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FE—T0 N BABENL. XUEHEFT IRIDIUM HE DAY 1 AR 75 BN BN A8 38w 1 2 4 1 A
B AR 0. AR 52 BB, PR T AL 150/50/80p 4 H — X
Z574 (N=620) H1 150/50/160pg & H —ikZ52 (N=619) 73755 eii ik e B IR IR oK Fa
150/160pg & H —k %524 (N=617) F1150/320pg £ H — k%25 (N=618) MjLL#i. =
AN R AL T P52 1 25D S B N IR R4 (SALIFP) 50/5001g 4 H 1k
BITHZIAHE (N=618) . Frf il LafEdt NB LT 20> 3 AN H WA BEMRER, I
P2 BETE ICS M LABA KSR YT I BERG 4ERF IR YT . PRI 52.2 % o FEfIER,
99.9% 1) B E M T B M RATERAER . NAEBFFUN, R I RE DB 254
LABA 4 H 7 ICS (62.6%) . LABA A = 7&E ICS (36.7%) .

AW FTH B H KR UE S 26 AW, 7 FEVI B 51, A4 150/50/80pg 4 H —
WA 2T ek e 2 IR R %K F 150/160g B H — R4 Z58iA f 150/50/160g B H —
R 20T Bk e 2 IR IR 5K F 150/320g B H —IR4G 24

A A H— RGP IRR =K (MF) 80y (FRFJED 1160y (FiFfl&E
5 28 BT B TR N 88 45 24 ) B IA 4 D R IR SOKAA 1 ) MF 160 (R &
320y (il &) FRIEAH .

At 150/50/80pg A1 150/50/160 1y A H — % 5 AH 7 & 1 Bk e 2 IR IR S oK A AH
b, 2% 26 FI; FEVI A EERH G AR E WS . SRS R ek R 2 TR 5
KIAFEEL, MELH) e i KIF SR E H IR A IR E s . 5825 ER P TN
PRI £ A 50/500y & HB IR ZMI L, g RINiThaE (55 26 JART FEVL BIELL )
B, BRI RAE) HIEAIRRE s, 2 52 4R EE 26 H—3.
(LFE2)

A fh 150/50/160g & H — IR 25 5 E 2RI =R P TN IR # 8 <44 50/5001g & H W
W ZiMtE, EonH BAIGRE S E RAEE R A R L (B B 5 BRI 36%,
HFFRK 42%, AT 2VERAIERRC 40%) « Seiikes P g kis 150/320g & H—
AR 25 F L BB PR K . AS S 150/50/80py & H — IR 45 25 5 Bl ik 4% B 1R R 55 K AR
150/160y R H — R4S 2518 2R VD SRR 2 TN R 3 2 < Fa 50/500y & H WIRZ ZiAH L,
WIS RAEE R AR (K5 .

) 4
)

I

Y354
K2 FEMKREXRER
KR | WERAE QVM Et IND/MF* QVM Lt SAL/FP*
ST A
H kil H I fSiilEs
(150/50/801yg (150/50/1601g | (150/50/80Ly (150/50/160pgy
BH—VO W | BH—ZO 5 H—V0 5 H—%)
i = =4 . H,
(150/1601g R o e
H—=20 (150/3201g (50/5000g %5 H | (50/5001
H—70 PO ELie)
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FiiThgé

FEV: 2048

% 26 4 76 mL 65 mL 99 mL 119 mL
— (F B2 <0.001 <0.001 <0.001 <0.001
- i) (41, 11D (31, 99) (64, 133) (85, 154)
PfS% %5 52 J& 62 mL 86 mL 87 mL 145 mL
<0.001 <0.001 <0.001 <0.001
c (27, 96) (51, 1200 (52, 122) (111, 180>
VYR R ANF i & (PEF)
5 1-26 J& 14.9 L/min 18.2 L/min 28.0 L/min 35.3 L/min
BT E R el <0.001 <0.001 <0.001 <0.001
P& (9.8, 20.0) (13.2, 23.3) (22.9, 33.1D (30.2, 40.3)
(95% = 1-52 J# 15.6 L/min 18.7 L/min 28.5 L/min 34.8 L/min
ch ok <0.001 <0.001 <0.001 <0.001
(10.2, 20.9) (13.4, 241D (23.2, 33.8) (29.5, 40.1)
VB ] R A NP i = (PEF)
= 1-26 JE 14.1 L/min 16.8 L/min 24.3 L/min 29.1 L/min
BT R bkl <0.001 <0.001 <0.001 <0.001
P& (9.1, 19.1 (11.8, 21.7) (19.3, 29.3) (24.2, 341D
(95% 2 1-52 J& 15.0 L/min 17.5 L/min 25.8 L/min 29.5 L/min
ch Fxk <0.001 <0.001 <0.001 <0.001
(9.7, 20.2) (12.3, 22.8) (20.5, 31.00 (24.2, 34.7)

*QVM: BRI IR oK Py s INDIMF:  Bfiia%s B IR ER 5K FS . SALIFP: B ZEmvbE
Y TN IR S R

*HFEVL AV WLIFIZAZAIE 23 /T 15 53 23 /T 45 5y BB 975/ FEV: I3
ki R T 1
)it 4

FEWEST IRIDIUM 1, KEGAEL 25 )5 5 70 Bl AR B PRI R U8 3 5Kk 1E
(WL 3 .

R3 ET FEVIRITER, HNHEKFIHRE 1 KEXEA
|81 REITER
QVM (HFIE) H IND/MF* (FhFHIE)D
5 min 55 mL**
15 min 68 mL**
30 min 87 mL**
QVM (FHIE) H INDIMF* (BHE)
5 min 50 mL**
15 min 68 mL**
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FLRHMBTER
30 min 81 mL**
QVM (H7I&) W SAL/FP* (FHIE)
5 min 117 mL**
15 min 123 mL**
30 min 130 mL**
QVM (FEFIE) H SAL/FP* (BHIE)
5 min 114 mL**
15 min 123 mL**
30 min 129 mL**
* QVM: Bk B & IR RS TUKKS . INDIMF: Bk B IR Kby s SALIFP: HZERgvb £
RPN WS R
**p {£1<0.001
ACQ-7

FERTST IRIDIUM th, FrAVRYT 20 26 i (SR B4 ) FIs 52 N ACQ-7 i
Oy BN AL -1, AR A1 ACQ-T I (XN A FH205) WAk
4,

R4 ACQMNEHE (BELZXIZB/MEAREEER (MCID) , ACQ=0.5FEEA )
B8] QVM HE IND/MF* QVM Lt SAL/FP*
R e 7 Hh R 7
(150/50/80pg | (150/50/1601g | (150/50/80py | (150/50/160py
BH—VO W | BH—7O 5 H—7) 50—
I b 7 b 7 bt 7
<159L160ug (150/3201yg (50/5001. (50/5001g 4 H
H—J0 H—70 H PO PO
b 60%Lt. 58% 66%Lt. 63% 60%Lt 53% 66%Lt 53%
% 47 HeAE L 1.14 121 1.28 172
P1H 0.277 0.140 0.045 <0.001
(95% CD) (0.90, 1.46) (0.94, 1.54) (1.01, 1.63) (1.35, 2.20)
Hort 66%Lt 67% 68%Lt 67% 66%Lt 61% 68%Lt 61%
%12 HE A H 1.03 1.11 1.19 1.35
Pt 0.836 0.435 0.173 0.019
(95% CD (0.80, 1.32) (0.86, 1.42) (0.93, 1.52) (1.05, 1.73)
Horke 72%Lt 71% 71%Lt 74% 72%Lt 67% 71%Lt 67%
26 i FEAf H 1.13 0.92 1.20 1.21
Pt 0.380 0.535 0.172 0.151
(95% CD (0.86, 1.48) (0.70, 1.20) (0.92, 1.57) (0.93, 1.57)
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5 52 4

Hortt

73%Lt 73%

79%!t 78%

73%Lt 73%

79%Lt 73%

FLiE b
P1{E
(95% CI)

1.05
0.744
(0.79, 1.38)

1.10
0.510
(0.83, 1.47)

0.99
0.922
(0.75, 1.29

141
0.017
(1.06, 1.86)

"QVM: ElIATRF 2 % I IR IR KA 5
R IR Rhr

IND/MF: il % HRER S KA ; SALIFP: HZEIRVD3E
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BIERE

R5 [ERIELERIT

-9 QVM H IND/MF* QVM H SAL/FP*
HF =ik H & =gk
(150/50/8019 (150/50/1601g (150/50/801g (150/50/1601g
BH—UO b H—0 H—70 H—70)
) =4 54 54
(1501160Lg & | sl i R (50/5000g | 7R
H—70 (150/320pg 4 A AP (50/500pg 4 H
—0 )
B2 SV REERER
o JE AR
ERAR 0.58 Lt 0.67 0.46 £t 0.54 0.58 Lt 0.72 0.46 £t 0.72
EH, 0.87 0.85 0.81 0.64
(RR) 0.170 0.120 0.041 <0.001
o i (0.71, 1.06) (0.68, 1.04) (0.66, 0.99) (0.52, 0.78)
(95% CI)
HEZMERE
ERAR 0.38 Lt 0.41 0.26 £ 0.33 0.38 Lt 0.45 0.26 £t 0.45
K (RR) 0.93 0.78 0.84 0.58
p 0.531 0.050 0.117 <0.001
(95% CI) (0.74, 1.17) (0.61, 1.00) (0.67, 1.05) (0.45, 0.73)
I @ERTE (FE/E F/EECEE)
R 0.86 £ 0.98 0.74 k£ 0.93 0.86 kb 1.23 0.74 Lt 1.23
K, 0.87 0.79 0.70 0.60
(RR) 0.161 0.016 <0.001 <0.001
o i (0.72, 1.06) (0.66, 0.96) (0.58, 0.84) (050, 0.72)
(95% CI)

* QVM: Bk B & IR R BR ZUKKS . INDIMF: Bk B IR 5K Fy s SALIFP: HZERgub %
Y TN IR S R

9T IRIDIUM H [E TE4H 3038
W 5C IRIDIUM 1, JLBEHL T 66 5] [E B3

EE VAP LR A 26 B EEA A (FEVIAE) REWREZL S (ACQ-7) 45
RERARANFET LSR8, SN EERE D R KA L, 555 & A 55
AR AE 52 B B ATE Ui A FEV L 208 1 25038 RAR— 5
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RS, Sik 26 FVAYY, mE A R B A S AR LA N R A R R
IREIR K N, X FEVL BB HGE I LS 4B 7 78 93 mL (95%Cl: -173 mL, 360 mL)
A1 84 mL (95%ClI: -206 mL, 374 mL) ; PR FIA NS EZRZRIDERED ITNIRFE
KA 50/500g & H B kAIEL,  $5ER% FEVI BRI EE Fi g HA = L. ACQ-7 £l
XPIELR I LS 32081 R S s A 7 &4 2 )R -1.236 A11-1.051)

[ FE]
ZEER

AR BB EIRRBEWAIF (LABA) EfiilHe® . KA LBEARGRZ AR5 B i)
(LAMA) H& [ SRR ANE & OB B stiR (ICS) MR KR (K R 551 . 42 L
NG5, BIRRE % AR [ IR 8 I AN R LR = R AR A e P A SR YT IR AR
FRER KA T Y M S A E

HIIARF S«

EIARF R 5 — R Bo-'B _ERRERREMBIT . W B RE Ja LA il Y = 38 54 52
SETIKFIIEN . B PR R SVE TR I L2 AR, -2 ik
OIEP R EE AR, HENKOAET AL - B MR, S EIRERaE®
R 10%~50%. SR HANE X2 R E DI ThaE, (B EAIRAFERR 17—l fett,
B R R £ R Bo- ' b B EK RE BN 77 B AT REAT S ML PR A

BARHIERF P AN po-F EARRBEREIH M B AR, ARk B T4
MO IR EIMCBEROIOE , ZERRE AL =R IR E (ATP) AL W3- 3757 -—BIR IR
(BRI o« BERIRE (cAMP) JKF I 5HESCUVE IR it . ARSI 7T
WKL Bo- B B RRER BESZARIABN BB RF DX Bo- AR BB TEVE v T Bu-32 44 24 4%,
T B3R 20 1o AN BRI L AL A I PR L

A% B VR B

I IR R K SRR AR S U7 (LAMAD % AN SR e M3 5241k
BT M2 3248 4 1, IR PEES & I SR LA B M3 B Z AR SZ
M 5K <&

PRIR SRR -

BRIR Kb & — B B BRI Wi R, B AT RAE o W07 B 2R [ I ot

ZRPA CANAE R PEIRIERIAN . TR R . B S AR 2 AR D AN SAE
ol Cindlig. KEEREMI. A=mMgRE 1) B ZrEH.

HHEA

RIS BIIA RS D L A% B AR SR RR B & I 25 EAT s MWt 7E . 25 B 25 R0 2007
FEAA I BIEFEU0 R 7R o

EITIARE 2RI S KA B 5 157«
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RWNGEZG 13 J 45 2T IR0 FU 45 R 3 B TR SRR, 2 Wl B s R 1Y)
SARZGE A . BAR B R IR SRR BEIA R & S 2 ), RO R, O
UGN B R 2 A G .

EHIE RS 2 AR [ BRI 15 T 245 2

RIRNLEZG 2 Ji . 13 R GG AR RN, (EEiiRRED A% B IR e A B — Rl o)
P A AR, RORBHENR. 58— a2Mtt, eikRe 2 /s RS in
R JE RN R G2 I [A) £ A S RN, o R ML 22 4 1k 24 LS4 A0T 78 AT O, B o0 i ) ) 34
Y RO E AN EY 5k B . R 13 AR NES T Bl R5 % B — il o0 BREHIA RS B /4% [ 1L e
AJ LR A RN P AR A S O LR, e O AR T NOAEL N 386/125ug/kg/d (Efi
ISR R PR .

EeYs e
EE G

KRIRNGS T ek Ry D nT WLAR 5 s RO s o it . RN S T ERIARE S, AT L
Bo S AR BN B O I RS A 4G Ot OV R AL O IR . AR R B
R I N AR ) T HA 2 R R ] LI e R

R

EIAHRFD Ames 150 V79 H G B 20 A % (o A e AR TG 5 K BB RO ol 45 SR
BRI

A

T N ES AR, EREES T A HRAGIE 150pg 79 500 f5LL B (DL
AUCo24n 11D A] WA E 71 RIEFG-FAAF K B A R 20 . 2SR 20 K RAE 1R
A2 PN W P Ch S S A R e i AR S A =0 2

o

KR 2 5 S FER/NR 6 A A B0 RIS, 705 55 2 WU A\ k2 5 2,
KR L B LS LSRN B ST LR A PR AR R AR SR I, 53l B-'E BAR KA
BEhFEE FARL . /N BR AP oA DL 3500 M IR B

W e LA

HERAHEN

KEGELE 26 AW NG TR IR 0.09. 0.67. 4.98 mg/kg/d, ] W it tRAAR IR iFn 4%
B AR AN B, TTRES A BN NG SRR R m R E A % ERXRPHTE
ity B BRSO A KA T ] DL SR AR B, TTRE R R E R O . KRR
AT LM AR R A A, BRI b R /MR b R Y R R /N BRSPS A ) K /3
Ao VREIE, MERTELE A AR AL AT AR T S o KRR rh AT L S A M Y B b R A B
B, NG RE RB . AIREE AR WA B BiF & (NOAEL) 4 0.09 mg/kg/d, LA
FR R T NI IR HH#EE ) & S0ug T AUC 1 30 fi.
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Beagle RiE4E 39 BN TAS RS, A W—idPE0shidE . 5 258E A DG
MR TR W DB AT O 38 0 WA 2> 5 DL R PR T 28 5 ) A P 2 2 B 2 DA%
NOAEL 4 0.03mg/kg/d, AR R RIS T ANIGKRHAEERR Sopg N AUC 1 10 £,

WAL B

PR A Ames RE0 . bk ESLZH P e 0 Rk e AR R0 . KRR B AN O A% R 36 45 SR 48
A

AT

KFELE R TS A& M IR 4% 1.88mg/kg/d A SEUHEMEAIMENE A & F10i05, "],
FHIRBAEIGER > . 76 0.63mg/kg/d IR F AN BB, DREE, H4YT
NI PR HH#E# 778 50pg R AUC HIZ) 162 5.

BEGRR BN 45 T 4% B2 I8 0.1, 0.68. 3.83mg/kg/d, 3.83mg/kg/d Fl & R4 E .
RE R IAE e B . AR EHA NOAEL A 0.68mg/kg/d, 3 & N4k R
[IFES @A AN I e k= G S g

IR NS FASEIREE 0.1. 0.7+ 2.4 Al 4.4mg/kg/d, 7E>2.4mg/kg/d 7 EKT,
IR RN NCER I3 o= A B SN i E 7 I Y By e e < g

B R T FLARU = T W N K RFLTE,  FLVT ARk BE 2 R B I 259 BE 1 10 £%

Hom

RN R A DG MK RIS 4 80s R0t , DIRGEET, REIRELE
T AN PR HH#E7) & 50pg ™ AUC B9 53 5801 75 5 H0570 & R R W H B 80@ M .

BRI S KA «

WAL B

BRR S oK A AE H ]G 5% 99 S5 41 A % €0k Wi A8 X000 b m 368 00 G ik e A, {HL7E ]
B BRI 40 B G £ A Wi AR 0 R DL 51 e AR i AR 3 0 BRPR ZOKAAAE Ames TRIR /)N B
IR BB R R DL A, 7 /N R PO R O R B 2 € A R A X 6 R ) B A
P 25 5 1 B G € A 8 A8 R0 A R LB G AR T R 7R K BT A B A R LS SR
4h DNA & .

A G EEE

KRR R IES B BOK A TS 15ug/kg, A WA S50

ANBR VST RRIR SOK P 60pglkg BF, T ILFEZL; RSN 180ug/kg B, AT ULIREF
TR PR IR 20ug/kg B, AR ILEEME O . K R R 30 B2 k25 2477 28 600ug/kg
W, AL, SN 300ug/kg B, AT IEARIEIR, R DLBRTE . SR Rk
YR 150pg/kg B, A DLEREEAE R CHnRi A . BHEELE E A4 Bl R
K)o RETNE TFHRIRFKFA 700ug/kg, AT WP WSR2 10 AR R 38, ARG 2
DA S ERI . (I ARUK BB IE L) 5 FESN 2800ug/kg B, K 2 2505 BT 4R 52 BH
(MR 5 FIEN 140pglkg I, R W5 S
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WA KBS B R T VR SRR ZOK A 15pg/kg AT S BUR IR AR . 43 Wi ) 1 KA
AEFE, AEREAF R AR R IARA AR R BRAG; FIEDN 7.5u0/kg I, RIS
LRI A BRI o

B 1k

SD KB 2 SEEUR PRI H, A E SIS 67pg/kg, CD-1 /N 19 4 H BufE vkl
Hr, WGHE =L 160pg/kg, IR R K A2 28 2 T

[4R3h71%]

MRz WAL

WA, G, BHIAHES . R I i FURR IR B KA 38 3] 1L 243 U A P AL 1Ay A4Sz 1] 43~ 531
Y98 15 4358, 5 4345h Al 1 /N,

FETARAMI FOEHE ,  TE A SR B 24 YR T 7 i o 08 5 ) A% B2 VR T R oy B 7))
B WA )G, BEIEED . BRI KfaSI R A REE ST
HORBREIARER . A% B B R BIORR IR S oK AA B 245697 72 i Ja 1 4 B B = s AL o

WENAS S J5, Ad T Bl 2 B 4axt AR MR EE 2N 45%, #EFBEERZ1N 40%, HER
BORFA/NT 10%.

A7

EHERF D IRERER H —IREE 4525080, 12 & 14 RNIXFIRS. BH RIS
2519 75-600 A se i, EIARF P P EAREL (RISE8 1ML, 56 14 REFEE 24 /)
2 251EfR A Y AUC) SNy 2.9-3.8. 45 B Fx B2 45 & Il o B frE e i) 25
2 T5%[1) 2= B B R ROk B AR, 2 25%Kk B B i iE .

EEE

W J 4= 5 5% 72 B 1) 90% U A T ik iie,  10% VA1 AT B Wi W iic . 10 AR RS P YR 442 1)
75 AR B Al 12008 5%
PRI KA

IR KN IR B L 25 A ST H —IRER AN, 12 RFARRES. 1
A —8# 5, BFH R AFIE N 80-160 fhrait, MR K KEEMEL (R
% 14 K AUCo-2anr 555 1 K AUCo-2ane #HEL) JE I 1.28-1.40,

PRER TR D ARZE 25 )5 Al vH RS R B2 oK A 10 & 6F T R 4= 5 AE W) R B JE G

(<2%) »
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it
HIAFE
EH KR Y G, AT M AE (V) N 2361-2557 FF, RASA 2. #
AN 5 N LTS AL B 25 65 40 )8 94.1%-95.3% A1 95.1%-96.2% .
IS EEEL

MK 205, PR MRS BB (Vss) ly 83 Fh, ZARMAAMEI (V) N
376 Tto WMALGL G AARMEWDA B (VZIF) Jy 7310 T, RUBNL 255 78 BR
et . £ 1-10 ngimL IR SEVI A, PRAMEFER NI BT F 45 fr 508 38%-41%. IXLEIK
JEEE 50 e i H — R4 24577 SRAE M3 A Ik B S P I R 2 /0 6 1

PR
FHIKHEE 43 2505, Va N 332 Jho MR EKIA RSN B 456 %405, £E 5-500
ng/ml ¥ FE T [ 2 98%-99% .
AR A AR
HIA IS

ENE W, A ACHE. Hit CADME) #FF0 A, T ARBCRH bR i 1 B ik 4
JG, JRAYRHIARERD 2 ME P E Ry, A d 24 /N NS 23R ¢ AUC I =00 2 —
FRIEAT Y R A5 i B 2. BARR R By O-781 %) WE RS IR 1 AN F2 2L AL Bk Ry
B e EEIRPACE =Y . FIEEATEY AT BRI AR, N-T 2 PERS IR T e 184 2 DL C-
1 N- e P= 9 A B4 e Bt — B AR =40

AN 7R UGT 1 UGTLAL W ALK AR B R OBy O-F & MEls it . 18
H2H CYP1ALl. CYP2D6. CYP3A4 I:[rJig & st A v] WA =K . CYP3A4 #iA
RIS SRR R B A TG . RSN it — bR, BN AN I R P-gp
ARG S A JEE 4D

EARAN, UGTIAL RN e AR P AR ME B EERFRE. R, WAFE
UGTI1A1 FRF A ARG R R TN, ek e R e R EE % UGTIAL #H
AN
15 E IR

RAMCIIT TER BT, MRS A2 Sh ) 5 MR e e — 8. Bef R IRy 7#AQ
WA o e N 1 b S S 7 AR R AN [R] ) B RO BA U 74, R EL B K i S
FAERPRIRRTAED (M9) .

AT SR, 28 CYP [A LEES Sk AL Ltk . KN M9 Wl fig
UELTORR P il 2 I S S PR o

WMANZEZG )5, MO B 2 Fe i SRS R AL 29 W) B e R GO Al . i TSI TR &2
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AU Lk 45 28 Ja MOFEME A Fh 1) o5 LU (2015 R 25 W) Crax FTAUCHT4%)
IO AL H 28 IR N 25 245 R AR F) A VAT ) B o 4 B 2 e I/ AR e i AR
o WAMERIKES 25 )5, PRRP OO IR ERIMO (BI<FIE0.5%) » EEW AL
243 Jm AR N PRI R 00 1% [ e 1 760 B R R R/ B IR 45 57, 4015 45 2577 3%

RGN SR B, k&40 CYPLA2. CYP2A6. CYP2C8. CYP2C9. CYP2C19.
CYP2D6. CYP2E1 &% CYP3A4/5. #ME#iz/k MDR1. MRP2 5t MXR, KIHUELizik
OATP1B1. OATP1B3. OAT1. OAT3. OCT1 &k OCT2 LilHIEM . KINEHE ST H
R, BRI A4 15 P450 [F] LEF. UGT1AL fl¥iz/k MDR1 A1 MRP2 ¥
HA K= LWESFIER .

BRI
PRI S KA MR N TR A R - B BT MRS B 7 el )i AR 1 22 A4

TR 3% Fh RS E BRI . E AT RCRLAR o, BRI S5 KA S g i (3 P-450 3A4
(CYP3A4) fLift,

Het
A7

FEA PRBCR AR I PR 7T, 28 PRIBCHEME ) Bliib e 2 T A 25 3 0 IR T 45 24 71
(1) 2%, EIARED PP B IS FRZRTE 0.46 A1 1.20 FH/INETZ (8] AR S 1 L35 15 B

% 18.8 £ 23.3 JH/NNAHLE, BB ERFALBIIA R 2 1 4 B B P AR 2R RN (4
NEHTHEREE 2%-6%) -

FE—TEis R 2 ORG24 Nk ADME #FFi, Fefiigfte T M Ee, £
TRBGEE. HERY EEUFER YL CHEZFIER 54%) Hit P A\ kI fE
B, ORI ETE R DU (LA AFIER 23%) « SAGTER 90%EE £
AHE ) R RN, SR E] TR

EHIARF 2 I MLIA IR L B2 A0 N B, P ORIV [y 45.5-126 /iy . AR ¥
o2y Ja ek e 2 B R EAA 2 A R0 E R VE By 40-52 /b, S5 EIE SRR
AT R1Z) 12-14 K—5L.

IEBEEL

BRI B PHIPRIC IR B 52 5, A8 /INERS P T 240 i 1 R HE it 15 4 245751 1 1) 85%0
FEREIT AR I T SR A 5% A 2555, K, WRP T vE 4.

5 B 52 JEU TR 25 WD 100 RS B R 40 o 4 BY RS PR K 1960~70%,  AR'BFTEBR R L4 5
30~40%. AHITIERR AR BE R E—35 4, (HARBERR R B 58T,

{i 5 &5 3 FICOPD H 3 B R N 50-200 0 va g e s Al H — IR EE B 45 25 ), Mk
BRI BIE R RVE HE N17.4-24.4 FHUNES o K& IE IR TR R & B NS 5oy
Who PRI EIE 258 15 45 24577 B:1520%.
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A% B M SRR L L2 AR 5 SRR NG5 24 )5 IO P B AR B 1 (33 & 57 /)y
D) R Tk 25 (6.2/0MD) MOMRETZ (2.8/M) o HERFFIERRER AL 2
Jai 24 h J SE A T Py A% e A7 £ 8 252 A M A W SO RN B 38 B AR 3R

BRI AR

KR 205, BRI SORAR B ZRTHER T 208 4.5 /Mo URPERRIC )2 1)
ANWZFEEFMEHM (74%) , DEZREHHE (8%) .

gt/

{8 B 2R 552 A i 150/50/801g AT 150/50/160 1y B R A1 2 IR N5 2 ), BRIR 52
KAn (Cmax 1 AUCo2sn) 4 5 B T2 & 2 7 &= L6 14 34 o . 78 150/50/80g %
150/50/160y FIELE N, B EE MRS R2RZER2 M TRELFIME N (17
) o BTSSP R R R RIAK H BA R B Bl B IR A T — MR OKCE, B
RN B IR i 2 Bk B 134T 7R = LU PR VA

KRR B

I Wi B IS i 5 IR 2R B Ay 22 o B s, SRS R0 AR EE . WROMRPIR S
FLBAGTHE /NERIEIS R (eGFR) FIIELL FEVLXBIIARED | A P e BIOMR IR BOK A 4 B 2
A =w/E S

By ETR 7

W ARAE A it BT 7T T A D e S RS IR B L i AT R SOK AR 254K
TIEERISE . ERHR B J1 5t rh s Al BN ERIEIL R (eGFR) AN Ml B8 5 2
A2 JE AR . RSB EONRIR SOR A & B B R B B A S EE AR

H T PR R 3 A5 X B A R 2 NRE IR S K e 2 B Y B (R DT R AR ARG, 1 R F 7 ' T g
P e By 2 R BRI

B ThRe i E S i IR E N AT R AN 2 T Bis . EREMFEEHRE
ZRFHE TR LS G HETFE (AUClast) FHhnES T, & 1.4 %, EHEEEHRFEML
KB HRZRET RS GRENINE 2.2 %, BT 720G %Mt S I fe 4 %
(eGFR>30 mL/min/1.73 m?) (1)1 14 FH 28 P4 fili i 58 3 v i B e I AR PK 9 #r, T
AASE FH 3 5751 5 A s 4

ViRl %k
[ R AE T D e 5 52 63 TP VPO 2 il 45 245 )5 T Dh RET 35 0T BIIA R 27 A% [ S AT

BRI 2B S22 R . PRI, X B — e 34T TR AT .

EIAYFE: AR P IIREIE BT, AP Crac Bl AUC TLAHR B,
SRR E LA, RO GRISAFAEER . MR REZI I RERE 2K HIT
WAL

1M E THORAE T DD REAR 3 88 AT IR R 7E o M o 32 B i 1 Rtk A TE
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Wik (W (R3] -HRttD o JHIRACE 3 AN 2 5] s I o 4 B 2 e B8
BUELAT I R R S

WRIBERK: — DR (n=4) . R (n=4) FEE (n=4) FIhRefEZ A
R PEAl I I TR TN 28 BRI B 400 R ZEKAA B Fi A, (R I -4 A 1 8% 2
1 2R R IR S KA IO I 25069 FE T A (SE R 50-105 peg/mL) o %2 21| [ I 2416
TR AL T B I Th e 40 5 7™ S AR FE G IO 3G 0 s SRT,  RUAS HKCSPRIEEIR > (i
&= RN 50 pcg/mL) .
Vil

H A N N2 N2 2 () e Re 2 A% Bl OB IR SOKAA 1) 4 B 2 82 T I K
FR IR 22 57 o

A i AE T EAE 2 E TP PK T X Tk B A FEWF TR EIIA RS o A% B R4
SRR SR (¥ 4 B 2 e M o 1, v [0 AT m N 22 8]t oA AL e A K ) e
At

MR 2 Y B RTE (AUC) fERIAE (35kg) BN B E nREmIA 1.8 6%, 7Rk
#H (35kg) AMELi% GFR (45 mi/min) B2 B ik 2.5 fi%

(]
R, B, A 25°CRAF.
J B A R A ARV ER N, AT A AT .
R A bt RAF T LZE AN A] fiph S Ak
(R3]
- AR, 10 BI/AR.
BER AR ZH (1)
R A RS 10 KLARFERT 1/ LE it RO 2R N 25 .
BRI %E 30 KLARFEAN 1 /> LE il SROZ R N 45 .

BIAM RN ZEHR D
R AR 10K FEAN 1A LI RO 2P RS
B R 30 LI FEAN 1A LU SR 2P RS
[AR0H]
301 Ho
[BATHR7E]
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JX20210046
(2 mittEs 5]

BRI AR Z 7 (D« B2 HI20210033

EHIARS B AR Z 77 (D« EZ5#EF HI20210034
(25 EHFATREA AL

% #X: Novartis Pharma AG

JEMHBAE:  Lichtstrasse 35, 4056 Basel, Switzerland
[4=4k]

k4 FK: Novartis Pharma Stein AG

A= ik . Novartis Technical Operations Schweiz, Stein Solids, Schaffhauserstrasse,
4332 Stein, Switzerland

(R3]

M4 Fx: Siegfried Barbera, S.L.

fAE] Hihk: Ronda de Santa Maria, 158 08210 Barbera del Valles (Barcelona), Spain
[EA BRI ]

% FRe AEaUE SRR TR A

oo dke JEEHEFIXOR S 31

MR E it : 102200

& 775: 8008101555 (JFEALILFT)

400 6213132
& H. 01065057099

13 Hk: www.novartis.com.cn
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