0 o

#:

o FUBSER ) 25430 702 T i R AH G EE A o

SSRI M= HLHIHLZ;:

o HPEVT, —FpuRAL CYP2D6 HIF, T 1 RRGER B MR AR T R R
FURE P9 795 P P8 1) R FE

o WRFPEIT, —FhSEZ CYP2D6 HIHIF, T TR A A R R RS, AR R B A
20mg/ H B, 480/ T e R 5 B B0RS A9008 5 A 0 1) ISR IR P o (ELR, B B A B P Y T
I B R TS e ¥ A S VAR B

o ZIRPUHIVARZ T RE T R B B A LR, ARAN T s R RO e 0 1 R D LR
VREE o BT KB PR AN S M ) 55 T B B v P p R 245 AR 30 ) 5

o EHAR (—FPI5RL CYP2D6 D FIGARILH] (—FhEIRC CYP3A4 IR & mik
100mg/ B, oA 5 S5ORI 5 B BRS A48 135 2 3 RV B R AR A IR PR AR f e (R, 4
AR BRAU R VD B 75 T 100mg/ H B, T {0 5 M7 0RE 408 T 1 R A7 04 B2 3

£ 11 SHAGYNHERZAE BUSH O FUE B E A PSR GRS +9- 2T 5 )

REENRM LS
CIEE] BUHF MEHERS (FIE | MEERS 2R K
A +9- 2 - T B )
MIEm (LLfE>)
FHREY gkt AUC Crnax
B (CYP2D6)
| 351
BT 20 mg/R 28, 3mg, &H 1.4 15 HEIFNEGE. A
2K At 8 mg /
Ko
& TaIT 10 mg/R 4 mglR 1.3 - I A, A
20 mg/ R 4 mg/R 16 - ﬁ%ﬁﬂ_&S mg /
40 mg/R 4 mg/R 1.8 )
L
(CYP3A/PgP
FEIAD FHIA
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L TiRe 573 + 168 mg/ R 3mg, ®H 2% | 051 0.55 BnAE. A8
Ul e i bl i)
G

B (CYP3A)
I
BRET 150mg, H2&K | 1mgBRREEH 12 14 EEEBENE.
FaBRET 400mg, BH 2K | 1mgBREY 1.1 1.3 LT RAEFIE.
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HAz5%
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M FSEERENL

[(Z¥d&]
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FEXTFFE DSM-111-R R4 73 2 bk (RORS #005 (5 8 B BEAT IR 4 TR (4 22 8 &) Xf i
WIS, TR T R BRI TR 4> 2O AT K

FEXEEH T, (R T LR L ESRIP S o AR AR, FE o (0 fT R 43 TP &
#® (BPRS) &4t b TR RS #h o 2L 25030 T7 BOR MBSt B % 2 % H % . BPRS

R SRR (MESTREL. Z1WAT . ZRENUR B4l &M T IR G BRI RS h 3 U0 B3 (1
AT, 5 BUEGIFSRIRIK SRR (CGD , AU RIS 51 CAAITRS
My ZURE MR I X EH LRI AOIRS BTG . BbAh, SEAE TR A B R R

(PANSS) DL FHTEAEIR I E 8L (SANS)

I RANT

(1) E—T 6 JAZRAFRIARH (n=160) , KAHEIHEREEEE 10 mg/k (H 2
O, FIEREAE BPRS &5 LM BPRS Kt #5277 1H L T 228 7],  JFAE SANS J7 THi & AR
T2

(2) fE—T0 8 A RIF IR (n=513) , AT 4 FEEFENFREEE (2 mg/k. 6
mg/ K. 10 mg/ KA 16 mg/ K, #EH 2¥K) , £ BPRS &4+ BPRS fE#RERA CGl f=HFE
JEVEY ST 10, A 4 FIESERAS T2 B 3 AN m AR EIZ4E PANSS B/ &
RITHART RGN e— BT fabr 77 T BE I RS 0L T 6 mg R4, I HAR W e
FIE R 3R N L.

(3) T 8 &R+ (n=1356) , T 5 FhfEEHEKFREE (1 mg/k. 4
mg/ K. 8 mg/ K. 12 mg/ KA 16 mg/k, FH 2 ¥ , £ BPRS K4 BPRS A5 S5 A
CGI PREFEE 5T, 4 MR EAEE AR T 1 mg FIBEEE7E4H. 7£ PANSS [J14: 5
BRI, BAAEHRT 1mg 4. 76 4 mg 7S 0828 i — F0 PN .

(4) fE—T0 4 A RF IR E R E R (n=246) , T 2 FEEFENFEE (48
8mg/k, FEH 1) , 7R (PANSS S0 B#{%> 20%) . PANSS &153. BPRS H i 5
B (JEH PANSS) %5 JLI5 PANSS fibr /71, 2 NFIEFEHZ 0L T B4 . 8 mg A5
R T 4 mg FIELL.

KT 2K

FE—THKIIRE T, H575 75 DSM-IV A5 1 73 ZUE bR e I BLYUR AR 25 W16 7718 B RAS E
2/ 4 1) 365 G112 BERENL L BRI (2~8 mo/ ) IRIT HEGEEXT RRZG4H, W
R1E2FNMEREI. IR, SESETES R EE ML, B2 P REIR TR & E
) 2 BRI ] B 2 A

JUB
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fE 2 A (6 JEA 8 JAD XUE X HEREE HiE Bl 7 RIS EE A TR97 13~17 B & /DR 4y
FUEMITR . P BETFE DSM-IV G 73 ZUE IS WibRitE, N A SUERIE. 75 100K
Wt (R H#D , HEEMENEE 3 METHZ—: FIBEE 1~3 mg/ RAJEH (n=55, 1
YIRS HE= 2.6 mg) ; FIEHEH 4~6 mg/ KA EL (n=51, “FIHEFNE=53 mg) @54
(n=54) . fE% 2 WUAWH (T #2) , K EEHL IS FEEE 0.15~0.6 mg/ K& A
(n=132, “FHFEHFE= 05 mg) BARE 1.5~6 mg/ KiFEH (n=125, FIREAFIE= 4
mg) . EFERGITR, WA ZYIRARIETIE N 0.5 mg/k (HBFFE #2 ) 0.15~0.6 mg/ K75 &E 4
BR4b, HFIEA 0.05 mgiR) , HFEKRLE 7 Rie L HismEuE. bE, 3% 14 K
B, KRR 0 A AR R G A (KT 2 B . BT B AT ) R T R R 2 PANSS
TSN RN LR B L o

WE T 45 AR T IR BT A F B4 (1~6 mg/k) 52 REFIA EL 7 2——iB ik PANSS &
o PR BT AL 1~3 mo/ RAIEA K EES T RS T # 1 ) 4~6 mo/ KA B4
8L, I HRRL TR 7T # 2 H 1) 1.5~6 mg/ R EHUESLIT R, Rt #2H, 1.5~6 mg/ Kl &
W7 G2 B E KT 0.15~0.6 mg/ RAIEHANIT . fFEET 3 mg/RIFIE T, KAALM
7RI .

2. XUAHBAE ---- BEWRIT
IIN

TEXIFFE | BUXUAHBERT S R B S 1 K A DSM-IV FRuEH) N 3 BT 1) 2 T 3]
(3 J&) R R, R 7R ARG T S B EOR A MR AR T R 1K A A
A BT R PR RHE (1 S

XS P H TP EBEIR ) F EE R A REEREEX (YMRS) , HE—Iad 11
NEHIEREE R, %5 LA TIPEREREE (BEE. BONIETh. R, 15
Zimik. BSOS, HOGE. BT /EMEREE. BEAR. REMEMID , T
N0 CEAEHEAFIE) & 60 (i) « XERIG ) EELE R YMRS Xt 52k 128 1k .
WIS RUF -
(D 7E—TUXBREIERAE EE 1 3 A Bt BaIG th (n=246) , 5 K AR 55 B 77 =75 L
1~6 mg/ R, &H LIk, &IHFIEN 3 mgik CRBESHIEN 4.1 mg/iR) , 1EFK YMRS &
Gy 75T, R T 22 R o
(2) 1E5—1 3 JHZEFx ERGt (n=286) , ¥ A&MFIETEE N 1~6 mg/ R, &H 1Kk,
RLUEFIEN 3 mg/k CPIBATTIEN 5.6 mg/k) , TERK YMRS 4751, FISERET
LR

JLEE
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FE—T0 3 A, BENL. WE. ZEFXIR 2 doier, UEsE T FEREGTT | 20U
JLEEE DB IITRG WREEIEAER N 10 & 17 B | AU RS Sk BT SR A1 R
R . BBFHMEN IR 3 MEITH 2 —: FIBEE 0.5~2.5 mg/ Kil &4 (n=50, P
FE= 1.9 mg) ; FIEEH 3~6 mg/ KA EA (n=61, FIIHEESHE= 47 mg) #2254
(n=58) . FEFTAMHIT, BRI IRFIEN 0.5 mg/R, FFERLE 7 KiE 2 H b
BYOHE, 7R85 10 Rt— DA SR N2 B bR7H) & B N BRI 25 & . FE i s,
FARAIT R0 FEEVP 5 THAZ YMRS S50 A% 526 (1281

ST 72 14 45 FRAE BT 035 W 5 A 75 B 2 22 R AR B IR 7 2K it YMRS 505 E
FEAIAET 27 2. 3~6 mo/ R EHN FESHINITRS 05~2.5 mg/RKiIEHMEL. fE&T 2.5
Mg/ RIFIE T, R WA T RO e
3. XUHBIE - (ENM BT 5 E SR A R B &

FEXRFFE | RO RS DSM-IV ARk 1 s B8 2EAT 1 1 00 B o, EBA T R 55 5

L BN T TR BRI A FH 25187 SV E B SR A MR AEITT 2. IRITHR S AL T A B R
T RFAIE LA KA B AT DO AE s FE 1) R
(D 7ERET 3 F. xR BeE 2GR0, 4 Eh i 7 R 6 ¥R 7 Jovk 70 40 2 il BT
BR G PR AERER I 148 B3 BEEk 112 B 34T T RENL A BC, B2 FIERE . 22 JE R B M
7 (BAESHEARIT) o ERIK YMRS S0 71, FIREE GiEJEHE 1~6 mg/k, fH 1
W, FEIAFIEN 2 mg/k, TRIBAHIEN 3.8 mgl k) B sl ke IRk GRITHIRTEE
%14 0.6 mEg/L % 1.4 mEqg/L; 5 50 meg/mL % 120 meg/mL) ()57 250 48 £ 5 P 12 £h
ZIRTT .
(2) TEH W0 3 JA. ZRFINIRL BeE 2, 0 B R #h VA T oIk 78 o ]
FEBR A YERAERER I 142 B3 BEEk 112 B 3T TN IC, HesZ RIREE s 22 /0 (A &
HIEHIRIT) o ERC YMRS 27, FIEEE GlIEVEEDN 1~6 mg/ R, &FH 1k, &)
N2 mg/k, CPIBASFIER 3.7 mg/R) BeAHEEE . NRBREEE R ST GRITHIEIEE %
BIONEEEE 0.6 mEg/L & 1.4 mEg/L; TNJKEZE: 50 mcg/mL % 125 mcg/mL; KEVEF 4~12
meg/mL) A7 RO TEEEE . R ER Fh B R S P R 2R T . LI SR W T R R R 2
Ty PP T (R B I A O- 32 BRI BE R I, S BORIE H AN 9-F2 3R 5 WK T8 97 K F-.

4. PMAEAHIRI 5
IR

TEXI 7 DSM-IV AIMEFRAER) LB R F D 4E (5 % 16 ) BEtTH 2 T 8 A
SHRRIRIG B T RS A T B AR DG S 1T A Horh 90% LA 2 IA#E N 12 &
LR, R AREBIT 20 kg (16~104.3kg) -
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i 2 MTERIFN TI7 R REAT ISR (ABC) MIGKEAES - 5% (CGI-
C) BF. PTHRK B FIEir 2 ABC HiE TEE (ABC-D HELEL S,
ABC-| & 7 IV IE & RAT R, AFREGE A s ARG EH . AR
LEPUH AR SR . AR T T, 48 AN K CGI-C WP & B & R B4 Rifahs.
SR IS S/

(1) T 8 A 2N IR, #8516 % VMR LEME /4 (n=101) %%
fH 2 A2 RFISRIRTER 0.5~3.5 mg/k CREIEMRE) o FIFSER AL LGN 0.25 mg/k
5 0.5 mg/k, Bk TIELAAE (<20 kg M1=20 ko) , 0 E A INRTTRFIE CRHOES
FEA 1.9 mg/ R, HHTF 0.06 mgkg/ KD s HEAMIL, EEKE T ABC-I =R CGI-
CERWIT.

(2) fER—1 8 FAwEANIBRIGH, FhN 5 & 12 L HIUMIE)LE (n=55)12 1 FI5 A
0.02 % 0.06 mg/kg/ X, FEH 1kEk 2 Ik, #h77EHN 0.01 mg/kg/ K, FH HIHE A kRST80T
FE CPEEREESFIEN 0.05 mgka/ K, HAT 1.4mg/lk) ; S2EAIME, EE%ET ABC-
1 FEE.

F3WUAI LI 6 . 2l FENL. XE. RGN, [FEEREST, R
SiE ($% DSM-IV ARHEE SO FHAEH G FAH AT WAEIR 5 28 17 &2 #Hh (N=96) , IF
W AR HERE T B IO RS B (7 RO 2 k. 24 TT% B RN T 12 2 CRI4ER=9
%), 88%EH . KEHEH (73%) MRE/INT 45 kg CPHAE= 40kg) . £ 90%ff) &
FHAEHE N T B AL I O 0 2440

SHFFIERE, £ 2 NMEFARENEEAE ERERERE) « X TAEA 20 £<45 kg
(i, RS H 1.25 mg: Xt FAE> 45 kg (E%, EAENEH 1.75 mg. W FAE
N 20 ZE<45 kg B, AR 0125 mg; W THAE= 45 kg HIEE, (K78 A% H
0.175 mg. fER BRHATREH —k4 2y, FRAEEE, WIFER: Fan2y.

FESTRAL AR BE R B 6 FARMREIT N ER - fEMTER (ABC-D 1411
PR . WEFRUERR 1 R SR B B T A——@id ABC-I V4 B3 AR T BT A AR
AR R A R TT 2. IERIZL (n=35) ISPk ABC-I Worohy 29 BSR40

(n=30) N 27; FIEEEAEFEA (n=31) K 28. ELRFH. KAEMMEFEL, ABC-I
PRI AR 53 ) -3.5. -7.4 Fl-12.4. AR IS RIL R T Guit 2 REE (p <0.00D)
R EH A LR BEME (p=0.164) .

KT 2
TESE—I1 8 FIXUEM LG, A 63 Bl B g NP Fo i K3, #3203 4 81 6 4>
HARREERG YT CRJET B EEXCE AT T B2 (1 2 P RS BRE 2 22 ERD o AERX — UG T
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WIN, BEEEPHBASFE 1.8~2.1 mg/k (A24F 0.05~0.07 mg/kg/K) .

fE 4-6 AN A MFFBAEIRIT AR CFEIZ) 140 KD SHFIEGER AR R IR B R B (ROBERE
N ABC-l TEENE 25%, DL CGI-C W4 “RIEsE” 5 “IbH KIEms” ) , 4k8HE
8 JHRUE MW T (63 I HK n=39) BEHLHCESZ FIES B S B . e ST ¥ R
SR A R RSN e ORI LR (n=32) RIBHR T T BB TR A T, 25 SRE
SR AL, FIRERALR R RS E R BT g R, T OgiEy 17X E R
B B Giit - R AR, FrAtsigeal. RE CON: ABC-1 T BRI EBHT P BIAH]
25% CSEEPLHMBTIBT BURIEZ A LD
5. TR
JUE

B WA TT PEALAT N 9T BOE P OB S 22 B0 JR A 70 P A5 LAESE, I P I FE N4
T 22819 5~12 B EALLNRIEN EE: & DMS-IV ZWirE HLEL AT NSRS (DBD) il
Ve ) Thie, BRI BERS MK B IR R 1% S RS . TEIXBI S, TETRG R E 1 R R4
& (RIZE 6 JAmF, Nisonger JLEAT NPEERER (N-CBRF) ATyl 158 R PE /M B A ) A2
b JrTH, AREEH 0.02~0.06mglkgl/ K & EN T 2B
[Z3EH ]
2z /e

BT — PR (R SR REFE BT, % BHT2 3244, Do 2. ou Soow ZAAM Hy ZAkSE
At WHERZARIEETIER, H8555. % SHTic. SHTio M SHT 1 A 1K 3] 5 35 A
715 %t Dy B GRIRNE BERUR I o 32 AR 1155, Xt M SZ2ARERBL K B2 B2

F G 5 H BRI R A o BRE I 29—, TR RS A RLE AL M ANE R . U
T VEFRAT Do Ak I SHT 2 MAEHUR & N S5 R . % Do & SHT2 LML B Z AR b4 E
JH A -5 R B R ) e AR R O
HEHA

e

FUREED Ames R0 /RIS AN R4 DNA B55. /NER R A fiZ st
By FRAEVERRPESOEREE . ARSI 20 A 8 6 B2 A 4 £k R AR 35 S B M

AT

FE=T0 Wistar KRAGFEFEVERS (B E 5 R HIIEG K 8 R R0 A — I 2 AR A5
BRI B, ZO4 TRIERER 0.16~5mg/kg[Lh mg/m2it, AN & KHEREFIE (MRHD)10mg/
K (SN (HERE] ) 1 0.16~4.8 5], #HWAZHATA, HALWAEET 1. ZEmiORAET
MEPER B, PRUATECORREME K BB 25 AR & 05 B IG K & 156 h R W22 06 22 B AT A I 52
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M, Beagle KM EME M RAK Y, Z2O% THEMAEN 0.31~5mg/kg (LL mg/m? i, A
MRHD ] 1.0~16.0 fi5) f, ¥ 3G 77 SR BE T Bk, AR [R5 T L35 52 P 7K1 77 5 4 G 1 e
& 525, MUIE BEKT SR F S8 E, (B TIRK. KERBOR AR 2 T
M 751

f£ SD K Wistar K ERIHT PG 22 R RR-Ia AR B BevEikgn dr, FIREEHZ 125 24557 & 53 5
4 0.63~10mg/kg. 0.31~5mg/kg (LA mg/m?it, 4359 MRHD (1] 0.64~9.6 £, 0.64~9.6 f%) ,
AR5 BB

TE = TR B A 5 15 R0 (99 T Bl A s 0 A — T 2 AR AR B R R0 ) . BSR4 11
252578 N 0.16~5mg/kg (LA mg/m2it, 437079 MRHD (1) 0.16~4.8 fi5) B, KREIFLIART 4 K
BIAFFET-HE N WA BRI BB T T X AR AP B4 AF (K B R, 32 o B A IR S R Bl 25
AR T K RAAFFEC I IN M TC s R & . 76— T = 3 K50, 2.5mg/kg (BL mg/m?
v 4 MRHD 1) 2.4 £5) B, KEAFIE8EIN. £ —BUKRAE XA T, WALl
A B AR RN AR TR S A B/ . EANAF RO I 45 24 BF RIN S0 AR R G, Uk
Sb, TEWANTF R XIRTR, HA PR MIAIAF AR — RICT 0. B R BRAAT A r] BE
U, HOO RS A 1 R 25 25 BERR R IR S0AT IO I B AT AR AE R PR (IRFALER 1~4 XD o X
YEfE R I7E Smglkg (LA mg/m?it, A MRHD 1] 4.8 fi5) FllE R MLE2 %],

B A T SR i A a2 K RS AR A

SR it

NN KRB EED B FAREET 0.63. 2.5, 10mg/kg (L mg/kg it, 235124 MRHD )
3.2, 14.4. 60.8 fx; LA mg/m?2it, /NRFFIES SIS MRHD (1) 032, 1.2, 4.8 £, K=
A9 MRHD 1) 0.64. 2.4, 9.6 f%) , 252§ WIorn10y 18 S 25 A H o HEVE/NRRIKBHRK
M52 GRS, MEPE/N BRI R RO BRUBR AR P 0 A R P )N SRR A K R
TR H A G2 7 S R

FURE F5 241 ] A5 145 S W e L B /KPR oo 7E ) 3 i 35008 14 30 v A U 5 e L 3R
K, ABYEIRPEREMERIE 48 V45 T S0 MR 6 AR 7] 77) B2 1) 85 1) m 5 /s BRI K BRI
ALEACE R ERBET S, Bma T 52 6 1% . HETUR MR KA ZR, Rk
KW RO AR . FUBRIR R ARSI, IR A RN S ERKS)
P b AL E AT N 23 WA IR 1) R A 5 NP XU (R S AN T 2

HoAth it

g Rr 40 FEREMEIRIGH, & 04 TRIEE 031, 1.25. 5mo/kg/ K, W% HH KR
FERRA, ToRemasileEy 0.31mg/kg/ K. BEAh, TERTA 75 2 A RE P FIME M 21 3 00 6 344 Pl
IR . FEIF ) 12 FMIEIG, X BETEZN I EIR S AR R B AR R R R
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Zhie K EPERS , T 12~50 HEEE 45 T FISEEE,  AAEBETE S o0l 5 31 w] v (1 2
SIANEIZPE, TRmFIEA 0.63mg/kgl k. TR EFE 1.25mg/kgl/ KB A& WA 24T A
KB IR o
[Z5R30 /121

FIBEER LS OIS AT A, R 1~2 /BT Pk B 2R BRI M8, RO 2 B¢
Wel, PRl AT DA IR B S R . FEAR I, FIEFEEZ: CYP2D6 ARMIRL 9-FdE-FIEEH, J5
SR AE M 2B E R . FIESER S O3 Jk -1 R A ) M A i A 10 4 25y s R
BrHATEAR N I A 4h— MREHE R A N-BURTER . RIESEE M BR = 8h 3 /AN A, 9-Fdk-
FEE R S H ey AR BRI 3N 24 /. RZEORALE 1 K PIEBIFIEER R,
234 4~5 RikF| 9-FE-FIREMAMORRA, FEVRYTRIEVA R Py, RIS I 1 24 9% B 5 45 24 79 1
Bt ARG AR A, AN 1~2L/kg, FEME, FIEER S A A Ko BOFEE
A S, R E A5 EFN 88%, 9-FFFE-FIRERAM MR ERALES RN 71%.
1 G, T0%RZ5E RBHE, 14%M 254 3R, 2 JRAFKET T, 35~45% AH|H;
M FI O-FR - FIBR IR, HACNIREHER B . —TURF B R RR, 28T A4S
A S PR B R LR R B e, VR DTS B 23R AE 2 AR SR R Y BRI 30%, 7E'H TR
A4 AR A PR 60%. 55 R L3RR FEAE P D R AN 4 R 2 vh B, (B I 2 v R 55 i oA &5
FRAT PR ING) 35%. FIREEA . 9-F3 k- B R K HL e HORS #O e VAR TE LB AR A 24
B 7125 5 AR
(5]
HERATE
(3]
BRI, 2X10 FrmR £
(%]
36 1™H
(AT R HE]
(I EZG L) 2025 4R
(S ]
1mg: [E 2k H20010309
2mg: [E 2545 H20010310

[Z5 LT REA Al

YRR PR RRG 25 PR A
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VEMHBRE: BRI T8 22T i X B R R e R B R DURR 195, BRI TE 2T m X
R LK 4 S IC W E PR 17F

(4740 ]
el VARG R A
ArrE L BRI AR P 2 T R X B R ML B P 19 5
MBI g 710304
HLG 5 A% : 4008889988
FEH515:  (029) 82576616

Pdk:  http://www.xian-janssen.com.cn

***END OF DOCUMENT***
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