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40. 80 1 160 mg/kg (LAARMEFIE, 298 NEBRHEREFIE MRHD (1) 1. 2 fl 8 %) , #f
LR GF BA G RER R . IR EEE . St . KRR EOR M 48 3 A B, R
PR 550 M e, i 2t R i o K BR300 1 T ) R ER RRA M T 8. FE B
i% 80 mo/kg FIE (LMAR S, 258 MRHD (19 1%) &, RAE G rh Ul 25 Boms /5 ] .
Bom it

/INERES T 80 mg/kg T EEME 23 AN H R B PE. KEZE T 20 mg/kg £ Bk 24 /> H
RIWFoETE, {4 80 mg/kg & (LMARIAHE, 255 MRHD 1 4 fi5) T, WHRBH =M
WAL RS, IR N Es 4 H U AR R MR8 I RORE S S, T 3 B 4 4 2 23 [
P 7 P T e AR e 5 A
He

KRR DA E SR ATV ORI | — e s BB 2 OF B, JHE
MR RG) » PRI AL, RIAEZ ST DI 7 S

KB4 T4 il FREME 40 A1 80 mo/kg/ Rk (DMAR IS, 2509 MRHD i 2 f1 4 f) , Xf
B R R LG T R T AR DR SROIR X A 4 AR K o s e oK, A e A
MAEFBRIX A, 7E 40 mg/kg/ KA 160 mg/kg/ K 55 & T 18 R UL 21 m] 3 M O BF AR 1k . S2IR
I L R P 0 O A S AR AR A, S R AR R W A i Dy e A AR R, (IR OR BT % B
FOIRBE o FRA% 7 I A0 ) 2 50 1) 4L 20 2 50 = g [ WGk 4 L ) 86 1 R 0 o 7 D 3 4 20 203 P 344
i1

FERKING A LR, IR 4 B M 2% FERRAR . 7Edemnik 20 molkg & (DAMAZRI
BUSE, 299 MRHD ) 4 £5) T, ARMEER|FE SN

FEXF R RT3 TUREHAT 7ok, (il BEme m] 51 S B B b, GBS B AR, K

R KA VR B 5.
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BRNE-B-HRE (HP-B-CD)
BAEE M

Fo RS-SRS R LB AR VR o LAk 2 5 W) R 2 489 Jimo A% 35 1 XU . DNA 352 455 1
FE PRGN PR F) 5 DR AR R G € PR IS 1F 72350 R L3 A% Bk
AT

o TA - B- PRI RS R DK AE B R

0 TR - - R G oA DU, L2 1 AR i 2 R AT SO 1
BuE ik

fE/NREUE R, R W REUEEERER . £XRSuEEReH, KR Gil
N 5000mg/kg/ R FFEARSN bR (A 500mg/kg/ RIGFIEEL) FIRAERTE. )
Y AR TR R AL I N AR SRR B A, A it Rl 0 AR S 2 7 e TR - B- BRI R 25
A 24T 500mg/kg/ iR BRI PR T - B- ARG A B 1.7 A

FR N HE-B-FRWIRG 5 S5 15 )T S B S5 R A /B AR R e M, 5 R i R
PRI RO, R NI RAH DGR . R SRR MR 1Y) K A 5 A IH B = Wiy 1) (2 22 24
TERA G, (EMREDREUEME R .. K 12 DA SRR EEE e B 2 FatEiliedon
S2F . TR A48 N FE R B NAR G (2 220 2B R o (BT 045 SR (R ARAR DG i A
A -
He

REHGEN U RBALFEUE . 5K AEBEME KA MR A% E g4 R
GUBOE) BTSN I KR R, fE KL 30 i A AR, #6043 -B- TR pAE mT
PERR BRI AR AL,

)5 Beagle RIELE 13 A& 45 TF2 N2 -B- WG 1200mg/kg (4 FIKEHAD , S5XFHEA
ZHAYIRILL, S SAG 2 RG4S0 A 2 LA AT (I PR i 32 4
[R5 71%]

At it R

1. — 4R34k

il B I 25 R JEE A TR AR 2 R A BN ME, S R e 1 /NE B B A 7ty R
Pt BEmE i 29K IE (AR FEAZIITURSE 3 /N IR B, B T R4S

il REME ) 2540 3N 2 v AR R, DRIk B R 45 2 )5 T LI h 25 & L

1E AEFIRZRB J1 iR, ERRFIRIT IO 1. 2K, BRI 1 /NI o il e mk i i
W 200mg, HEH 2 K FEIRITIIES 3~7 R, BRK 1 /NIRE O BRI SSR 200mg, BEH 1
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Ko i REme A LA B I8 40 JUAE 48 /NIEAT 96 /NI IR BIFRAS M 25 . K2 4R
A h e ifn 2459 B KT 250ng/ml.

ke 20, A M RE MR T30 2R TG BR 2 278ml/min. R AR AN, s ) S A il
JREWE T R R kD o BRSPS AR VS D@ AE 16~28 /N, EE AR A S
TnE] 34~42 /WNE o

T 200mg B i FREMETE SR A 8 ST BE-B-FAMIRG , DU B it FREMVA AR . FR TN BR-B-R
WIRE 254020 7 R M R I IR

2. AR

il MR S BRI (99.8%) » EERSAEASS, BERUNE
A5 A 5%0N 99.6%. it M S e R A IR @ oA g, ML A 0.2%) B i R LA
TERAFAE . Pl FEme R e A0 A AL (5700 L), RUILAL A2, . B,
JFEME. B8 B BRLPY AR 2Pk B LA R i 29 B 2 2~3 £, 1T A R R Tk A
5 LR L L 29K BE v 4 %, WA P I 2 iR B LL ML 249K FEARR, {HLR: LR LI SETE
HIB A BURIT AL

3. R

I o AR AT AR AR 2 P AR P24 . ZARAMNRIR IR, CYP3A4 &5 151t FEmde
IR 2 R . R BRI R SA lh BEwe, %= MAE AR AMRER B T 5 A i B A
(IPT B R G, I 249 5 AR P il MR 1) 2 5

4, it

FIRLA 25— PN, Ol e E ZELLTE TG HE AR =4 R (35%) FIE{E (54%) HF
THE o B R £ A7 it B R PEAR U P R B i D F 1908 AR B BTN T IR
YERRIC ), G 3T HRME K S5 AL 25 20 70 & (1) 3~18%.

7 it JE A DA S5 A ZEL 2 ) T A T AN T, KT R s ANk e 2 1 9 ok 5 3K 1
AR, RS 4 FRARRITERG, SRR, Rk 28 T s 2~4
Jio RAEHZITAAIE 1 R Ar A i AR S 2GR, 7R 3 A T A RS T DA 4R
6/~H.

PR

1. FoRemE R

W AR AT T DD R4 T 50 A P Gt R (o 7 O it R 4 D3 40 ZE I EAR T . 12 91T
T A, 5 A 6 4] 4 R A5 IS 3 BT 1 il 100mg £ il ek e g, o DL B 4 B8 5 1) B R L 243k
JE (Comax) ~ ZiRTHHZR FIIAL CAUC) UG i FREME I 2 2 HHEAT X bL o JFFRE A0 S8 35 17 1
Cra 2 FFE (47%) , ~FEIHERERIIK TIHIIRE LR # 2 (735709 37 + 17 /Nf Al 16 +
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5/ o HiR4E AUC A, Ak A8 3 A e A i otty e me (1) i R R AR DL v TG PR i
KA P B R R i

2. 'BIIReH BE

Z KA 25 (A7 i RE D B0y (<19%) AR TR 2548 R HEME

BLOR)RL R OBK 45 25 J5 . Bl BE MR AE B JE (CrCl 50~79ml/min ) . 1 E ( CrCl
20~49ml/min) | HFE (CrCl <20ml/min) "5 ThREF 5 8 244 3 (173 2F 3 1A 5 i e 52 3
Bl CE Dhaetn 3 BF-FAMEMTEEDY 42~49 /N (@R IXH N 48 /hip) o R4 AUC fH,
S8 B R T R T R ol R 1 S R R 5 T R AR AR LU 2 TR 30% 1 40%.

I G Ty B 5 R R e P B o e P 000 o L YR A X A ot R A R 7 o R A )
P IARNE B TCR 0

3. JLREAEE

JUEE NP FE O th e O B G PR A il R L IR B R RIE AR 5 A
A2 17 S )LERE D ERIAT T IR ZARE) S0 T0 o IRBERN 1 RGeS As 771 5 A
T 1.5 & 12.5mglkg/day Z[f], %8 H—REEEHMWIRGZ) . FERIFILL 2.5mg/kg 5
VE, B H ka0 BRITE 2.5malkg. S TR H AR, B H PRS2 H Bk
S IR RN IR P 5 N H IR A 2 AR . AR SR B B AUC FHLEATE R
B AR ARG, SR L% B AR R B i BRI A A AR Conad FIZE R B 3 A 55 %
WK o I IR 2 X3 ok 6 R 20 A 2 AR B - 5 A EE AR %

RAE-B-F A

AR VR A - B- PR RS 7E B DI R IR BB A o R, Oy 1~2 /e, BLRRSR AT
HAZ 5 LEM . TEMEREZIAE Rk E S A A B Z RN, 8g IR IR A 5-B- 4
Wt R (R 53 (>85%) 28 IR ML . AR bk 4G T A il e 200mg 5, B Th RE R R T
B-IBSHIER R T, SUHBRBEET . B ORI hAe s B 1 R T
K, SANIERAER 2. 4. 6 f%. ISR EBE BB IAIEN, 2 RERNE-B-IHIKE
B FRPEE-B-FORIRS ATl I B BTl R o
(st

ARl MG : T 25°C LR IR SRR,

SACBESIE: T 25°C LRIk, AEAE.

BE RV :

W BRI, AR,
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MIED AR5 S, IR GG BTN S SE R A o A sRANBESZ B, A 38 20

VE AR AR IS LA 5 AR, — A 2~8'C ORAF AN 24 AN/, BRARTR & AL FE 1] A
TRAETC IR (261 T 2EAT 1Y

(2]
TR LR =30 Mk
A BRI e, 25mi G il BEMEE SR 19
B YRS A 50ml SUAL AN ST 148
C —YBRMIEL, FR K
(A %0H]
B il R ST : 24 1> )
KNS 36 ™H
BEFHVEWR: 24 /N
(AT HrE]
JX20160032
ik D25 SvEAHES ]
H20160558
(4724l ]

ML FR: GlaxoSmithKline Manufacturing S.p.A.
i HE . STRADA PROVINCIALE ASOLANA 90,SAN POLO DI TORRILE,PARMA,I-
43056,ITALY, & AF

E ARG

R THZ AR A IR A W

Hihb: R PEAE 74 22 T X R A R L S R A DU K 19 5
MRt : 710304

FLi%E 5 h%: 400 888 9988
fEE S (029) 82576616

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

RS A

JSEAE A it B R PR Y 50mI 0. 9% U BT S VR RE 25mI A7 i HE MY SV

A, Al R AT RE 2 AR TTE o A AURE 22U 25mI B ] R MR SRR A — R

TEN B GAL AR BB T, 5 L AT O il R SRR R . O T RIEIE B4
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2y, BRATE b s Z5UAE T B S 02 P9 R S AN SR ST P T AN 0.2um A8 I )8
AYIE R . AR AT S e Y B R A

FEIR G ERARRT, N G R S O AL . R IR . A
YRR, J5 A TR SRR

SUREGH il R SR SR . SR — IR EE N AR AR (£ 60
B o EEASREFAREAAEAINER, FEARRERRERS, WA 2N
Ho BEEREZRTH MK ER, WRSMER > mAGEAGREEY. ZREY
JEP IR ELR, AR R . A 0.20m A8 PYIE B AR 1 S AT e G X A
REMHNEBEEA

A AR T B A $2 I IR MO TR A A e TS .

TIF 2
— U0 B R T 2

Frid sl \
——
-

P

T RACSATE SRR VRER -

o FEUIDARRAMISAREOT, BURRITRAR

TR 1 REMEVE SHVBURT 0.9%0 AL SATE SR -

o BRENXVRAN L = .

o U] AR N B A A BUR R

o TELREBIEFRMT, RIEHRES S CRAPORIND RO i Ry S5 A 22 L ik
t, o EmER L ER R R AR O, REENRAR A . S8 R B il B
SR — MR NS (2 60 B o EIRAEREP e Ml — RN AE
LR . X IR ERE P RIEHE IS, 4f 25ml {15 i R MeE S E AL AN
SHBRBAR TR RRE, JFRRBIRG)E, MRS R. KO B SR R AL
Wit e, FERIERER
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FE Gl B E SR A IR AR 5, BRRARS . IBERARNET, HED
L A B A RREY (RO EIREE AR, FENE RO . 2K
EYEP M IEE LG, AT R

R RN LRI R, I S BRI, W AR IR = AT N 4R 4,

BHR AT P UERE

FEFHR T, 75 B e I DARE S 7 ) BRI P 52 B 1) LA 25 0 KA AR 2
1 0.9%7C B AL TE R e T 7 0.2um il 823 I IE KA I BGOSR FH B i Ik 8
H1 0.9% 72 W S AL e B e rP R B I SE A AT B B DK

B -

R G AL BRI R . RSO A A B BRRIREEIAHE R, SEh
S, SERESHER, WP .

AP R PR % S, £ 25ml A7 TR SRV R 50ml 0.9% S B 5

VR AR AR A R . SRR BRI E (ke
¥ o BUNEHR RO A TGy . EEIRIERM T, KR SRS
AT RS R B, K N ik

TIPS H R B, B R A T i A e

K B E R R K T FOE IR .

TR 5 BB R S L A, AT A A

) P o 4% 1) 8 D TS R T B Imil/min (K& 25 515051
FHRZ)—/INiF RA (I TR 60ml 13730 N\ B 1A A .

N 60ml Ji5 {5 1k FR .

BRI ELZ 5 N 200mg £ il e

R DR BN S AT P e

B JE P

PR S LR B L A K AT — RS A e, DLIRE S ik B (B R AT LS T e

PR 38 A 1) B 25 W TR R 2 N

M1 15~20 ml JGRE T 0.9 % S AT S VA AL 9 3 1 e 0.2um 7 AV I Y18 2 1T AR SE

Pax’
B

MR R HF SR 30 P E 15 734
RS AE, PR TIFFF AU KR R .
X RSB R B A AT B B A A A

— i AR TE, RAEMNTEE, ARl E R ERMEH 4.
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— IR 2 WETE, RAERMES AR SEE, TRl e

[m]
HH o

1. 0.9% AL BT S AR

2. i MR SRV 2

3. iy i A A AU

A, F15. 7 P IR RIS P L Ui A S

M S A —A
Bt SKIRCUAT e
SR 22 L A I
.

Ktk A A
TR T E
2 0 DU G B Sk i
B P EE
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SRS ORI B A NV
WA IENE
ENETREE (260
.

RS A% AR 4
ENE, BRIEGH
AR A LR BB
I -

B AT A 0.9%C B
SN PR K
BRI E N IS
JEAR AN B kT

pasany

IR AN AR B
FR it o, I
R4 s 5 mASE
.

FHVRA Ja A7 i e s
R TSRS
H5EKEMHE, 7
FiE 2] 1ml/min
K% 25 il 5

B
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25 LA/ JE 2 A
7 60ml, 151k
. FRE S A
15~20ml TG T 0.9%
RSN RLN RIS
B HERIKSE.

INPIEES TR E N
TR R -
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