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ST E: 664.89

R RILAUEE 200 B2 W 4000, MR, TOKBEBRE 4. MR —S—Kkaw. &
SACFIE S F K.

(iR
FRAABERACKIERER.

ERNAE]
A0 FH TR0 BUE S IR R 6

[H# ]

(1) 0.75ml: 75Smg (2) 1.0ml: 100mg (3) 1.5ml: 150mg CHEMEFINERI)

[RERE]
Y
BIE S DA e F AV B A RIRAE
REP R EEARVFT, V5776 4 F AT #0525 W ER TR PR,

A LIRS . RS T E AT 2577 R AERHYIESR RIS N . SH%
TR — RS SEEE, TBESVGEST . TESHS, RIZNGHLEE A = f LSt s,

WAZUSE F A i B A A P AR A BT ST AR R ST
TERARIENZ AR, SIHRYE 8 O B A 0 s T B L R 2,

o FERTRET 90kg (22001b) HIBHRIEA 1.5 M) 22 B4 FATIS
o {RE/NT 90kg (<2001b) HIBERAEFE 1 3Tl 23 BAFLITHES .

RLAEPI N = AL B2 B AT VRS
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T BEREIT, RIS AR, B 1.5 3Hi0 22 S40k. RS2
HEVENRISE LB RAER MBI B3 BT

R

XY MRAE P MR URER BRI 55 R 1 AR P SR R B 50 e B, BWAETTIE
ARARIRTT A, SEIE I T ARSI SR 1 AR IR R o R R O T S

BUUBEERIGETE HIEH AR 150 mg, — BB ERES 100mg, B 2 FURESHERR
BIAZ . BWAERHETRIENE A T5mg, HRIE B E W2 E5R/ERIT 2, T 25~150 mg
T FE P S I S AR F OSN35 2 MUZEM2 5, B 1 VS I AT DU = A LR
B

B AT LOAR AR T IONE. RAEN, BLEBARNKIEREA UL (2
REAED, FIRIREFTF=E M AR BT LA B M 1R BB e 3k

EZEYb i
I3 5 25471 FA

BUES FEAIZGY | FRIESEE 2 AR . T B AZ5MIR A, TR [ 5 (3
R 1) ZHBZIE 4 RWATE 2 AW, Rk BIUAE 3 ZBWITREA4Z1
Ko ATBBLEYIRA, BETTUESAHRINAHR A2 HRZE 7 RAAZ.

B2 FINRA B

B AR 2 MM ERER B (1 R, ﬁ%ﬁ%ﬁa&%F%@@ﬁﬂiﬁ
TG4 25, 55 2 FIRATEIL TR 1 Pt yiT L2

K1 B2RRAKER
55 2 7703 F f et ] g

PEBE RISt <4 B RﬁE_EMEﬁﬁzﬂmm%
1. @uEE&E%F5%%ﬂ%3ﬂ&%“7HE~%m3%M

ES 75 mg (55 2 RS A E4),
2. WA, %EEEH 1 REME=ANRBIESSZ.
PR B IKIES 4~7 A LU T 77 REFES 2 K, 497K 100 me:
1. RRE=ZAVES 1K,
2. 1ARH#TR—REAIES.
3. WE, #8881 KeHESANRBIEAY.
BRBS RIS >7 A DAHERE TR B B T 4R 45 25
1. %1 REZANIES 150 me.
2. 1 ABRE=ZANES 100 mg.
3. MbE, 4K8EH 1 RENESANSRBIESAZ.

BEFREFI BN S
HRFIBIRABILT, HRELTHE (F2) #TL%.

R2: PRFERANEHE
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BERTRT— KIS 4~6 DLEE AT MR ENERIRGY, 25, #5888 1 kel

BY.

| BEE AT — KB W56 6 A BRUTHX, DEEZENNREHEYELY (EEL

ZHRIIRSEFIEN 150 mg, BT 2 FIFESFIEIIRA 100 mg):

1. RIE=AIGES 1 K.

2. 1 AEAHRFIERT A — R =S

3. FH2REHE 1A, UBE TR E I ESEE=ANR
BUERSZ.

BERS R — KSR Al>6 A DA R T E R T R4 24

1. 21 REZANIES 150 mg.

2. 1 ABE=ANES 100 mg.

3. B2ANESE 1A, UBEZ ARSI ESREE = AR
B

L5 53 B e R A 1 R 7 P

R T R R A 1 5 ) 2 BSR4, R LA 24 5 5 ) 5 I R WIR R 3 PG )
BRRIS R A0 b AU 0 2k P B 22 2 M SR TR

KETR BRI FR 2570
B |

HSRAE 1 T 38 S AR AT RGIOTTR. L (ZRB 22 D). T B Than
Hi98E (YUFFIEI %250 mL/min % <80 mI/min) BUORIEA SR, HAR HEEHZ 7

BN BIRET 100mg, 1ARAT 15 mg, XENLGWTA=AIEHLZ. 2 56H
S 50 mg, AT LR A USRI 4525 .

AR AR TFHERER SRHRERE (VSR E<S0 mL/min).
5 CYP3A4/P-HERE (P-gp) Bi%ESHE IHMFH

W%ﬂ%,Eﬁﬁ&i%1%H%%%Eﬁ%ﬁﬁﬁﬁﬁCW&Mﬂw&mmﬁﬁm(%
W%Eﬁ¥\ﬂﬁyﬁ%%%ﬁxmﬁﬁgﬁ%ﬁﬁﬁﬁﬂ,&%ﬁﬁﬁmﬂwm%ﬁﬁﬁﬂ
BERE L [AMERR] R (AR 12D,

FFohREs s

%*Eﬁ%%ﬁ%%%*ﬁﬁﬁ&%m%oﬁﬁ—ﬁmﬂ%%DW%ﬂ%%%W%%%ﬁ
W, B RER R AT R E B M A R R RN R . R7EE DI AR R h AT
IEFIREREIRT I (L LR3I D.

ZEN

TR, R ThAR IE R 1 4 R O A B AR 1 T B T 0 R B AR
HTZEBEANSHEEERE TR, FLUEMNSE R E TR E RS RSN E.

RS ERER 5 MARIR B
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WA Sz ARAE B 5 /AR R 8 2 XS B O RS . SRR B R T 3 R AR 5B
P BARRIFHALHBE. RS RAERA S P2 BB 4 A — B I R

IAATRE H 708 25 e i A

(AR ARG P R 2 2 AU R 25038 77 R o) SR B B e S A VT O B8
B A i 5 AL TR PR 25 I B

M B BR TR 256 F A

ST AARAE A I W AUURER BRI, RIS BRI BRI SR B IR0 B, ZETFERA S
TRITR0,  LSEIEIT O e R R SR AR RS R 0 S

TEFFIRAE AR AR YT 5 T LA W% L IR 2 BT O RGO MR 252 3508 LR 1
%ﬁﬁ%ﬁ&oZﬁ%ﬁXﬁ%%%mﬂ%%%ﬁﬁﬁ%%%%Eﬁﬁﬁ%*ﬁﬁﬁﬁ%ﬁﬁ
BRI AT ARAAR UK IR B S R 2, FUBR 3.

3. WERIIRTHIRPG AR R A S R BT R R R A A R R

A WHRREAZR A FN
AR %5 & HA BH—®& B4RA—K
12 150
HIE (mg) 100
75
25~50

AR S P BURS ViR 2 4 e FL A

ET AR P I RUNRER FBRSGUTR . RS RR O BRI SRR I SR B, R TR
TRYTRY, SLSEIEIT O ARG R RS 1 B 55 B S 2

ﬁ%%%ﬁm&ﬁ&%ﬁﬁ%ﬁﬁ%%ﬁﬁﬁ&%%ﬁ%ﬁiﬁ,&ﬁ&?—&ﬁﬁ%@
%Bﬁ%$ﬁ°%E%ﬁﬁﬁ%&ﬁ%ﬁﬁ;%&ﬁi*%ﬁﬁ%%~%@%%ﬁ%%%gmo
%ﬁ%ﬁﬁ%%ﬂ%ﬂ(%&ﬁil%ﬁ%%%%%mﬁﬁmﬁﬁﬁi,~%%%W%Mﬁ
B (25mg. 50mg. 75mg. 100mg F 150 mg) BRE R R R B gk 25

TR FWIARIETT, FARMIRE RSB S R DR R R — R,
FEFHERTHATIPAL Ve R 78 B B Ak S 0 P AR 51 BRI 254 ~

[FRRM]
LR A AR U0 H H A 3R 0 S e i i

RRMRNVERE R L BB IET R (B RER [EREHRD
RARMARENS R S 45 B SR R (IR L [EEFRD
WEEMFBMLGSE L [EEERD

QT MM (I [FERHEHD

BEMEFES (U [EREHRD
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Rt UL [EREHD
BELELE O DERERD
BSCHEARIERRE L BEEERD

Befel L [EREHD ~

EARANE . YRR D AR S (L R ETRD
WIERINAIRLE SN AR (L DERIRD
WA OL [E&ERD

FWER L ERERD

BZEREIE (L DEREAD
SRR AT (L DERERD

7 SR 2

T IR A I SRR 257, R IR 2540 B I PRk o W 8 B 7R B U S 5 2 S e BT B
1, WARRBIEIRRE R P MBI R EE,

BEREE

$§%%%ﬁ%ﬁ%%%?%ﬁﬁ%ﬁ%ﬁ&%ﬁﬁﬁ¢@§%UﬁM%ﬁﬁ@%%Ims‘;

%%ﬁ)ﬁ%ﬁﬁ%ﬂ%ﬁ@<%~um@)%§T§¢1ﬂ$&ﬁﬁ%%Wﬁ%E§ﬁ%,
u&%ﬁﬁo%%%ﬁ@%%ﬁ%ﬁﬁﬁ%ﬁ%ﬁ%@&%UW%&T$%%W@%W$¢;
u%%%ﬁ%&4ﬁ@%%§\ﬂ§\ﬁ@ﬂﬁ%ﬁ%(ﬁ*lﬁﬁ%%ﬁﬁ%9%,%%3
ﬁﬁ%%ﬁﬁ%rﬂ%)¢§%7$ﬁ%ﬁ,M9M%ﬁ%ﬁ%%ﬂ%$%%?$%%ﬁﬂW£
%%M%%@&H%%?&%%N@%ZE%Jﬁ*%mw%%ﬁ%&%ﬁﬂ%%ﬂg\ﬁﬁﬂ
w%%@%§%§$&%ﬁ(¢ﬁ§%ﬁﬂ%nu&],MEM§ﬁ%ESﬁ$§@ﬂﬁ%f
%ﬁ%%ﬁ¢3@%%%&%%@%%%&&%4ﬁ%%%ﬁﬂﬁ%ﬁ%ﬁ#ﬂﬁéﬁﬁ%,
%%1@%&%%&(Eﬁ%&%)ﬁﬂﬁ%@&?i%%ﬁoE—Wﬁ%m%%%%ﬁ%
S AR RRIGHIEN 150 mg, BSR4 AT 25 mg. 100 mg 5 150 mg FIBAIZ5Y).

L 1 TS 1S DRI T ARSI, A RAERERN S RIS
P HCBR T A S ) DR 2540 TSN 15 A BOTFROIA, 35 226 BIBIR
BFEZARRIGTT, 218 BIRRE B 1 U RGUAR AT . A 522 P 5 BEA 75 £
A BUE S FRATIOE . SRR R SR BI 5 2 A.

SUE . SRR RIS R o R B S R

ﬁﬂ$§&&:E%Wﬁ%ﬁ%ﬁ%*ﬁﬁ%ﬂg\i@ﬂﬁ%ﬁ%*%ﬁﬂ%(&&ﬁ
“4$%ﬁﬁﬁ¢%ﬁ$$§&%ﬁ%)ﬂ%%%%ﬁ%(%%%ﬁﬁ%$ﬁ$ﬁﬁi%§&
RZRFEIIPIED BN BLR R VLS SRR W/ . LB F AR BERDHE (R 4 R AR

@$E$#%iﬁﬁ:E4@E%ﬂ§~ﬂ§\?%ﬂﬁ%%ﬁﬁ%#ﬁ%ﬁ%ﬁ%¢,
A RIBTT ARG IT E TR R SEUETTA LS R 1 L BIAR L,

5%%ﬁ%%$ﬁ&&:%TE%@%&E%ﬁ%*ﬁﬁ%4ﬁﬁiﬂ§\HE\?@ﬂ
MR IIC B BIE, EEZARBTNZRE P RERDDNAR R R, NABARE
EE%%%%E%%MW@MO%%ﬂ%mﬁmﬁﬂﬁﬂﬁﬁ%ﬁ,@E4ﬁ@i%%ﬁﬁ%
BREARIBITIRAE PO RE RN T 2%.
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AAETHARE T RERDDMABLRBL: RAFIH T EATEENE . WE. RN
BB S A R VG T B M 2 B R P R AR 3>0% H B T 2 R A SRR LA,

R4: EATUE AR XUE - RN AR B2 A R 7 R SR B i R 2 >0
HE T ZERHERERNHA R R

A
RERES REN  25mg 50 mg 100 mg 150/25 150/100 150/150
% a (N=130)  (N=302) (N=312) mgP mgP mg® (
ENEY A (N=5 (N=160)  (N=165) N=163)
10)

REARR 70 75 68 69 63 60 " 63
IV

Y SYEp

B RGER

JE AN E/ 2 2 4 4 1 , 2 4
L&

JipE] 2 0 3 2 1 2 2
A 1 3 1 0 1 1 1
B 3 4 4 3 2 2 2
T 1 1 1 3 1 2 3
AR fi 4 5 4 2 3 2 2
BB R AL B R R B

zZh 0 2 1 <1 0 1
i 1 1 2 2 1
FHEMR 2 0 4 6 9 7 10
N

B R B RHBIR

SR 5 2 0 2 2 4 2 2
L bR 18 R 2 2 2 2 1 2 4
7

FRIE IR G 1 0 1 <1 1 1 2
BHKBE

PRE N 1 4 4 1 1 1 2
BRIP4 S B

GE] 2 2 1 3 1 1

MAE#KE 1 1 <1 <1 1 1 2
H

W 1 2 1 <1 1 0 2
&L 3 1 0 2 2 2 3 0
BRMERGEEH

FrAb B 3 2 2 3 1 5 6
L& 1 6 1

HER S R 1 5 2 3 1 0 0
R
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ks 12 11 11 15 11

W R/ R 3 5 7 4 1 5 5
FERR

B 7 10 5 9

R 7 8 5 3 5 6 6
BRE <1 2 0 0 0 0 0
MR R GE. BB RRER

1717 1 2 3 1 0 1 1
IS EE R

&I E 1 2 1 1 1 1 0

AARENERANBEH . LRPEEHFRREBEM— N ARAEATE22RELTRERENIHE
RERRKTZEFAMR R KB,

* ZRFENFTERAPICE, BESANABIES, XEGRFHRET.

b 19 = A AIE ST 150mg, BESSERR4EEE = A UBUBIIEST25 mg. 100 mgBi150 mg. HAMFIELA (25
mg. 50 mgF100 mg) kB KBV KR UL DRRR®]T )

ERABE IR AL S RENE P RERMERRERNTFREFEORRRE, HAETUTRE
RBL: AR R IR B SR NER. B8 T U FARE: iR/, 5/ 5aRE.
RSN &/ L A A AN Bl o 5/ S Lo B R BRI I o T RS S AR 6 R B R IR AN
VR EBALR R R

A= in it PRAR S - X B i AR R 2

FEARRGE TR 1) SRR S H i 51 2) 5%4%iairdE
BEHAMKE: 3) FEARMN: 4) B AT REIGRE L.

DEESR: BB FHM. ORIE. RIS, L. SO ES
i LEhE

HAIRRBEIG: X%

IRAEPR: RIS, IRBREEZ. SIRMARE. WY

RIELR: R WIAR. BEKS. MRS WS

RRERGH: RS

FREE: NERBERBETE. RISEREAEHBITS. LCHERY
ﬁ%ﬁ%ﬁ%ﬁ:ﬁ&ﬁﬁ\%ﬁ%%mﬁ\%ﬁﬂm

HRULAE B REMAGIIR: ST, S, IRGRE. USEE. HUSkK. WA,
FRE

FRWERGHER: BBG. WIS RS, WIRIRE. BB, AL s, . KB
5. BEEERG. WISKIBERS. WK A0, Hfs. O AR, Memmsar. it ibez
HEXNE . 2R

ﬁ**‘ﬁ%: %BE\ ‘réﬁ%'fﬁ&\ E;T%Zj]
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EERGRARER: AL, BRI, AFYRABEK. L5 ERILELR. S
03 PNETIREMERG. WAL BHABWMKA. ALTE. A2EE. AL%EH. HIhasms

WRRG. MERYRER: Bl
KRR TG : 25, . SRR, KB, TR

ANOGi#mER

E ;??T?fo%iit%*w}&iimﬁﬂﬁﬁ*ﬁﬁkﬂifwﬂﬁ]gi‘ﬁﬁé\ PERER A Fh i 22 4t 2=
st B2, BRAOFZAENER>652.
HEARINRIER (EPS)

TER M BOE B AR R P HEATHO2T0WE « 2R 13/ . BRI ER I pr
HIRRME TEPSHAE R . KA T LRERIEPS: (1) Simpson-Angusi¥ & & & S K4
S MHEARIEFAT BT (2) BarnesBhAA R AT B MK I PRS0 5740 0o 0 A TR B3 AT
s (3) REANEHEBFHERIGESEBHTIE: (4 FTBITEPSHBLEIRESZ M i 6
RIESL (RS) 5 (5) MEEPSHRIREMIME (Ke)

R 5: BEVE BRAGUBIRAEZI M0 LR SRS BRI (EPS)

ZREBHR
G
ZR 25 mg 50 mg 100 mg
Bx (N=262) (N=130) (N=223) (N=228)
84 FRE 9 12 10 6
FRAAREE 5 5 6 5
B fEge 3 4 6 4
5 F B BR e 25 4 12 10 12 11

a: MFWHSHRE, 7EL4 R Simpson-Angus 844> 03 S RE M E A (& YRR B T HUR
MR H $8)

b: Xt THRFAAARE, 7E4 A Bamnes#h b RESIE R B 5 BRI >2M R E I E

c: XHTIZFNERE, ELENREAR ﬁILE’JE%.’:"WIFT‘H’JETT—IF'E’Jﬂzﬁ>3jz*']71ﬁmﬁ1ﬁﬁﬁgmﬂ’l
P22 2R B E 2t

d: BEZHURBAYIEITEPSHZ RE N T 4 1

R6: #%MedDRA K IEARIE ) KIVEPSH L1

RAEEHSR
F:
LR 25mg 50mg 100mg
EPS 41 (N=262) (N=130) (N=223) (N=228)
RAEEPS HARNREMHMZREW LT 10 12 11 11
W & ARAE 5 6 6 4
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BHMLEE Uik 2 2 2 4
B 3 2 2 3
eyl v 1 2 3 1

WLk J7 k%% 0 1 1 2
WEREA R I RREL. PIKATUHE. VIRESHERE. MeERE. k. AR, TSk, &
B ThREVRIE

BTN BATE. NTRSSME. Ba
EBEEGALARE: B, BETRRIE. VIAME. PGE, REiEssmmE
WK ABERSEBAE: WTk S IERg . JlEas

TERSHR Y RO SR TP AT B B RRIIE T HO S IS BRI S TR T R T I . 75979
Bl BEEFE. WG RBHRRRT, SRR R E P04 R100 g HIME S
PRAEF B A RERI IR LB (D BIN18%AI11%) BT AR50 mel (5BIH9%F5%) iz
B (RRTRR4%)

TEREA 53 UE A AT MO B3 B BT S b (IBA 77189150 me), A% 150/25 mg.
150/100 mg#1150/150 mg¥A 57 48 B KETEPS ) R AL 52 B4 (8%) HHIE, 4151H6%.
10%#111%, {ERIHFIBMRM. BEIYLAETTHER AW 5 P 5% WATEPSHHCA B 42551,
ERRFA (4.9%) FAH150/100 mg (4.8%) F1150/150 mg (5.5%) IR iR L HIE,
{H150/25 mgH IR A RBHE (1.3%). ‘

WK 7RG

IR T B BOTER , JULPIRE 5 6 W e (R 4K TT R R 67 BT JL R 7E S 5 R A TR T B
WD BRI R E03% . SRR A oo 8 W O S 7O R OB R e/ 5
BARXEER S TEMHRACT LB, BRI B — RSB R 254 8 AU B KR |
IR PR ERRR . 7R MR AR R UL B A L3k SRR R

PR VR AL AN S 00 5 30 2 2

ERM D FUEZ S P HATH2TUN I3 . B, W, TR AL I AT
HHEF, ZRERAWEENER (0= TABER100 = TR B RZIER) BATIPAML, ME—
RIS BIBE — YGRS, VA BT EI S M SRR I TR 5 F I (ZBFH: 10.9-9.8;
25 mg: 10.3-7.7; 50mg: 10.0-9.2; 100mg: 11.1-8.8) . AHIOE. BEiE. WH. TR
e G 4 45 A ) XU B B3 2 B

TEREI O BORE SR FFok AT I 13 B (BT 52 GRIGFIE NS0 mg) o, WL, Rt
BRARDK A, —foaieRs, T H R a s, AN R FA R R AERME (HESH
FRFN RO o B 50 T 2 LA A 5 2L 3 PR B P 43 AR WA E L — S R T
SE WIS AN 2R R ALB HIUR AT B BE S5 RO B 323 (1) EL 491451969~ 100% . 7E 2592
Ko BRTUE VR S B AR 5 LA 22 BTN 2L 507 E LR 40 P T 45 088 S 2 1) 81489 5995 ~100%..

e PR3 % 5 5 11 PR OR B A7 61 o 7R B Rz
CATR 2 I BRE R i F 16 PRI 7 P 1 25 0 A R B R o — 4
CREBIN: ERSIEZEM. ErOdky
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REERR: M. /N

AR RGO EFIREL: K S A
SERGHR: HRITHR N

BERBRRER: B

WIAB B MASFHALSER: NIAETHE. BT FREH
WERGEN: BORARIE. MERKSE. EEHEMSMLZE
RS BEIRMRTS

EHRGMILBREA: LB MM

WP RS MR PRGN 4
BRRAE THBB: EBREES

e SHEEIREM: RIE. i

EWE&%

Wﬂ%%%ﬂ@ﬁﬁ%ﬁﬂ¢ﬁ%?ﬁ%§ﬁmzm%ﬁm%\%@mxﬁﬁﬁyﬁwx
AR AN VE SR RREERURIE R . 1T LE0R B IR oK W 52 AR B B R 4R,
ML VIR BRBLR E R B E R B RS S22 B R A EEXE,

T LTEEWF, AR BRI 52 0 AR5 Bk O R FIR B i BB 7 B A B B o
W7 ER IS

WEFIR AR 2R SR S BEE AU RS AR SR LR 5 T
LAYV PR B R M E,

[#3]

R T ORI IEAIRER . RIS R R P TR S BN B, DEeS
ﬂ%%ﬂ%ﬁ%ﬂ%%ﬁﬁ%%%*mﬁﬁﬁﬁﬁﬁ,@ﬁﬁﬁﬁ@ﬁ@ﬂm%ﬁmﬁo$&
SEWNERIREE, RABEORE=Y.

€25 |
BRI RR2 4  HFE T

AR S B U AR 251697 B AR R BB A B T, BT IO RIS SHtn. X
K%Eﬁ%%ﬁ@ﬁﬁﬁﬁﬁ%%%ﬁ%%%¢ﬁﬁ#ﬂ7ﬁi@%ﬁ%%ﬁﬁ%@ﬁ%&ﬁ%
JTITEIDS 10 FD BIDHTRIR, Z3Y0esT BB IE T 1 RS A BT BRI 1.6~1.7 f5. 7E—
mﬁﬂ%m%ﬁ%ﬁ%¢,%%%ﬁﬁ%%t%ﬁﬂ%,i@%ﬁ%ﬁ%zwx%%%tﬁ
B&5, EBRZHFETOMER GO, FI0) SRR %), MEEFRER, S
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RETURRZSYIARGL ASHUR Rt TR S B AU TR . ZEER MR 45 b 0B B
FETHINL S 22 D REHURE M7 2 0 1 B 81 T A A0 A SR 28 BT L BT R 4 . S ot
HER TR TR SRS B L [ERED.

RARMRMEEWREERENBLE R RN (BFHR)

TEZAEIIR B AT )RR R IR, BRI BTSIORM R BB I8 7 I
S AR LA IR Ol B RS S PR R AE ), ELFRFET (R 2 7 T R a T
Mo MARLEZHEHREE PITRREESHIAFIOREE DB, A5 DR A S 3 4 A SR SHREER
MBI, IXEAYARBRAER T T AR EE L [ERED.

WA HRRIB LR AT

HE—FIBEN B RE SRR, AN RS ERAEBZA T (NMS), 54
BARZY) CRIENFIRED <.

NMS HIIEARRI AT A PAGRE. BIWREIRE. BEMERREN GRERLER
B DB RITALLERIRGE) o HADAAE T AL A I8 MS BB s T & . ML B LR O
SUVERE) RS I, '

AL — SRS E M B S ITET  E 2e . ERISHT, LA B LRI
Hiwsl, RIEMELR (B, &5Re%), REWTTBRAEFEINGIT IS RAER
(BPS). fELHEWIT, BEZEBOIMEERZEAEPRVIEMZGY TS, hS, ZyEk
KA R FIRIE RGHIR ‘

Xt NMS BIEHIEHE: (D SERME LSO R 25 R A R R T S 254 (2)
PUSERHIE I MR W (3) IHEMALBERERES S CEUTIMAKITIE) HIF67.
MFARZREINMS, RIS 7 RE R — SR,

WREEAE NMS ‘Wﬁﬁgﬁﬁgi&ﬁﬁ*ﬁi‘f?%éﬁ%?ﬁﬁ » BONVEH NMS ERIGME, #sn
WELGWIE T AT B A

QT MK

WEFIIRER & PBOZIEE QT (QTe) IIMIEREE . Sk e B4 b A WFVERR S5 Eo A 2.4
RIEKQTCRMIMZI, WIMAK (FIMERT. HeEEE) BRI BRI R Abis
B GUORRELY). PUORIRZAY (BIERE. BRAAE) | Hidx (BlanmE& e, &
MREDE) SO MEEKQTCMMIMAE I AmK25Y. R G AE B e R MK QTIMEIL S
LR 822 AN o 2R S ) 28 o £ D R DR B

FELLAR 5L T {52 P T HE-AK QITlF 3 0 240 T 2 01 2 L8 200 3 0k e
SRR, BFF (1D OIS () IR,  (3) BAM R il 2 K OTe
FIIRIZE;  (4) WIS R QISR

TEFLEE RO BUE RIS RIS B AT I — DUW R . IEMZ53 I8 (A By g
400 mg, BB « £ OQTH FURTER PEA LR B B 0TI = D02 R RIS M 2530
R 68 5 R Sk o 43 S0 R 0 AR 51 A% QT e BB B 4T T34

TEQTHIS (n=141) W, ZiXHH 28 mgll B RIMFIREILZS (n=50) J5, FEBRELS
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/NI HIQTCLDHEE LR 338 N (U 22 ZRIFI4H) 12.3 msec (90% CI: 8.9; 15.6). ZiREHZ8 mg
BRI FIURERSE 25 /5 AR S MR IR IS EIE (Cmaxss = 113 ng/mL) &= M NIES A5 B 5
B A HIB150mg/F R BRI L (FUEF A Craxss = 50 ng/mL) . ER—BFS S, SREE
24 mg#E P O IRIAFIREIS 255 (Coaxss=35 ng/mL) , H2RE1.5/NF FIQTCLDIE NN (5 %= %
R4 6.8 msec (90% CI: 3.6; 10.1) .

FEXTRE 1 43 BORE 52 40E D BRIAFINRER SR it T M = 2 B SOt R, ZE& T
RIRRLEE (BECG) ERER, DRAFIRENI2 mg R A — 4 S REEL 6K H—
RURE T #1260 msecHI s (HEN62 msec) -

TERE IR FEAE SR T BEAT O 4 3 DY 0097 200 92, o323 1 QTeLD 84kt 60 msec,
TR E EAETRT 8] 5 QTcLD {H> 500 msec. FEZERHARF R H, TZRE M QTcLD L
it 60 msec, 143X i) QTcLD & 507 msec (Bazett K31 QT /A I[QTCB]{EA 483 msec),
ZRIAEHIOER 45 R/55 .

BRPEEF) RS

BEGURTIRLGYNAST K BE TR BBER T, RE XM, BHRESAE. &
BT EZFEE RHRZELWRE) FREREE, ([ELEBNML S S LI
iE. MAERSMTEMRAY S BB RSSO TR R BT ER.

&%ﬁﬁﬁ@%%ﬁ%M@&ﬁ%%*ﬁﬁ%ﬂ%ﬁ@?%%%%ﬁﬁﬁﬁWﬁﬁﬁﬁ%
%ﬁ%ﬁﬁ%%%%ﬂ%%ﬁ%ﬁﬁﬁmﬁﬁ%éﬁ&ﬁﬁ%ﬁﬁ%ﬂ%%%%%ﬁﬁﬁmm,
REXHAEN. ~

m%@mﬁﬁﬁﬁ%%@ﬁ,ﬁ%éﬁﬂ%%ﬁﬁé%ﬁ%aﬁ%@ﬁ%%%ﬁ$%ﬂ% 
S (BHAHD SR MERAIERER, FIT LS B smd BRI, 2R
FIH I I 45 A K R R B B N ANV 2

tHFARLLLR BB, 7 D —FR BT BHHR 2 P SR I 5 R R T A M7
TEAR o KGRI T R IR B AT R A 25 S A R B .
REETERELIIOIT, B8P A7t & AR T R R B R -
SRR 7 T B A T

IIREEAARTT I B HIUR R MBS RS AR, eI, (B, —
EE BRUIRLEAIE, TR BB A5 A A S AT 7

R

AR SR GO 22 5 RARI AL, T A I 5 SRR IR 1 R K o g
ﬁ%%@%%m%ﬁ\m%ﬁﬁﬁWEQMOﬁ%%ﬁﬁ%%%ﬁ%%ﬁ*%ﬁ%ﬁ%,ﬁﬁ
LI USRI & AL

TR LB RE AR JR

BRI SRR SR 2T I B S T B B AR, S S
) TARAE TR 2 BRAIA M B REAROET . o S8 1) K3 53 R 7E b 7 B I RS FE RO A 2B
ﬁ*ﬁ%&%%ﬁ%*%%ﬁ%o%§$%%ﬁ%ﬁ%§ﬁ%¢Eﬁ%TEMﬁﬁﬁﬁﬁﬁo
75 F8 BTN 53 I A 2 o A2 A W SR8 1 X 0 T e L R 048 A e 3 A 3
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B, BURAETPH A A BUR FOR R RME R 2 X R, £ EFIXSRAEE,
oI SE R M SRR AR S GRS 75 20 5 70 UK REAR SR BB (I 26 R o (BRATIR 22
WL B2 AR S SO MR 250 YT 10 S P R 2 8 R AR S AR BL IR L R 18 o

FIS AUR RS 1) R B AR SR B UG M 240997 L HEAT SE RS, LAY ok I B 42 B A
FEBRERBNB R R (IR R R RS 0 SR R 254034 77 BIE
YETTIT RS RIVA YT IR WTREAT 2 AR . A AT 52 AR SR SR R 250 T I BB 8
oz =50 B MR BEAT 60, BREHE. SR 2RMNES. EEZ IR PR R ST
ST L 0 e LR PR B 58 3 BESEAT 25 L UBRA o ZE R, 458 LA A SR o s 26
VG, RIGHERER, (BFLEEREEILER TR, 1B TIRRRGT.

RTERRRR B ATIER SRR E T 2RISR B E ARG (1
WUON9RE, 3T AN13E) B AR,

R7: 4 THEREM O FOE 2R PHAT N 9~13 IR BIFIRT IR B el BT ot i 2= R g

4k,
A ;
25 mg 50 mg 100 mg 150725 150/100  150/150
ZHEF) mg? mg* mg?
BEEZAHE (mg/dL)
N=367 N=86 N=244 N=238 N=110 N=126 N=115
MiE#H % -1.3 1.3 3.5 0.1 3.4 1.8 0.2
PEE L
IR AR Ak 1 BB Eu
MmiEHEE 4.6% 6.3% 6.4% 3.9% 2.5% 7.0% 6.6%
BERE
W (<100 (11/241) (4/64) (11/173)  (6/154) (2/79) (6/86) (5/76)
mg/dL. &
>126
mg/dL)

VB = ANES150me, VS R4 8 i = £ LS B B 05 mg. 100 mgE150 mg. HAFIEH (25
mg. 50 mg1100 mg) 3K B RENIES KR UL LISFRRKY ) .

IR SO A AT B KT O B BN IR 2 M S X B AR (150
mg) SEATT VP4, A AT 5| R A AT AT 92516, 29 A (n=109) HIZEAK I8 H-0.4 me/dL,
53 (n=100) 5+6.8 mg/dL.

i A
TE B FH AR S TR MR 250677 10 B T LR 3 L S S A

% 8 WRHRR AR BE R E PHATH) 4 TRRRFUR IR . BB IS R (1
BA9 A, 350813 A) ML EHEE.
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R 8: TEMRRAEZRE AT 4 TUNHA 9~13 AR AR IR L ] s 70 B 9 1 2 i o i

2L
N
25 mg 50 mg 100 mg 150/25 150/100 150/150
2R ~ mg’ mg* mg’
BRIEZTWHME (mg/dL)
e [ e A N=366 N=89 N=244 N=232 N=105 N=119 N=120
BELZ
-6.6 6.4 -5.8 7.1 0.9 4.2 9.4
(il N=275 N=80 N=164 N=141 N=104 N=117 N=108
FEHBE
&AW -6.0 4.8 5.6 4.8 0.9 2.4 52
=i di N=286 N=89 N=165 N=150 N=105 N=118 N=115
EEBE
L& 0.7 2.1 0.6 0.3 15 1.1 0.0
Hil =g N=366 N=89 N=244 N=232 N=105 N=119 N=120
BELE
1k, -16.7 7.6 9.0 -11.5 -14.1 -20.0 11.9
IRk, B EAp
FE [ B 1F .
GEX T 3.2% 2.0% 2.0% 2.1% 0% 3.1% 7.1%
(<200
mg/dL & (7/222) (1/51) (3/147) (3/141) (0/69) (2/65) (6/84)
>240
mg/dL)
6% BE g
BHIEH 1.1% 0% 0% 0% 0% 0% 0%
Eif
(<100 (1/95) (0/29> /67> (0/46) (0/41> 0/37) (0/44)
mg/dL &
>160
mg/dL)
mEENE
‘AR 13.8% 14.8% 9.6% 14.2% 12.7% 10.5% 16.0%
BRIk
F (=40

mg/dL & (28/203) (9/61> (11/115) (15/106) 9/71> (8/76) (13/81>
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<40
mg/dL)

i =g
1IEH E 1w
B (<150
mg/dL &

=200
mg/dL)
WG = ANEST 150me, BEJE R R4 BT = f SR L 5 25 mg. 100mgBi150 mg. HAMFIELA (25
mg. 50 mgH100 mg) kBN KBRS O DIERRKY ) .

3.6% 6.1% 9.2% 7.2% 1.3% 3.7% 10.7%

(8/221) (3/49) (14/153) (10/139) (1/79> (3/82) (9/84)

TE— U 53 BUE S TP AT MK RO 25 R 30 1 2R 22 T S D T BB
(150mg), I AREIEELRAE L IHEE N 9.

R9: WHATUEZAE K. TR, 2R3 M e T R 2 I A AL,

A 150 mg
529 , 53
BELENHE (mg/dL)
n=112 - n=100
H 2R
FIEL I B B £ A - i
EFEIE RSB n=107 n=89
2.7 23
EERELE AR AT n=112 n=98
0.8 2.6
Him =FEe e A ih n=112 n=100
16.2 374

R E

TEB R AR ST HI R 259096 7 1) 5 3% rh S B B B E AT I R M

TR RO A FHATIAT R R R B R B o (1N, 3TUN13) 3k
TRHHY P B AR L S 2 18 S P>k 79 10 23R 3 bl L3 10,

R 10: TERE AL P AT 4 U 9~13 J& 22 B F R B B SR A E RS
WIHE (kg) FEEIIN>7% 10 2R Hobl

A
R 25 mg 50 mg 100 mg 150/25 150/100 150/150
mg? mg? mg?
N=451 N=116 N=280 N=267 N=137 N=144 N=145
e 2
2 (kg) 0.4 0.4 0.8 1.4 0.4 0.7 1.4
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PRE R
B In>7%k 3.3% 6.0% 8.9% 9.0% 5.8% 8.3% 13.1%

EL 4]

* VI = ANES 150me, BE/SERR4EEE = £ VBB LS 25 mg. 100mgEk150 mg. HAMFNELH (25
mg. 50 mg100 mg) K H MW RENIEHBIR L DEERRR] ) .

TE— BRI M A0 1 R 2 S BT P T BEAIE (150mg), 29 fAFI 53 /@
A AR EAIIE S N+2.4kg (n=134) F1+4.3kg (n=113).

TR ME

M2 BREDZ ML — R, WFIRER AT R 2 AT T 8, T e A
ERIET RSP . WEAIIRE RS 5F 5 CRABHAMGRER G R A RS AL
RAREMR B BEARTEIER.

RRFEEMAT, AR MEA LN T EREMEREE (GnRH) , WM B (Rt
BREIER B0 . 3K — G5 R RO SR o it 0 5 A M 58 ek R 4 G T T A R M T 0 2
TINRE. ERZBEARTRAYHEE TIRE TR, HE. BB ARAE. HKH
FFEEREAT AL IR REBLIR ) B I PL RILERT,  FTAE2 DB M B 2 8 18 2 R (.

RLRMFRIER, EHRIAE =02 — ARSI SEALEHF R, EFELE A
B PR ) B TE RO LN, AR R— A AR EER VAR, FE/NBRFIR
R PEAT BRSSO ML ST R SR B A LIRS S UM IR (LI . AR RRD
REZMM (U [ZHEER] ) . 3 A9 LEHEAT ) G PR R AT R SR SO RAE o A
THRZN G NEMR AL AL KEE, EIAERIEEEIR, MERE s,

TERFAR I U R T HEAT A S K A T 92 (BF9T PSY-3001; W0 [IBRAESE] ) H, X
EMEATH A RO B AL R BIFHONELK PF s, B2 (H#>18 ng/mL, %
P30 ng/mL) 9 512 el B A B T AU (51.9% vs. 29.0%) ik SZ B
RAMAR T RBFA (50.5% vs. 42.9%) . EXE B, AMAE 4 Bl iERiRE (42%)
I REMIBEIL TR RS (% N=2; ZLhS N=1; HEFME N=D , 1M =2 B 2
PILHERZRE (22%) HATRMKELEMEFERN (H2 N=1, ABEFR N=1D . AGHH
A 1LOIBHERZRE (0.9%) HILRIHEEREE, ZRAEFE 1 BIBHZRE (09%) HHE
LK.

EXNEM AT CRIBGERBE R 8 33 BRIFRO) , BHSRE (N=490) FN L 525,
# (N=358) MIELMBERILKZE (SD) 40K 149 (22.3) ng/mL 1 35.2 (39.6) ng/mL.
TSR, BURZRE (N=470) MLHZRE (N=333) WM EEARE (SD) 45
A 247 (22.5) ng/mL M1 59.5 (38.1) ng/mL. ZEFFRCEA, 49.2% ) L SERFE N 47.7% 10 B2
REHAEARBELA BB SEGE, TR EHER R ) 2 1 52 3 L 4
WY BMERRE (53%vs. 1.8%) . AHBREFHEREEY 25%, M7 55 P 2R o R i
RAEZRHT 2% 10T A6 5T RASEIIR RS B

ERVA iR E T

HFAFo- B LIRE R, WA 20 43 A o T R B AR B ST M T R 2
TEATE IR, WE. 2R3 RAR S, 1E25mg-150 mg I HF BIGE N, A5 I557 AR
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TERERRIZRE LBI<1% (4/1293) , TiZEHFIHEMHEIH0% (0/510) . FEFEMHTRES
W P HATHIATE & R BT R, A RETT R & B SR R R BB 2 b
<1% (2/1293) , TREFIHKILLEIN0% (0/510) o 7E-K LI 55 e R B f) B ST A ofn s 1
B B R A SR 5 7 S BRI 5 oh SRR B AR

BREALIERR (B0, FONERREBRIE S, £S5 o Bl ERsT
FEURA HIVRALER L (BIIBLK . RIS BRI 2 R IR 2509007 0 B RiE A
Adho XTH G HIRIER B, S5 5o W I B 7 7 4 A i A

bS]

ERTEHRZY (BFEAR) BiREGEEE EYBELE. SHNREIARE, X
SRS B, KT FECR TR ARG . T SR Rk I 2 T A el
LR EE, RAREERE, EFFHITE RGN AR eI NG, nEE
SEEEZRMTUBMRAMIETT, thfEEE T,

FI GBI AAE L Fh RS0 IR A R 4 L 5k =

Tl R RIA/ER EiT E 2%+, AR BB D A R PR S AR S LR A S R A
A TE TS R 29 A I )L Ot R TR B RS '

5 S0 A0 A D R B 0 B T R R R B A (A R (WBC) /e
R HRZEXT T 0 CANCO IR LA K B2 3% 3% 17 7E 2590 31 A 1) 3 4 o/ HR LA LR RE PG 5
5T BRAE th I R B I PR B T WBC/ANCIR A BR 2545 A 1) £ 40 L /v M 0 Bk
DRERIEE, EIRIT IR LA A B BT 2 M4 (CBC) , AR BORH R
BT, —EREE NI BEIGRE LWBCH D, T2 5 1H A ‘

XTI IR S 000 B, SRR R A IR A SR, I
T T LA EAESIERET R4 Fs7 . WBCSERUR, TR PRI (i 2
AT H<1000/mm?) (B B AIAR, HEREENR.

WEE R RVRISE 31 2h AR

BRRABISTIZAEGREEE, EHNLBORRES (L [FREN] ) . (2ECEN
e PSRRI A T R SR BN, B sizahae . VNI g
HIVEZ), AR S R AML IS R 28 AL 5 % 4, BEHE MBS NRIREG T R Xt iR
AT A Lk

B R fE

EERG A BUE 2 AT W04 TR S U B SWE . AR IRBT A, 7625 mg~150 mg
AR RIS, iR y7 AL SRR R 2R E Hobil<19% (1/1293) LR H
BRI ARRAE R 2R E WHl<1% (1/510) .

SRMGERLY—RE, B IRBRAER E oA EA T A2 B B & 1 BRECIR LB 2
REARFA G . RERRRR R E R R LT B % T 655 K Ll 1

2 W PR
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PUBHR LI (2t E R BB DR FERS AR o 75 SRR\ M i 8 SR F 28 2 JR7 A
A B EATURE R 25 -

B R

B AR TR PR He s 0 AT HEAE, AEBEE 20T 10 FIR I BN 6 AT
P AL

FAZE R H i

B &R B LIRR NS DESBRZREYDR. R HT B
WP BRI 2R AR, (B LS M B4 O R R IR S B 2 R S
FEHEREDETRTFEFARKT.

XA T B S TR
GBI 25T AR AR R DR RS 7. 78 B B T 7T B8 S8 OB T 1

%%%%%E$%N%EE,%W,Mﬂﬁ%\%%E&EEET\é#ﬁﬁﬁwW%%ﬁ%
Bi7K .

S SRR ek i) |

iR

R 5
Eﬁ%%%%ﬁ?ﬁﬁﬁﬁ%%%%i%ﬁ&iﬁﬁ&%%ﬁ%%ﬁ%ﬂﬁﬁ%ﬁ%%~

m@(%%ﬁﬁﬁ$ﬁ)oEzr%&ﬁﬁE%B%E%%%@?Wﬂ%ﬁ%%%ﬁﬁ%ﬁﬁ
ﬁ#ﬂﬁﬁﬁ,%EEK&E%%\%Fﬁﬂ@ﬁ%%$§%%%%%ﬁ%ﬂ@(%ﬁ%)o,
ﬁ%ﬁﬁ%Eiﬁﬁﬁ%ﬁﬁﬁ%ﬁﬁ%%%@%@?ﬁ%@ﬁ%%(@%¢ﬁ>ﬁ%%ﬂ@
(E%%&%@ﬁ)uBE&A%&%¢Eﬂ,$%$WE%EE%H&%NWﬂEm%¢%
%Wﬂ%%(%[%ﬁ@ﬁ%l),ﬁ%%%ﬁ%ﬁﬁ%%%ﬁﬁﬁﬁ@%ﬁ$%%%%%%
B X.

ﬁK%%ﬁAﬁ&mﬁkﬁiﬁ%ﬂﬁF%ﬁﬁﬁﬁm%o%ﬁﬁ%mﬁmiﬁ%\ﬁ#
ﬁﬁ@*ﬁ%ﬁ%%ﬁm@QE%@%ﬁAﬁ*,%%k%i%&ﬁ%ikﬁéﬁ%@ﬁ?%
FHE SR 2058 2-4%F1 15-20% .

I R R BT
SRR/ BRRERG/HR ) LI AR 6 R

*%%ﬁ%%ﬁﬁ%ﬁﬁﬁ%%&%m@@%ﬁﬁ\ﬁﬁﬁ@%%ﬂ@%moﬁWﬁ%ﬁ
ﬂﬂﬁ%@%ﬁﬁﬁX&@F@%E(@%i#)%%ﬁ%oEﬁﬁ$%%ﬁ%m%ﬁﬁﬁ$
B, BRMAMEIFEESH.

R JLAT A LR B R
ﬁ%%%%ﬁ%ﬁﬁﬁﬁ%%%ﬂ@ﬁb%%E%ﬁ%&%%%%%ﬁ%m@ﬁ%ﬁﬁ,
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CRERR. kI8, NIKIRIE. B, w5, MRS REE. Rk ER
BEA—. B IS RERA B RR OB AL, B TELRIT. — i LIE R
BSERRIATT I IL T AE LA N BRTLR AR AL, At A )L B B B

NS

FTREEERT I R BRI 28 BT AT R 33 16055 i 700 B0 3o 25400 BT 1 3 2
#*%%ﬁﬁ%ﬁ%%ﬂ%ﬁ&iﬂ%ﬁ&%mﬁ%ﬁo—WE6M%§ﬂ%m(mwmmW
ALEYDD 1677 B L0 P AT A BT M L B2 M PF 50 52 T R 2 B e R B St B s
— T Medicaid {378 F2 F (B B BA FUIF 52 1, 9258 49l 40 1 58 4 3 70 IR R B R B BB ke M 25
AR R B K A SR 1 3 R 30 0  ZESE R 59 B T RS M RUR B BT (AL &) 1 1566
BIZ P RARE WA, B HAEGRM (RR=1.26; 95%CI 1.02-1.56) FLL M (RR=1.26; 95%
CI0.88-1.81) HIXFREA N, {HR M FANGIRERSH R EE,

Zip

AT NI A 2
W FLIE 2
WL i 45

CURR I ST e B0 R R VRER T 298 ATV PR . TP A e A LM
BLER SRS TS (ERIERE TUHRIRERAT AL A (FISE) MATLER
L, DRGSR, RESH. BRI RER (BRANRETRE) (LK
ERBID . BERAZRESNRI, KRERALFI 126 REHITZE M3 2 SRR,
ﬁK%ﬁﬁﬁA%%%@%%%%%X(E(%ﬁﬁﬁ%])Q%EAﬁgﬁﬁgkﬁﬁﬁ@
%%ﬁ%ﬁ,E&m&ﬁ%ﬁ$&%%%%ﬁu&$&ﬁﬁ%%ﬁﬁﬁﬁﬂ%WA%%%%%
PR R, ~

PR R B

ﬁ%%ﬁﬁﬂ%%@?ﬁ%%%%%@&%ﬁ&%ﬁ\EE@%\%%Kﬁﬂﬁﬁﬂﬁﬁ
R GREFNLAIESF%) .

B ot B i
i
ok

ﬁﬁ%ﬂ%%(m%@%ﬁﬂ)%%ﬂ%%,ﬁ%i%ﬁﬁﬂ%ﬁmﬁﬁﬁ%m¥ﬂ%,
RATREFH AR LML T /T, THWATHE (L [EEER] ) .

[LERZ]
HIARAE 18 & LU I A v A ) 22 A HE TS R AT BT 5

AR T8 A VPAL 25 3 ) LB AT 2 45 B BRAC  e FR B K B
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[ZEMH]

A UG PRBT TN RI655 Je L 323038 AR LA A LR R B 4R R 2 % R,
FABIR A B IGPRET SR 24 B E AR BB R S 2R,

DAZGERE G, FHRREEZNBERESHIE L [BRIA2%]) , Nk
(RULREHAGHE, hTEEEE TR TREURER, SIS AT I
ME L IHZEAE]D) .

[YHEER]
SARRBOMEERR EEREKR NS

HIT A i T LUK IERIRER (L CZ5RB702 1 ), Zeiis e i 25 A e FE e o
% J8 O AR AR FIWR R 7045 22 '

R11: 5RBRAEEAEAE EERRE NS

T B8 % 5 BT #E4 1JE 925 | |
i PR S MTRBAELESELICME, SER S0 AE ZERNEY S, |
IR IR L DERF®] ) . |
T3 S 5 S8 BRI ELST A2 Sl O ERER] )
VIR R

FREEZ5H): WEGRISRIIRA (BINSSERS) ; PR (BIBE TR &
BRIRFHA (ACB) MBI BIUME SR ; M8 RKE 1 AW (ARB)
CBIAIARHIDIE) ¢ $EBIBIARH (FIEEHT) 5 o SRBENTR (IR ),
OSUEBEIN (BIAFIRE) 5 HAFIRA GIBERERRN, REFIFH) i}
BY WA (Blinpienkg)

3% CYP3A4 Fl P-gp i S5

W R mﬂ%msﬁmcnmmﬁE@%QMémﬂ%%%ﬁMﬂmm%%ﬁﬁwu%‘
R3n7%1) . ,

FHi m%ﬂ%,M@%E$&145%%%@@%Wﬁ%o@mmmﬁkgﬁﬁmo
mﬁﬁgﬁm@mﬁ%ﬂ,M%@ﬁﬁ%ﬂ%%ﬁﬁﬁﬁ%%%ﬁ%(%(m&m
21) .

i+ RHEF, FIBFE. Zeuge

% E s

R WA ORI £ H5 02 e 2 R HoAth 2 ECL R 3 P A

T 7 I ARG W42 61 28 e s

Bl ' ERZE. REZ, BILREMER TR

5% B IR0 AH LR 6 2 B R R LB 25
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TN 5 R AL (BT RIS L B Ik & S 25403 77 22 4
AR, AR CRIFINRER 250 20, ST & RGN BB AEARTE (L
(AR AFED o TH, SEMBEIFAEN, BEEREHRBENTE O [ZR30% D,

NG R Z AR RER BRI EMEA.

BT IRFIVRER R & 5 290 65 3 P450 B TERER IR 4 A B EISHRE L2557
FHEAEM . IRV CYP2D6 F1 CYP3A4 TTHES 5 T WFINRER KO 4C 41 B TG4k AR FLAIE
4 3% B 1K LA TR o W R R IR AR 8 P2 A BB . IEFIURERSESE CYPLAZ. CYP2A6.
CYP2C9 1 CYP2C19 HIRH), AR K AT R 553 L6 [ TR OB % S0 5% A A0 4R B QR 25
RENT1%D.

(Zid&]
ANERSER

RGN LRI A TR BB . T AREEEWER A BT, ik
BER T BN R RAR.

BEREFREAZG S RNERAR, HE R E R WR R _E AT ARS8 PR 4 B850 L 2
RS, MR REANE 405 mg. WEF O AAERTER AIEH AN RRRAE AR
Bato ABTELE AR AL AR R FINRAR ) £ 02520 3 RS SR S B 5 5, BB R A4
LB AL E WA R QIR IRE K . 1451 O PR R DR AR o B BR R B R 5 OBl
E A= .

WA R SR R Y S BSR4 AU F 251t B 5 T 2 L 5 B B 3 1 25
HYS RN E
TRBESCHRFMEIEST ) LHE ™5 1 T B M T NEREETSEYTELCE LR

B — eI . $RZEERMTAN. BESEEY. nE7EAER. B LR AN A= o
fiEe SREUSCRAEVRIT R IT . WRITRERTEAS & B AR '

TE PP VA 7 T SRR 1 DL 57 i 2 oy KSR A A USSR SRS 3 N

| Q7 S7 R |
RGBT (BF%L, 2, 3, 4)

ER GO ZIESH 55 FHIV (DSM-IV) PRHER B R R AR A AT T
VUSLE (—TUR9E, BAZTURIBRE) « WE. BEHL. SRR, B R A ST &
PERS I A BORE AT BT T . 7E 0B OB T2 0 251 BFIB6RAIE 13 E B L BB 64 R 45 F
AmEEEFE, WEAKFAFNEESE—ELT, R TR BB AR AT YRR IB T .

KA S FHEEIRER (PANSS) HAEATAT 4. PANSS &R HH 30 5, HFW
BRI BUEMIR (750, B sbEmsmR (7 T M—BrEmmE (16 1), 15
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WAL (B 27 (BEE) 4%; PANSS 404 30—210 4.

L1 (PSY-3007) & —T 13 FBISL (n=636), Lb#k 3 MEEARNAS GRIAHENTE
ZANES 150 mg, ZJF 3 FUNEBIE=MNES 25. 100 2 150 mg/d ) 527, &
Al FI 450 3 DMFHIBZES® PANSS 8.4 E39H T 2R,

WFFC 2 (PSY-3003) &% 2 01 13 AW (n=349), L& 3 AMEEAENAS (50, 100 Al
150 mg/4 ) 52, AR 100 mg/4 A FBES3 PANSS 24 F4 T 2 B85,

W53 (PSY-3004) &% 3 T 13 AH % (n=513), W 3 MEEABEHAS (25, 50 7
100 mg/4 &) S52BIGH), AMAI4H 3 MUBLEKE PANSS &4 H4t T2 R,

WHFE 4 (SCH-201) 2— 9 AR (n=197), Hi2 MEEFEKAS (50 F1 100 me/4
RO 5RER, KRG 2 MUELEKE PANSS M4 FI T 22 a5,

FEYELL PANSS 743 DLIIX 4 TG H1 2 MRS 46 40 BU T 5 0B 2 PANSS P43 9254k
BILEFER 124,

R 12: WM SERYITA

MRARE  BITHE FEITHIEFR: PANSS &4 '
FHERLIPS BEELE LS kY BMERRFIESR
(SD) 18 (SB) (95%CD)

BT 1 A (25 mg/4 ) * 86.9(11.99) -11.2(1.69) -5.1(-9.01,-1.10)
A5 (100 mg/a &) * 86.2(10.77) -14.8(1.68) -8.7(-12.62,-4.78)
A (150 mg/4 &) * 88.4(11.70) -15.9(1.70) -9.8(-13.71,-5.85)
LR 86.8(10.31)  -6.1(1.69) -

BT 2b A& (50 mg/4 &) 89.9(10.78) -6.9(2.50) - -3.5(-8.73,1.77)
A (100 mg/4 &) * 90.1(11.66) -10.4(2.47) -6.9(-12.12,-1.68)
TR 92.4(12.55) - -3.5(2.15) -

WA 3 Al (25 mg/4 ) - 90.7(12.25) -19.8(2.19) -6.6(-11.40,-1.73)
A (50 mg/4 D 91.2(12.02) -19.2(2.19) -5.9(-10.76,-1.07)
A g (100 mg/4 &) * 90.8(11.70) -22.5(2.18) -9.2(-14.07,-4.43)
LRI 90.7(12.22) -13.3(2.21) -

BT 4 i (S0mg/4 ) * 88.0(12.39) -4.6(2.43) -11.2(-16.85,-5.57)
A (100 mg/a &) * 85.2(11.09) -7.4(2.45) -14.0(-19.51,-8.58)
R 87.8(13.90) 6.6(2.45) -

SD: #r#EZ; SE: #3MEiR: LS PHIME: B/h—FFWME: L RN E XA,
P BEANNED ZRTHBHMEES (Y — 2RFD.

b R 150 mg/4 REITZRERBER R, SR ZL LR,

* p<0.05 (FIESH BERRTREHD.

BZGERRIBIT (BF% 5: PSY-3001)

Ef%%*%?ﬁiﬁ%%ﬁDSM-IVﬁJ’EE’J}&A%iﬁ%*iﬁﬁT*Iﬁi’tﬁ;ﬁ\ WE ZEAXTE, AT
BRI, HOSLT A GRS R0 5> BUREAE IR SE 32 807 T O 2K ZHABEINED12A. E
SEFURRE R TS R IR SRR R, R, e 52142 REHL A EE A
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BT WP A AR AR (BI4EER25. 50 mgsl100 mg) BRZRAAYTF. 3410
Mﬁ%ﬁ%&ﬁ%ﬁ%ﬂ%mﬁiﬁﬁﬁﬁﬁﬁﬁmﬁ,EE%%W%%EE%EEOEEﬁ
ﬁ%ﬁ%?~ﬁﬁ§ﬂ%ﬁﬁ&&%%ﬁ@:H%ﬁﬁﬁ%:%&%ﬂ%ﬁmm%éﬁﬁm
zx%(W%%&Wﬁwﬁ%)ﬁ@Mmﬁ(%%E%ﬁﬁgwﬂ;%%gﬁ;ﬁﬁﬁ%;a%/
%Amﬁ;%%mmwﬁﬁﬁ%@n&ﬁﬁ%ﬁwﬁﬁ(M%E%ﬁ%ﬁﬁﬁﬁ)ﬁ%ﬁ<m
%%&%%Wﬁﬁﬁﬂoigﬁﬁ%ﬁﬁﬁﬁﬁwmoﬁﬁ%%*ﬁﬁﬁ%¢%%ﬁﬁmﬁﬁ
EW@E%&%?@%E,ﬁﬁ%ﬁ%ﬁx,ﬂxﬂﬁﬂﬁﬁmﬁﬁﬁBWﬁiﬁﬁm%mo
ﬁ@ﬂﬁﬁﬁ&%ﬁﬁ&%ﬁﬁ%%ﬁ%%%ﬁ%ﬁ%%ﬁm%oﬁﬁﬁ%ﬁﬂﬁ%ﬁ#ﬁx,
ﬂi&%ﬁoKﬁ%ﬁﬁ%ﬁﬁﬁ@mmmmWMa@%m@Lﬁﬁ%@%iﬁﬁwmﬁ%ﬁ
%$&%ﬁﬁ,Eﬁ%ﬁ%ﬁxokﬁﬂﬁﬁﬁ%E%ﬁﬂﬁﬁ%\E%ﬁAﬁﬁﬁEﬁ%%
BEEER,

£0 -
2 grovvencnsibennismsesassasens
#5074 e
E 0 Ea
%ﬁ =,,r-f. wenes BRI (n-156)
g w0 s — % (N=156)
24
F
20 4 _j
'5.?
10 g.:
F
0 -J ': L} T T 1] ¥ L) § T L) T T L} L] T
20 40 60 80 100 120 140 160 180 200 220 240 260 280 300
ENSHEE RS
“REGHTHE RHARE 163K

B 1 B ISR 32 Rt HL i Kaplan-Meier [ (R34 Z45E0F50)

%%ﬁﬁSDmﬁﬁWﬁ%%ﬁﬁm&%wﬁm%(m%6=&msmo

*WE%A%&%%W%&E%&%*%@%K%\%m\ﬂﬁmiﬁﬁﬁ%T$ﬁﬁﬁ
%ﬁﬁ%D%ﬁ%%ﬁ%%&ﬁﬁﬁﬁ%%ﬁﬁﬁ@%ﬁﬁg%ﬁ%ﬁﬁ%&ﬁm&@%E%
AR IS ARG, EMH B S

ig%éﬁﬁﬁ&%ﬁ%mwmo%ﬁ%ﬁ%%ﬁ&%?ﬁﬁ~ﬁ%&;wﬁmﬁAﬁ;
H%@ﬁﬁﬁ;ﬁféﬁﬁﬁ%ﬁﬁ@%ﬁ%ﬁﬁ%%;Eﬁﬁﬁ&ﬁ%%ﬁ%ﬁ@ﬁ%ﬂ%
%%;%%mHEWﬁﬁﬁ%§%%%#ﬁ%%m¥;Hﬁﬁ*&ﬁ%ﬁﬁﬁ#ﬁﬁwya%o
rﬁﬁ%MmE#EW§ﬁ%(mm>%%,ﬁ?ﬁ%ﬁ%ﬁﬁmﬁ%gﬁgﬁﬁmMM§ﬁ%
&%Mﬁ%%§$ﬁ(Nﬂ%;*&ﬂ%:mm@)%ﬁﬁ%§7ﬁﬁ%%%%$%mwﬁ%
Wﬁ%ﬁﬁwz—%ﬂﬁmimﬁ%Nﬂm;ijﬂ\ﬁmﬁﬁxﬁﬁ¥\MMmm\§ﬁ
%\@%¥ﬁﬂ%m>omﬁﬁ%ﬁ%ﬁ%ﬁ%ﬁ%%DWﬁEWﬁﬁmomw%&nmﬁ%
wﬁ%%%ﬁ%§ﬁ%»%%i%%ﬁ%%ﬁ%%ﬁéﬁ%ﬁ%%ﬁ@%&,ﬁﬁ%ﬁiﬁxo
E%ﬁ&%ﬁ%%ﬁ%ﬁ%&ﬁ%wﬁ%%%ﬁ%%ﬁ%%*ﬁ%%ﬁ%ﬁﬁ@ﬁ%%mai
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226 Ko EHIRIBIT R A Kaplan-Meier BIULE 2. K508 4 HIE RIBTT RIC A
RAERNR 130 5 DRSO 20 L, 7% 5 48 B0 28 2 Vgl /SR R B BRI 467 B
BE, BAEGIEEL.
784
60 -

501

40 -

30 + DRBUEMRZY (N=218)

T3 m B R oM ok H o

— AE (N=226)
20

10 4

T T

O 30 60 80 120 150 180 210 240 270 00 390 380 390 420 450
RENA SRR %
* BEHUIRIT KRB PAIR Al ARG 416 K DFRFURHIR W R 226 F

B 20 FEA NBRSE (ORS00 B0 B 3 TR AT A0 — T B . B AR B R P R E S RETT
SRIGIS [F] Y Kaplan-Meier B G314 295ER5E 6)
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R 13: FEHNBREHREFUE S H AT I— SR, BN, RRBH AT HEA4LA

HIRIRE. CREM 2 BLRERT AT 6)

i mﬂﬁ;ﬁjﬁfﬁ R o
FRE N=226 1\;—218 [95% CI]
REX (%) RER (%)
HIRIBIT R 90 (39.8%) 117 (53.7%) 0.70
[0.53, 0.92]
I BB YR IR T 52 W i B4
= BERA/ER R 48 (21.2%) 64 (29.4%)
v IR AOR A B 18 (8.0%) 26 (11.9%)
= A R M TS U R 15 (6.6%) 8 (3.7%)
. ﬁ&kKEﬁﬁ*b}Eﬁﬂ%ﬁﬁzﬁﬁﬁ%ﬁ% 5 (2.99%) 6 (2.8%)
= AR R R R ER RS 5 (13%) 4 (LE%)
K
BT RONR T R USRS s T 1 €04%) 9 (4.1%)
= HR 0 0
B R/RARRERE MR, TRERT | 76 (33.6%) 98 (45.0%) 670
NEWRIEIT R b '
[0.52, 0.94]

* ET Cox EAMBHAT EHIF R AR ST AR &5 DRSS MR R . 3 R0 B A

RS A AT SE

P 1B HERTUH A 2 S IR B RO S B I 07 25 B 5 R B SR IR A S R — 3

(25285 ]
B

FRARBR RIS ERIRER . 061 U R 1 B MO IR AR 5
BURI BN OIB. (R, Xt T RIS BRI T A P T BRI AR S U 2 (D) AR S
2 (SHTw) BEREHIBAEE A SH.

TESh, WRINRIHR —FE TS B 2 (Dy) SAREHARN 5B 2 (SHT.W S
U, 3 D24k, SHTn RRLEFAH (Kif) 4505 1.6-280M. 0.8~1.20M. MFIEE &
R Moo EIREZ M Hy AR RN, ST AR 0 — B B e ) LI
AR S TR AE 2 RS2 A, A1, W EIRE BTSN, () MR IR BRI Wl 25
B M E R PR R AR AL
HER
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bURE R A

FERSL Ames RIE /) Btk BRI ﬁﬁ%ﬁfhﬁﬂﬂ}@ﬁiﬁ%tﬂiﬁ%ﬁﬁo FEARSL Ames i
/N BRI ELRR IR A K B B B A R o SR LR R L A S A B

AN

R IAT RN R W FIWR B A4 B 73R56

E—TEE R F, KRZ DS THRIRER A 257 EA 25 mg/kg/ K[ UL mg/m?it, JgiH
FINREI A BCKHER R (MRHD) (12 mg/R) #2 15], MK REIERR R 2R, (B2 %H)
BT LEREE RBTRIE ARG 2R RIS BUR MR, o LM kS, FIE N 0.63
mg/kg/R (LA mg/m?i, & MRHD E‘J—*#é) X LesE R R I . MK RZ O T FIRER, 7
BFIA 2.5 my/kg RIAEE RZHM, (BRIITHTHERRBTEHHR.

TE— TR CRIBEERAER AR P AL FIER) () Beagle ﬁiﬁ%%%*féiﬁ%¢,
i 718[0.31~5.0 mg/kg/ K , PA mg/m? A3 B 0 i MRHD (10 mg/K) 1 1.0~16 4135 7 4 1fn
TBEBRD . WTENIRE T BABANARE, LESMARTSHMMKE, B340 F FEAR
IKF

SEYRA BRAL 28 B T AN P VE ST AR RR I FIDR B ST (L AN AR |, FIBIE 250 mg/kg
ISR I8 B 5 44 M R i TR B, @%ﬂ%ﬁ%ﬁ%@fbﬂﬂ%@@ﬁ%ﬁﬁ (14~H71%) MRHD (150 mg,
COFIURRRI 1 10 4% (B mgm? ) .

SEPRR AN AL RS B Y BIIZ C44 T 0 FIORAR, 57148 % 2 I R0R AR 1 JR. MRED (12mg/R)
81 (Ml mg/m?it) B RV BEAFHETE 2 2k =T ;

FUSEE CRUBEER FT LA 32 s 4k A A IR R AT TR OEHEREEERE. TR RS TH
148 MRHD 10 mg {f] 4.8~6.4 {5518 (Ul mg/m? i) B, HTRUEBER, £ MHRD [ 6.4 127
%Hﬁ&fmﬁ%%% BERE-fafr R & JERB P, KRA%A T RIS 2% MRED 10 mg/ K K
9.6 & (Ll mg/m?it) BHR MBI, T4R KB 4 T4 H MRAD (BA mg/m?3+) 1.0 1%, HF
BRI BB IR B4 F U5 MRED £9 0.8~1.9 4%, FRAF BB T BE T3
m, FARHEERREMEKER,

EFETR REH SR T, 2 0% T8 TH/8H MRED RFE (B mgm?it) B RIS
WSETS, H B AN 23T T R R R 3 G R 04T 1 B i, TR YT BAR KR .

Bom i

ERB AT TR AIRERE SR (1A RE) WU ST 8 2 B AT . MM R R

RIS 16, 47, 94 me/kg/ It T FLIRO R A SRR, 3 mg/m2 3 ESRAIRS A 2 i
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R AFIIR AR SR (1AM HFED MRHD (150 mg, PATARIIRERT) BFE9 0.6+ 2. 4 1%, KHE
TR o HEE K BT B AR A R IR R SR (1 AN B AL MRHD #9 2 71 4 4% (U mg/m?
VO B, FTRLFLARNRE . LFERURRE R A FRMIN . MRTE/D B AT AR R AR VR R B B0
A

7E Swiss albino /> AN Wistar KR BT T FIEE (FIBEERERR . NBRAAERZH#AN
TAIRERD BUE IR . BER TR, MRS 1848, KBS 25 A8, HAEN 0.63.
2.5, 10 mg/kg/R, Ph mg/m? ¥, EIRFBETE/N BAA R -4 512 F] 58 MRHD (10 mg/K) 1) 0.3~4.8
541 0.6~9.6 &, TEMEMEDRPRABBAMZE, LRER, BERR. BN BRI
BERERNIT RE R EB UM B ETR, XX PR LA BN T R T RER Y
MRHD (EA mg/m?it) o ZEHABGUEMR 25 MM K5 KA 205 R . ISR AR P 4 20k s
AT I R AL RGN, BHA R E BRE Do A KHIE FUR B LR MR HTBL. ZEME 5 K3 o X
LR A D5 28 R B4 1 1 R R

hiRezh M

FERBEATARERIERIRER S (1M RED M43 SRR .

SRR T 24 HEZE 73 BISE DA FHAIRE, 76— STRNEAZIR AL ZE MM A B R
SREIERE, TR N 0.63 mgkyR, ZHENBARFLEKE (AUC) S5EbEL
Y 12mg/ R AUC HIfBL. 7EREAEHE 2.5mg/kg/FR GBI FIRER I 259K B £ 5 48
TR 2~3 £5) W, RUEEBNE AT BT N R B 10— BB

P RIELE 40 A HE A FHRE CRIBEEZES) A&t wT Bl EHARE MR RER )
031, 125, 5 mg/kg/R, WERBBRERMEHEIEE, THEAEN 031 mgkgR, FHEHAL
A+ IEFINR AR T I 259 B CAUC) 5 )L B R135/> 4E45 T 583 MRED 6 mg/ R i) AUC 481 BE4k,
TEFTA TR T BB BIMER AR B M SR BIEIR . 7E225 12 RS HIS, SHHER B R BB
Wi R BN B AR R R B AT

Hod

AEENLAE SRR E ST (3 A F AR FIE ™A 525 mg (BUMAITRETH: A5
T MRHD) , IPREES OIS, SEMREARIEG (1A BRI M, S sns
NEELHREER, OB ERRMMOT .,

[Z/3h 7121

S e
HIT ORI HEARAR, A BEENLATES S SRR, BAKENIFIVERT I B S 4 & 5.
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i&m%&%%%E,m%¢Mﬂmmmm§%mﬂ%,m%maﬁﬁwm<nm>m¢mﬁ
NIZKR, BYBBEEFETE 1R, THE 126 K.

EZFIBALRIEGT A (25~150 mg) H Conax EEZEBLZFALIES ) Conax FHI7 28%.
TERRIRIRTT I BUSE 1 KA 8 RO BITE = A WIEBALIES 150 mg 1 100 mg FIBAIAS, HH)
TR A 25 R BEIRGR A BETT TR R BE . A 0RO OB 2507 R B Bk I 25
R SR IRIT IR Z 1, 7E 25~150 mg FUBETERMN, AR HAZHIR S IR IR
MERBEZFRIELL, AZFEET S0 mg 5, Coe RN IEE T AERMMIERE, 7
ZAUEALES 5T 100 mg FIEMAMIE, AN NEAWREIEN 1.8, ERYIEAIES
MTGRT, RIS IRE LLISER 2.2

%?$&E,Mﬂwm%u&ﬁ(»%%ﬁ%%iﬁﬂﬁiﬁﬁ%%,u>ﬂm%50>
FHEE) AUC Z AT 1.6~1.8 Z[H,

RHARZG RS 1 WA R Bor,  WFIURER () RS B 391 Lo WFIUR BRSNS Netk i
REEEEEN 74%. |

R 5B R

TE— IO RO C-IHFINRERBE 7, BIK DR 1 mg BOERE “C-IFINRERSIN 1 B S, M
PRBUTHF R IR B 259 S 4R 2RI B0 59%, SRR MERINRERTZEFFAE skl 32 A Free T 103K
SHEMEA KL 80% NRIHEI, 11% MM E . ZEARNIEHIAT 4 FRER, B
EAAER . EEMIER. SRR KR BRI, (BT — R AR B ok
LR 10%. REHSMRIL LRI CYP2D6 A1 CYP3A4 215 T WFINRER A AL,
B8 5 PR 8 2R W 3K L R T R ZE MR R A PR e R IR RS . MR AREN S 207
HIREN, CYP2D6 RYIRAHHAISRME 2R D RMAIRES, WARIRER O ERER X
TR EER

BIREG T ARG 25~150mg J&, HFMLIEHPAE KN 25 3 49 K.,
R A BR A R BV 598 5 W R R BR 11 AR 2B H B E

IRINRE AR ERERE N 0425, TIAR NG A A2, TERRA DR ZEWREI T,
K%W%%%ﬁ%(ﬁlﬂs%iﬁ%%?&%ﬂumm)ﬂuﬁMﬂmmmﬁﬂﬁﬁﬁﬁﬁo

BHIRL,  ABIRVATT B B T A B R R B LK 2R BEFE TR 6~12 mg W UR AR 1
BRI REMTEEZ A SHREN BT RET AT UMER S ARG RERE
ﬁ%&u%&ﬂh@%ﬂ%%%ﬁ%ﬂﬁ%%@%ﬁﬁzmyWﬁ%ﬁ%%ﬁ~%(%8%ﬁ‘
%%%O%WE&%%%E%%@ZWOSm%mﬂmmﬁﬁﬁﬁﬁﬁmw,$ﬁ%§5,m
FIURER RO 253 ) LAEMAIA AR R BIR . B T RPN R s R 253 1 4 E AR, B
PAPESS FL254R3h 77 2 RAAEBEAT BL B AR B IH

AR EAERW
FIARIEAT A RS S 2O MAR AR AR . A2 Bk 0 IR R IR BRI 45 .

HARZG XA FINRE R B B IR 2 T8 3. b 20 mg/ R 78 O RIEEET (—Fis
2% CYP2D6 HIHIF]) J5, MEEFIFER Coux M1 AUC 3E LT OLE 3). Mk E B BRI
PEITHEATWISE . MANE REIGERAE S . B DIRR D FEF (—Fh CYP3A4 70 P HEE E IR A
[ J&, TR Cou B AUC BE L TFRE (L [ZEWHEERD. BT RERKRE
LR HIEFIRER S SRR R T & 35% M B .
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FAnZ5 Yt i FIIRERZG AR 30 /7 £ 0

TR ) R £ 2 Ak 90% CI
CYP2D6 il 7] AC - é% .—
B FET Cinax ey
CYP3A4 HESH 5
et MG - g--f |
Cmax 7 = !
WK RN BT i ,
AUC ! i
Cmax - ! e
I T i I 1
00 05 16 15 20
X F 2 B E 0N
(EMELERZ)

3: FAhZGH wHAIR AR Z545h 71 2 B

A an 5 A RER L CELIE PO LR T A R4 ) K%Fiﬂmﬁﬂ%ﬁxm%ﬁiﬁﬁ%ﬁ
AR RIS AR A XU RN (RS IR 500 mg, B H 1k, BK2 KD SHFIEHE
SR 2 EMERINRER Cna F1 AUC B4 50%.

58 FE U IR s B0 1 AR B 13 45 BB 72 1 IR F DR IS, P T B4V RS A5 Cona FT AUC
ANSZROM . TE— RS RBT S, B2 RO TR R B 52 ZE U A R 2 v
JTRE R EANA 3-15 mg/ RFABM CRMFIREAERE A S, T IBR A T4 M 500 B 5 2 B4R 24

L (2 E/ER D.

SN TUR B, CYP2D6 1 CYP3A4 TTAES S5 T WFINRERAGARHE ; (H AR BT SIER R,
LRRE AN R IR BB R BN BB S T VA RIERI— N ER4 . AT
TR, WHAIREDR P RS (P-gp) MI—FUEY (N [Z5WMHE/ERD.

TR AT RIS SR B0, WRIORIRIE R & 8 £ 151 2 41 G P4SO F LB
RERIZEWIRE, IXLF THSEHE CYPIA2. CYP2A6. CYP2C8/9/10. CYP2D6. CYP2EL.
CYP3A4 il CYP3AS. [Albt, WARINRERTMIA S0 EIE KRR A R 05 E R = B
W PR SCROTIE o Bhabh, ERUIRER BU R B A RS S i

WERUNRERZE B L T X P-gp IIFHIEFIRES . MR MEEE, BB RIS,
KRBT

PRAERFBR AR AR EAT A B (R S 25BN 0 B . P15 B3R B F R RINR A 5%
AT U IRERIIRERALAS & BB 2B 0 S . Bk ARE CETHESIRE . MDA ERZ
FA) HIEFIREN RERAETE 4 UL DHEAE] R L2ER%]) .
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“PBERT IR W DURIEAIREE, RE T RARS A MIESH T SR IR R 5
BIOREAR, (BRI EIAFIIREI IR SREZREBHE. WAREEREFIIAREN B
SHBFVRERITH R (L [AZEHE] ) .

R ZRE D REFIRARJE 1 Crna Bl AUC RERZREN 1215, B2, THEESE
WHISIIBT B E R (L UREAE] A1 [Z2EAED.

7R R & R R NR B 254830 1 22 59 il
TR R B A5 302460 90% CI
Tk :
BE vs EH AUC - ; 1: E
FIE vs EH AUC - i } - * 1 »
B vs IEW AUC 7 b " 1
iRal i AUC 4 B
FEE vs TEH Cmax - E
18-64 % vs >65 B Cmax li"'f
T I T | T T T
o 1 2 3 4 5 8

MXTSHHE R

Bl 4: PR IR R AR 2518 30 7 2 H

RIENEITERE ARSI RER, WRIREARE CYPIA2 (RY, Hk, BARRA R
B B 2Bl 71 5 = A

1 — AL B T AT R B L O RS . A Sk BIRARASE, B 54
PERRE A IR BRI

B ET BREHEZIAE H) Coan B AAFIEFIRMIESN, FHAE, S EAERES
RE KA IREARLL.

[ 5]
30°C A N EBRE. BB HRTE.

[w3]
BEMEL: BRI R IR 5%
WM 13U/
PRI R IREIE S U A S 28, 3% 3 AR RS
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0.75 ml/32. (FBEF 75 mg THFIVRER)
1.0 ml/32 (3T 100 mg MAFIIRER)
1.5 ml/32 CFH3F 150 mg WHFINRER )

[H&])
24 4~H,

[HATHRAE]
JX20100263

(i D2 e AHES ]
0.75ml: 75mg CHZMHFIIRERTH) : H20160642
1.0ml: 100mg CIZWHFIURERTH) : H20160643
1.5ml: 150mg CGZMHFIIRERT) : H20160644

[0 )
ANV FR: Janssen Pharmaceutica N.V.

AEF=Hibik: Turnhoutseweg 30, B-2340 Beerse, HLF|RT

B BRI
BHR: THRGARGI A RA
Mok PO TG 22 T X B R e B 2 U K 19 2

MR ERAD: 710304
HHHTE: 400 888 9988

fEES1S: (029) 82576616

P 3k s http://www.xian-janssen.com.cn

(256 S8 )

FAURETRA | ARG IA 2 M4k (1.5 3~ 22 B4F LA 1 36 23 15%#
K& 1B, BEALAEERRHEA.
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HAHNE

A A — IR IEAE A
L FJAREES S (EOWE 10 B4, BILREHS 85,

2. HERAEME L,
7 = A VBB  S  « |
o AUREHEERE<200 B (<90kg), WA 1361 23 BEFL (BHLEEMNES) 3

1TSS
o WIRBEERE>200 B (>90kg), WEM 1.5 B~ 22 B4k CGBFskBEO NKE)
HATIEST
TERE BB ALV S i

M 1.5 38~ 22 B4k (BHLEEOARE) T,
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3. RREMARRFFEEITM, S EH 7 10 He R v S B TR MUAR AR, s Ea,

4. MRESCKREGREBUTT—F, HEORE LN SE A LA, B abt L wRs
TE BB DAL, SRE FURET 6107 e B4k

5. ﬁEﬁﬁﬁTﬁ%%E%%ﬁﬁoE%KE%%&%%%F%,@%ﬁ#%%ﬁ&%%h
KB SkhA3h, ,
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6. KZHE T EH kIR B RAFR BT 1, 18181 L5

7. RWEHBTNEMATUENBE W= ANRBIES. TaE TR Azt

8. MERIEUWE, - RFMIHRRIETH (82, 8b) RIEB—ATFE (8c) HIFEHLES

%%0%%ﬁwﬂy—ﬁﬁ,ﬁ%ﬁ%%%aéﬁﬂﬁo%%ﬁﬁ%%ﬁ%%iﬁﬁﬁ%%
7.

8a

35/36



36/36




