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FACP AL Bk R TUK P i, A I 2 728 ] e F PR AR o 8 TG FEL AR I 2 1 XL
i A, O DLV IH DUHEFE 7 B B A 255 IS AR K P B B2 5o . e DLvbie
A ACE (JlE-11), ACE s&—FhAE BRI e Kok 25 -11 I, 19 ]k 22 B0k P e
RNTCTEHERAEY . T UL IH T A 7 AR AL

SRR S — PR IR SR R 71 o MEIR SR R A Pt iy I A FH AL A 58 4
T A8 o WEE SR LR TR AT S0 B N ) EE A o ROSOL R, B Al AN S AL )
Hets, —FH R REEIE. SAEEREFRIEH A RN R A =, B s
RO, M EE s, ATTEG DN JRER AR IR A BRI O, R BRI MLTEA
B

JB YIS S A e I B R E AR B IRGA 2 R AR, FR7E 1~2 BN E
FAEAE, 1 6~8 BN AR K. RV, o IybH/A S /R ]
HEFF 1 DL b BARAKRE I FEAS N, (B8 e DLV I ol A eI 5 1 & W 82 3]
S Ve i IS
#3712

A8 U1y 48 0 A S g o e iR A fe] — b 2 i 1 25 A Bh 0 SR A
FAUT
T

JE VLY IH AN S MER & DA SN 258, BT TEEMEA T EAM . O
HRAS fb S 5 256k AR S AE . DL 3E RN S SUEEE 9 31 A 60~ 80% AT 50~80%
BEE AR A S AR AR B o 1 AR DL HE R A SR R i L R W IR BE 40 1) A
1.5~2 /NEFFI 1~2.5 /M

13T /4L 17



S

Gifl

J& LY IE I3 2R I 45 A R R LN 96%, JLFASFIIMARiBS: &, Hor A 28R
N 53~93L. E U MERE I 2K B 1 45 5 RN 68%, M- A A FA 0.83~1.14L/kg.
A

JE LV 254080 112476 10~600mg 5 Bl N & PRI REA M. IR
FEKRKT 600mg B, I SFIEARELE]; AL MA . PR SIERRR
B S 504 157~ 176ml/min A1 3.0~3.5ml/min, J& DY &R B2 5
B9 11~15 /M. &R H—RIRZTE, S RABEIRESIRKRE. ER5
H—RE 2 G M AR E G (<20%). 7£— 70 doW 82 31 2ok i 1S e e
DUVSSEIIR R . SR, HR IR B WA £ R LM EE AT AW =R
B, B NPPHERE (Cna) FHIZE FHA (AUC) EHIEZFEN (265 %) L
RN (18~40 &) & . RMER LR AHENE . ZFEEBAFEN
B E.

AR 1 I R BN 5~15 /M.

IR B ER K S T 14C pnic e DLVDIE S, MR IEIR Y 80~ 85% U >k B
JRA R ybiE o D yb IR AT 28 578 A MR TR 25 & AN A AL Al DR
BRI N R ARSI 45 S T T DLVb I CRZN 6%) . R4Sz B oR JE U vb A
FE B4R P450 i CYP2C9 ALK, CYP3A4 JLT-RAEER.

THER

JE ULy 3 % AR 7= 4 Bl HEE A S IEHEE . D AR B ik 2h 7 YC e IS,
K1 20% RS PHE T B IR A I, R HEMAE S E . A2 2% 1957 &= DA Y
TEPRIE A HEM . A S ER AR AR, (BRI B HEM . 2 /D OARFE 1T 61%7E
24 /NI Py DLFE RS HEME . SGMEE @ I R AL, (E S B o v B R, R A SN
At
Rk N

B DIRETR T DA T ) B B e AT IBGEMT 10 B, e DL IH 2
R 1 ZBRA VB EE . B Y IHAGER MBOE HT G bR WLETHE BR %
<20ml/min FR) B, SRUMEIR (VA KR 38 R SRE T N2 21 /M

JFThRES T PR A rh B AL ) S8, JE DUV 25 12 S 80k
WSRO AS o o E T D e ) R A AT I

[l R ]

E—TiZFt . BEVL. XE . IETHEGYIATIE . 8 JE AT X I SR AL T %
P 1 Sy 22 e ML (5 S SeDBP>110 mmHg) MIRIEATRTT (K97 R0R1 % 4 1
3L 697 ZEFH DL 2:1 WL RENL 4 BeH 32 o DLy HH /A & HERR 150 mg/12.5 mg
BT DLYbIH 150 mg, FFAE 1 &5 20 501 28 G bk st o 88 91 22 ) DL b 38 /4 G e 152
300 mg/25 mg B¢JE D YBIH 300 mg CZERFAR X A& 1 SN Z 1D

RIS T 58%MI B . B E I FIYFER N 52.5 %, 13%>65 %, 1L 2%>75
%o 12%IMEE BANEIRIN, 34%EA mARIMAE, 3.5%IM &35 i WO i 5
PR AR e OB
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AT EEH S LLRTEIRIT S 5 R SeDBP 52 2#%Hi] (SeDBP <90
mmHg) K& W GG EETH 47% (47.2%) HEFHLFARE SeDBP
<90 mmHg, #5328 Wb 8 33.2%I8E1ZKF (p=0.0005). FEANEIT
PR FE LR ML LA 172/113 mmHg, X0 Uy iH/ A S e A e DLy, 5
JE I SeSBP/SeDBP 1] [£1K 43 51 A 30.8/24.0 mmHg 1 21.1/19.3 mmHg(p <0.0001).

P2 2 7 HIGNE T B EE R IRE A R SRR R R A R S AR TT I
FH A RFARMEAL. 75 8 BRITIERE ., 2 MEITHBE A I = .
B HIFNEIT HA G T H R B 0.6% 1 0% g FR R I & DL & 2.8%41 3.1%
BH AL A R .

[ZjEFHE]
ZHEEH

J& Db 45 2 SR B 2 I8 5 5K B S MR 335 U770 T DL $E A0 e e R FR 5] 2
FUBERA R ETT -

Ju PP AT EREME LS A AT M SR R -I24K, BRI 1M T AT2 S24RSE AN
1161 8500 13, (HIH G . & IV HE R RS & AT 3244, BHI
SR F A e 4 I/ R e 18 [ B 23 WA FRAE F o AT1 524 F° BEL T ] 4100 i A S5 9K 3R
TR B 2R WA R OBV E S AR 5 2R 3 MR R I A5 55 K ST 3G A g 52 4 3K
H B DLYDIH BRI FIEH

SRR G 52 00 R /DN X LR i ) RO L R, LR 3 B R S R T
CREEERD . Blth, AR T PR A i, SN e B 2 o, 8 e [l
PR320 DT S0 RV B R e R S B PR, P Ity R AR R T RS
J& LvbIH e o BH B R 2R - IR R R - e [ R R 4, R R K

SRR A U DL D 3H A 7 e SR 2 IR T 5 B v T N e 2B W R o s 4 1
HEPIA
BE:

J& LD H S e R 5 LE R EAR SR S6 TR IR AL (Ames 56 A1 [

O SRR LN P A0 B 1E 1) RAZIRES ), R W55 G (O A i A8 (AR oh- NIk R 40 i ik
P A=/ BB D -

JE WA ARSMALE (Ames W8 KA DNA 2235, V79 3L
I ) R ARG R MR A, Gk A (A Ah- Ntk R4 ik, 14
-/ ROz SR YA

HEVEZE) Ames 38 (RRAZEVDTTIRTE Bk TA98. TA100. TA 1535, TA
1537 A1 TA 1538). T EARIUNE (CHO) iYLt ARm A REs . /N B A= hE 40 o
e R0 A G B L AR R0 DA SR A M B v B iR B0 3 N P . &
FBERE (43~1300 pg/ml) RSN CHO 40 H GH Ik 4 €0 4k B 4536 (ki) A
K B AR EE (BRAR) ABH M

AETEREE:
Jo DUYb A R B T R T AR E I A B 1R G . KRE D47 e ILyb iy
A S EE 50/50 150/150 mg/kg/ R, & w7 A 28R T eh 25 L5
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Kb eett, (EIRIRAE AR WAL

KRE AT NP H<650mg/kg/ K, iR R 505 e o AH 2 T i K HEE A\ Ak
78 (MRHD, 300mg/ k) 5 f5, KUWXTAE JIBACHCAE S I5omT o MR
A BC AT 22 U g AR FLEAZS 25 7 )0 DLYbIH 50, 180, 650 mg/kg/ Kk ($&ik3R
AR SE, M4F MRHD [ 1.6 £ 21.1 %), THEYRS 20 RATA =AM T
PIH B R B FUK B S TR A B LS BRI R AR RGN . 7E BHAT E>180
mg/kg/ RIS, FRAFIE LR R KMo I 86 55 B 5 ml LT 1k KBRS Tie iy 22 4
OREE 20 REZJL DY IRIT R, ABAER—#F Ao 172 e iy s AR MR B, 304
IR BRAAE RS B TR (BEGREE 6 RAEEE 15 K) &4 T 50 & 450 mg/kg/ K
()5 ILvb3E (il MRHD [ 14.6 /%) FHHRMELR], hah, KERMNEYRS 15
REILIAE 24 R4F 50, 180, 650 mg/kg/ K (FxiEis MRHD 1 21.1 £%) i,
PR AT AR WL IR B A B M. XSRS Ml A 2 26 90 P e S e 0 250
WERRZE 25 70 P HH 30 mg/kg/ R (FARRMIA B, #2F MRHD 1 1.9
£5) B, BHARZIYIFET RN = RGN, A796 I RS 4 AT L5 30 R HG R A% 1
2 48 0 DA AR R R AF TS AT B b o e Db AT S K SRR e R iR A R e
TR PERRC B TP 2R 25 24 f5 , K BRORH 9 P4 A A 78 S 5 P 30 R s s B i 12k o
J& Ly I B IR AR P2 ] 23wl R0 LI K R ALt

ANER A K SR RS L B LA A AN IR IS I 15 B oy il 45 T E A ER 100 A 4
mg/kg, RILKHET RS, WEgR/N BRAK R 28 B RS T A& 3000
1000 mg/kg/ K (43 #1%18 MRHD 1) 600, 400 %), K WHEAGERE.

Bom ik
J& ULvb S S R 5 R AT BUE MR

K2 FL LT )E LY E 500/1000 mg/kg/ R (HEME/BEME) . /N 2 40
257 e LYb1H 1000 mg/kg/ R, K WEBUEME. 500 mg/kg/ RN, HEHEFMEM: K
AR B DLVD3E 735 R 40 %% 5 40 12079 MRHD (300 mg/ X)) I 2 #E &1 3
fERA 11 £ (AUCo24n, GiAMARGEER); 1000 mg/kg/ RAIER, MR A
WG DLVb IR V35 2 4t % fE 409 MRHD i 2 EE 8/ 21 f%. 1000 mg/kg/ K7
I, EEEAENE N AR e DUV E R R 2 B AE 24 T MRHD B 282 &1 3
f5H0 5 £ o

M2 FRDE TAAMER 600 mgkg/ K, KR 2 F& 05 TEER
100mg/kg/ R, K EAENE /N ERISR WSO, EMENE /N AR I T I ) AS B
o KEE o

5]

ANENAELEI0°CLA BRIt Ty, DU AL A7
[ 3]

FR IR B AL

7 FIE, 28 R/
[BX0H]

36 M H
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[HATHr#E]

JX20240103
[#HEAESCS ]

BEC 2N SCS . 25T HI20140194

BEC 2 i KBRS . [F 251 HI20140195
[ ETWHWAIRFA AL

% FR: Sanofi Winthrop Industrie

VEMHitE: 82 avenue Raspail, 94250 Gentilly, France
[ 4740 ]

k4 #5%: Sanofi Winthrop Industrie

AEFE AL 1, rue de la Vierge, Ambares & Lagrave, F-33565 Carbon Blanc Cedex,
France

[5ra3]
SR AR FRIEIE (BIMD HIZHR A

Sanofi (Hangzhou) Pharmaceutical Co., Ltd.
SrEEET Mkl BN TITEILIX VLR #8325
[HEATREA]
SR FEHEIE (WU B2 R A A
Hihik: B YL IX VL PR %3255
B &R 70 400-820-8884, 800-820-8884 (X KR EEHLILHT)
ME%w: 310051

M HE: www.sanofi.cn
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