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7 FR: CasHN404S
7> FE: 496.62

(4R ]
02mg: FE. WEAHEERS, —HAF2F
04mg: A, AOHEKS, —HRF4F
0.6 mg: A, REGOMBEKRS, —HZFCF
0.8 mg: A, KEOMREK, —HLEFF
1.0mg: . BEOMEXS, —HAF10"F
12mg: BB, IREAHEEK T, —HAEF12"F
14mg: BB, REOEREKST, —HZF14F
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Lomg: B, #AMEKXST, —HEHRE16"F
(& NAE ]
i 3l ik R B

A A TIRITIZ K E (PAH, WHO 38 140) LAIESRBR HE IR B W (% [
PAH 11 {E B B XU

A A U O — DK IR T P B BN S, R 5T R E WHO ThES 4%
I-TI 20 K] PAH B8 AT . BB B e R ML BB 6 1 PAHL (58%), £E4541
FRAHIM PAH (29%), 5188 5K 4E RIE IR AE 610 PAH (10%) (1L
[EARRET ).
[ 345 )

(1> 02mg (2) 04mg (3) 0.6mg (4) 0.8mg (5) 1.0mg (6)
1.2mg (7) 14mg (8) 1.6mg

[HiERE]

IS B LA B 0 P e R YR T 2 56 ) B A 4 T v B
I

TALRE ER LT FIERE E NS ZHE, EAEBE M2
mg. BHWIK, Fll.6mg. FHBHR MELLERFIE) .

AR RIETI R N0.2 mg, |HWIR, KAMM12/M . ZJ5840.2 mg. & H
PRGBS IR, BRI — k. ZEI6T FRUAI A4 JO AT RN
I, IR AR A — 70 670 iR 1 00 T kA S e A ot 1 AL 1 —
REARKEL (I, . MBS, BORIRM., FRER. B, BAE.
RPRAME LD , @R - RNEE B THEGRT L IFRR
BiY ) o 8T, WBIAR)T BHETIEZIORE, WRLEHIBRA ET—AN85
&FE

X FAREE R B ER PSR R RSABF R0 2 R 8, aTulE
REAGR GG I 2=\ i B i 52 75 B L 20 B U6 me B HPTIK.

ANA7 poig 1§

AR S IR T B0 S8 P SR B 0 R TR LR 7
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SRR, BLRARFMR, BRAEEERS T — RRZ I A A 6/ o B IR R
SHEREA L, T DA A 77) 12 B8 357 PP A o S B B

XFTPAHEE TR WIA FVAIT AR . MR MERR) 2t KB HEE.
SR, ARV IEIRAA R, MZESER, RN TFESMEEIT .
R

HERDIEEA4 (Child-Pugh C) BEARBMEAARG. FHERFIEER
4 (Child-Pugh B B, ARKEGEFIBNH02mg. BH—K, &lE—F
0.2 mg. HH KB L H I Z o E T - T A0 1) i B 7] SR 1E
PRI R RBA L. BERFIhAEAR 4 (Child-Pugh A%) HiHEEHBAZ
FR.

'&I“ ﬁbﬁ a\ ﬁ = ,$‘E

BESVTEEIHALEELTRABLE TR, EFTRERAE (B
/NERJEITH (eGFR) <30 mL/min/1.73 m2) $B# LB AHIAH B, HHX LS
HHATHIEG SN NEE L [EEFHRD.

Yo )5
HARAEFH

RLF BRI AR . ARET 2, BWERRAAR, HFESRAEY
INE BT AR, 72 A AR 55 — R N AU

ARLAEE T HEIT S FERESENE, S K 3% AR .

AT R 0 R 9 0 O R A i A A A T B
[(AR&M]

REMRE RS

BOERARE AR AR L IS, RO, FAAE. e, i

PR TR SR I, XLl S BEAE AR B R A . X MR B
R EARIE BRI N R,

AR R MFR

FE—TMNT 1156 & BB RN PAH S35 19K B BIFISTR 3 MRt 0,
SRR WA B 2 2 EREAT T VR . 52 B SRIAAR VYT B0 BB R IT BIR T6.4
J (FRALE70.7 D, EFIERN 712 8 (PRE63.7 D . BRI REN
IR B 4.2 4

MRS PRSP RIS R BN T R FTR. FERARAERRLFH,
AN B B8 DA 7 B AR B R L
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[(EEFHD
I8 295 T F4l f £1 Rk (B [EESHE
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KATHIFFEMALR FIEE B FIELERFHI B
B P EEL N T T S PR
S 64% 28% 40% 20%
iR 36% 12% 30% 13%
ol 29% 13% 20% 10%
N ERATE 26% 4% 21% 4%
WLiE 15% 5% 9% 3%
AR P 14% 5% 13% 6%
X et 14% 4% 8% 6%
T &1 41 11% 4% 10% 3%
KNI 7% 5% 9% 5%

RUAEREE A — I, SE R ER T T A . 7E R E SRIAA
MEED, HI15%RXERERNES, TEARRNERER, 77K
HN23%, ZHNER05%. TEIRKEZES, BHEAREHCOWER LS
2y, 1ErEZAE T ORI/ B B TR AL B R R A R E AR L
) (Xt Z. R ERD BT .

1 21785 PR

— 50t PAH B 3 HI 2RI R 7T, &) Sk M kR 2 B 3 A0 8 U LB
HI AT R K PAERS TR LE, P4 AL T8 -0.34 £-0.02 g/dL 2 Jd],
BT 2 R4 5-0.05 & 0.25g/dL. 415 F ik EE AR T R 458 R IK ZE 10g/dL
LURHIR &, EFRIEMAETS 8.6%, ZRFIHAR 5.0%.

ARIEIAE 1.6%, ZRAATHFIME L BERFHD. E&RAKHK
B3V AL WA ER FOR B AL BB AR (B P AL HUE 2.5 MU/L 5%
A 03 MUL). ZEFHAPEEZUABEE. = FRIREME AR E
TEMPIAE T 15 T8 B BN,

Lo

— IR XY PAH B E ) 3 BRI I AL, 425 2-4 /RSB0
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X PEHE A 3-4 bpm . 0 P K 25 5 7 SR A 2 11.3% B R % B4
8.8%BERIFEOEITE (L [EEHH), [LHERD.

[#5]
o A S AEAT BRAR IR
o EHELRBN KL IR SRR B A
o L6 MANYRELIEE,
o RTENIBHIRMRE O HIFE.
o EE.LERYE.,
o HIL3MNANYKEMMESRES (FlnmEEmEMAIE. 24,
o 5L NLIHRERRIE ARSI HL 5 Bl e B0 2% 1 S R M iR A M SRR B4
o SH CYP2C8 sl (HlinEIDF, W [(HYWHEMEAY F [ 4
(ZIVIE) OB
[ERHE]
{i i &

A B IS ST AR, AT RGE RN EFRR . 7R T AR S AT, BRAE R
W8 B A RERPOR I B (BB M EiRyT S E R EPR SR M E . (R
KNE. PEECEHDBEHEESLE EMETREENEE) REZIMEL
SRAE R AN R

FDR B T BE TUHEAE

52 FH A i i IR ZE B HOIR IR T BE 70 o 25 HH L FROIR AR T 8 708 R AiE JK BRORE AR
i, EUGHT FRIRTI R

i Jok P 8 M R 9

AMEY A (EBARHIIRER) H T ik mom Sam, A
IRPRERGIR S . B, R PAH B3 MR A AR G B R A K B RAE, % 8 it
RRBK IR I W ReE . 0F2, BUZRAR.

CYP2CS8 H [ 31| 7))

 EDRIEHE S CYP2CS A (Bl & P &), REarm)
G I AT BRI S F EE R TYRE R, 0 A sh
CYP2C8 B4, U85 R 8 =) SR ik £ 7 &

ZHERE (F#=65%)
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HATEL 75 ¥ BEEAARRIGKE R AR, 720N F A 5 R E
(W [ZHRAD.

FFoBEA &

AT H T EE A2 (Child-Pugh CZ) 26 & KRIGHK 1 I1E K Z
%, BUEASBDERHFIREE. TR RIS b BB AR
% (Child-PughB%) ZRAHEPRIHBEMNRER (L [HRAED. Xt
THEFIIGALEMESE, NMEAATAL R (U [FEHED.

B IhREA 4

XTHEEBIRAE (eGFR <30 mL/min/1.73 m2) W%, NiEEHTH)
BHE. HAFEARATFENERENLR (L [HR3H1%E)D, FibEHAR
BHTREE.

T 25 Bk fE 77 5 BRAEAL 2R B8 7 (K

At B R A S SRAENIEAS G A R . £ R R B AR RN
[RIREJTRE, L PR R B2 I PRORZAS RO F 1 SR TS BOR BLZE L sk
RMED.

(220 kA 2]
HAEL RN LM
AT A R8T S A R ) S M A D) 2 SR B 208 B I
R

H AT oA Y 2 ML F R oR A R . ShARF TR Bon 5 AL T AR %
W E BRI A EEA . RT3 A B0 R 0 ) SR A% 5 = BRI
MATFIRER (IP) AR, FESHWEARIK 20 £ 80 f5. Mk, XAEE ™
FETBILRERTTTH, 0 IP AN T MRV B IR 1P MK (0 (243
FHED.

SEYR I DL R BAT 7 B8 (B AR SR HURE 2R 1 s 1) 2 P AN LA P A
- T

I ANE R F R SR DR B2 WEANAS . EXRP, kA
BB W ERLIT R L [Z3ESHED. B ALk HERR T 7L 24
JUH AT o Tl L0 ) A LA AR o5

SN PN

BTG AT IR PR FER BT, @B B SRR £ — 4
DG RIREAEAEE S (0 [HEFIED. 5 AR R
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CLEAZ]

AdE 0 B 18 B AR LB R AVERT RS KRB, BRTEMERE. &
BEVTE LR R PR R R R IA% . ShDA SRR B A i KR hn, (5 B BTX
RIS W RAI SRR AT (L [ZEFHD.

[ZHERZ]

CEBELTRBALAETE (U (BRI AED. SR 75 5 BE K
IREWE M, FEULZE s NBE AR S EE (0 [EZHERTD.
(/R )

FeAth 253 =) SR A& YR

] R AR 8 A R R T K MR VR A = (L [ R3h i D, 33k
WE R B V8 PR AR W 7= 4 2 B ok CYP2C8 #EAT A AW, A E 4 R E
CYP3A4 f{##f. UGT1A3 F1 UGT2B7 &AL IF A =M 0B & W Bk . &)
SRIEA% S AR =435 OATP1B1 1 OATP1B3 [HJEH) . &SR IHHS = P-gp

SMIERESSERY) . AP RAMEHZEE (BCRP) [— 551K
Y.

H SRAERE B FE P AR = M I 254030 1 2 1 3 A 2 AR AR B
CYP2C8 1l 55

5 600 mg HIEFF (— PRI CYP2CS ¥4I M HF RS AR, #%
A% ) B RAAERI 245, MHEBEEREEY (FETHET) HWEEER
ZIRERM 11 £5. RRABEEY CYP2CS HHF (FlinFEEF) 48 (0

(#2D.

RS X CYP2CS FR &I (BlnE ik . i B &, H i)
Xt E RS B S R = R B BT A, & B E WA CYP2C8
HEEAMEIR, N REEARRAE. REEHR S CYP2CS B ik 71 A I 7E 25
MFEMEAER (L [EEFHIRD.

CYP2C8 7G5

£ 5 600 mg FI4&EF (—F CYP2C8 (1 UGT M) #5 7)) MH—&EJ
HZin, AaBUErRmEHRER, MEGEHEREEYNEERRYE. 5
CYP2C8 # 2 (BIUFAEF. R PEF. FZI) &N TR E R a iy
M.

UGT1A3 1 UGT2B7 il 51

5 AR ET X 5R AL UGT1A3 F1 UGT2B7 #17) (HRER. AT AE M)
XFF) MRS R FE R T R BB . SRR X 2 5 4 B R
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m AR . A REHERR 53K UGT1A3 R UGT2B7 74 ¥ 71 253 A0 HLAE
M.

CYP3A4 il A0 5 71

25 400/100 mg ¥ ULHF/FFEIFH (CYPIAL SBIEIF) 4 HMWKS A
f, BRI RERLANFERM 2 4%, T kG EAABmr R R ER
RAEWA . HTEERE PR 8= etk & 37 15, F Xl s m A B R
M. BT CYP3A4 333 FAR 5200 H 0 A W P2 4 B 25 3 4 1, 3
CYP3A4 B2 72 KGR B YiE R B P H A EE, it CYP3A4 S0t
HEMRB MR 25 5h F A RS R0,

PAH % 5143697

FE— 4T X PAH B 3 B 2RI BRI, &SRk 5 W R B2k
PiA] (ERA) F1 PDE-5 #It5)& AN, HIEMARBMEMRERERD 30%.

s R ] GRULIE /AR S

35 400/100 mg & LA H/FIFEAFH (OATP (OATP1B1 1 OATP1B3) #1
P-gp SRAADHIFD BHMWIXKE RN, FRMERHEEELNERMN 24, T
EHERETYNRREERSE . BT KER 25 H B G AR =Y B = 4=,
XM 200 A HL W R AR e

B SR e s At 240 B 5 i)

A RIS HiE M AR = Y R I R AR SS I BE TR A 2 3001 40 it 8, 3K P450 il .
aSRIAKS 5 HIE AR AR LM IZE A,

i S| a ﬂ]lf\ y S EE 4 }"I

B SRANAR LA AR —Fh I /MR R INHIF . £ — 4% PAH B3 1 3 %
BRI IR T, BIEFERAE SN (FInFE. FTEXPE) S
NSRS AN FUBR A BF, 3 AR A U0 1 =) e e s A 22 JR 304 088 hn o I P VR o
— IR ZAE WD, ATFHAF 20mg HIEKZE, FRMHEE (0.4 mg.
BHMIR) FHRSEE S-HEK (CYP2C9 EY)) B R-43EM (CYP3A4 JEY)
WRER. TR IR R BRI LR (INR) HIZESURER.

I 3ok I

FEF R IAKE T € 2 1.6 mg. FIRMIKHIRES TN, HERMERBRAMS (—
FRBUR R B FFFIE CYP3A4 JRY) BB 1- R mkik M4 516 R %
HIZERN . FILF RS CYP3A4 JEYI &N EERENE.

ST

5B RE A EN R 2 M B AN R MRS T. BT asRIE#KIER
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SN CYP3A4 JRAIKIA M AT R-HEIEMEL CYP2CY JEY) S-HRENINREE, B
ﬁh%ﬁfr? N PRI Z 2 A 2 T 3K

1 AN 2 s o T ok 9 2 A BV AR T IR 45
B 1 A 254508 B R i B H VA PRI = I B )

A 2T v #4 [P FrUa R ARt ] fil: 4
A AUC L L we
. ) UC., | e . s .
SUGIR AR J S jre A U
I CA:J_C S = :{::.w R i 9
fidbk é’f’ v _ . A e ) JE 1
AUC, - o AC i PR iR
*ERA AUC, " -
* PDE-S il # AUC, n - T S )
*ERA+PDE-5 13 Ve W vz 4 2 3 e ket T o it ) 1L

AIXE T Tl AR 2 1 R GRONT I TE 90% cD)

*> H T GRIPHON [] ERA F1 PDE-5 #141| 5 %18
B 2 ] SRR X F A 24590 ) B il

HEH
R-HE Mk DR RN

33:. ; 2 T F) B

"2 ) 2 ) 2

RIS HE M2 AR BB MR TR 90% CD

I e 144 Bk ik £
' G5 7508 i

AUC. H =T
Crn e ] ‘

FIRS Pk i 28 A5 BB AL CRAG TR 90% €D
(ZhdR]

Uik EA MG BIL 3.2 mg WEBURICSLRE, & RIUEBOVEM. B
H 0. MRAGYIE BT, RIGHERBCH R, E AR R8s &
EHERBFINE QL &R B, BITTRELR.

[iE R %: ]
Fitizh ik = |
E—TLF 0 WE. ZEFINE, FI174H. EF4Ws1RFHR (GRIPHON)
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HESE 1 R]R MRS ST il Bk s ot B R . 1156 BIER M PAH B # (4
WA 0.8% 46%- 53% 1% B# N WHO ThEEsr 4 1. 1. T, IV 40 FE#L
EEZEMA (N=582) SARMAMA (N=574). &AL 0.2mg & HAPK
BRI TR, EEIAT 1.6mg & H XK & =N ZH&.

FEMRAXSABRERITLER (BOT) b EWRKRALE THIHEMRIE: BT,
aGK PAH ¢ BNE PAH B4k 7 B AT A5 A ol BR3E 5 (R BB O . BT
AR VEST TP RR AV K IR E AT . BEMBERER (6 81T
FEE (6MWD) IR/ D> 15% H WHO ThAESr %4k 8L 6 8 B ATHE S

(6MWD) HELRBT k> 15% H 75 ZHSMY PAH 55 R HIRTT) .

BAETFYIFER N8 L, REPBERATA (65%) ik (80%). JL
A BB R LN Jy WHO ThResr 4% 11 A0 111 K.

WHRNEEF, ReRMBORE sk RS WRRE (58%), HIKA
gEE A SURA I B ISR (29%). 51854 7R i 5 R 1 U R 97 A 5 i it 3
fkEE (10%). B/ R (2%) PLE HIV (1%) H<KfshikEE.

TEFLRRT, KELBANEEE (80%) HCEZREFEN ERA (15%).
PDE-5 #iffll % (32%) sEWHER (33%).

AR AP BEFTIEINFEAN: 02~04mg (23%). 0.6~1.0mg
(31%) F11.2~1.6mg (43%).

H5ZBFHME, 7RIS IT oA 3 A S E R AE R 40%
(99% CI: 22%~54%; SUMXTE# P < 0.0001) CGR1; B 3). HRMAKEN
R F AL T80 H PAH (Bt U R Hfhse it R (GR 1D BB E R WY
BEHEHNZHEN, NEEIMHAIER, FTIE 30 E IR 25 A8 L
(0 [HEHED.
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3 GRIPHON H & GBAL/SET- H44 10 Kaplan-Meier ffi v1{E

1004 ~ |, S)kiEtE
i N — e )
f
0 -
#
El
A3 60 - -
tk i O N
g . -y
2
% 20 AL 0.60
g H 99% CI (0.46,0.78)
- 23 XL ok P < 0.0001
o |
o 6 12 18 24 30 36
s BT 45 003 6
e B4 4L B
TEERBR 534 453 361 246 v FCH 40
TEISH B
fe=ryzisy 582 433 347 270 149 8 28
# 1 GRIPHON H ) E & i K H 40
F] SRIAM ZRIF fE R b pfE
N=574 N=582 (99% CI)
n % n %
BWRITERNEFEL SEHMY
P E A S 155 | 27.0| 242 | 41.6 0.60 <0.0001
[0.46,0.78]
IR
® PAH 1EB5% 78 |13.6| 109 | 18.7

o H fth ok 55 i B| 38 | 6.6 | 100 | 172
(6MWD P&k H Th g
RGBT B A
YBIT)

o T 28 | 49 | 18 | 3.1
o FHitE:ZwatAm| 10 | 17| 13 | 22
I R LAY K A
R EIRTT

e [FIPAH B{rFEZE| 1 (02| 2 |03
HEAT Rt B 1 BR A BR
A6 R iE DA
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¥ AN B A E SR A AS LB TR B R 2 B IR B 5 AR, RSB TH
1R/> H7E GRIPHON ¥ EE 18 M B 5 4 ME R W AR B EHIE I

B 4A. BRI CH T ERAEHREM (FBELSHR) WHEHTT 40 B
PAH f¥FE (A), HAMFEHHE (B) PLRIET: (C). &HMARBFAFEEL RS
BHE TR (FEAZEFIHG S B&E R S RTS8 52 7 R A
7)o

& 4A X PAH {3Bi/EN GRIPHON K F E& S 54

AR
- R

(%) HEIBREBES
4
|

10—

o g
L) L L] L] L
12 18 24 30 36
B MEML LIS H B
TE(ERBs 574 453 361 246 7% 181 40
FeliRdsa S -
TFTEFARY 582 433 347 220 142 53 28

B 4B HHE BN GRIPHON R B4 S B4
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40- — AR

6 . )
i 30-
#
S

20

10— j

f
0"

T T T T I I ;
0 6 12 18 24 30 36
RELAF LR H 8
) el e -
THERPR 5H 455 361 246 7 101 0
ZERIE
HERBS 582 43 347 220 149 8 18

B 4C FET-1EN GRIPHON )3 B4 S 54

2

el P S UEE N

N —’_‘_J_‘,—’—'I'_l—

...-r'—'—“""-’
O ="
L) L] L] L L} L] L]
€] 6 12 18 24 30 38
Bl 240G J) %

AR e
TFERRG 574 455 361 246 17 101 40
STRLTISEAR M -
TETESABS 592 433 347 220 149 84 28

AORMER S “ 2R A R A AR R T BN R — B, i
A7 PAH & V697 (BI435]5 ERA. PDES MIHIFIBES, FIRTBES PR 25488
HEERET) (ES).

&5 GRIPHON W 3 B4 ST 4H S
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SERSHLA 99% CT
01 02 081 2 EUNU EPNP HR  99%(l

ST BN HlH 158574 242/882  0.60  (0.46,0.78)
LRI R) PAH ¥o9F — g

ERA WHHYF (14.7%) =t 23/94 20/76 066 (0.3213%5)

PDES M MM (32.4%) : 54189 847185 058 (0.37,091)

ERA J#f PDES S| (32.5%) : 47179 80197 063 (039,1.01)

& PAHASRHEBIT (204%) ) ! 3112 49124 057 (0.32,1.09)
JLEIN WHO XfiE a8 1

110 €46.5%) =y :' 52278 74260 063  (0.40,1.00)

TV (53.5%) "." 103296  168/322 060 (0.43,0.83)
5 |

Btk (202%) —a— VT 4816 056 (031,102)

Stk (79.8%) s ak 1247457 194/466 061  (0.46,0.82)
NFf .

BMFABICFE 465 - T4M427 196438 053 (0.300.72)

WA 21.2%) T 40125 404120 099 {0.56.1.76)
LR ||

<65 (82.1%) E ZF 1244475 1904474 059 (0.44.0.80)

>=65(17.9%) - 3199 52/108  0.65 (0.36,1.17)
HARNF ) PAH W [§ |

IPAH. HPAH. HIV. PR EBAR (61.5%) il 98/347  156/365  0.61 {0.44,0.86)

A LB (28.9%) —.—i 48(167 73167 059  {0.37.096)

S FALOERAR S €9.5%) [ S — 9/60 13/50 058 (0.19,1.79)
HLAIX [

£IH (13.4%) PO L 16/74 22/81 068  {0.29,1.61)

BFREZA (86.6%) HiH 130/500 2204501 050  (0.45,0.78)

EISAR | iR
0y 62 08 1 %

T AR B A RS R RR, EAZABDT 30. BU =RAEFHM A KMHIAT BEHE,
NU = AL TR AR LI % SR, EP = RAEHAFMZZBIAIGIT BE 88, NP = NSRS 2R
UM EEYE, HR=GRLI, CI=BREXNE, FEMEHRAE T EAH RS HE.

HRE: BRI T SNARIBITRR, B o RS AT B SR B R B R EM. 2 99%
BEXAAREEI LRI, TR I ITE A0 R RS — A e B E M. Rk
28411 4 £ R . 1 0 1

6 P ATIRE (6MWD)

R Zsh B IEN— MREBL ST . 8 26 BRERS (A KALYLE
12 /NESD BB 6MWD %5 32 28 I 1) v 4 %o 35 b 76 5] SR 4% 40 D 22 S ) 48
RN+ KFN-9 K, XG5 2R FIR R PALIETF R S 12 % (99% CI: 1,
24 K; XU P {E=0.005).

[Z53dEm)
i /EH

ORI R — P O IRBT IR R 24k (P 248 307, HeEwH 9T a5
W dRIEEREREEE 1 KE SRR, SRR %45
FSRIARS K 37 o H R WA B LG MEAR U = o Rl e B ML VR B F TP 524k, Tixd
HAMATH IR E Z 4k (EP1a. DP. FPF1 TP) TAEH.

B
g
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F R MAAE A PEAR =W ) Ames X356 . CHL 40 o #4 41 Bt to A w5 A R 36
7IN SR AR A SR A R A B A P 5 AR 4 SR I
AR E

KR D% T8 R E 60 mgkg/ K GEHAE =M A NG R EEN
17548, RAXEE B, ERXRTHERRI GEIR 7~17 K)
L4 FREIRIEM 2. 6. 20 mgkg/R (L AUC H, 215 N RHER 7 B i)
REEWN 4T W, ol LA KR FARER R, RINBFRERNNEE
. MR TRELRM CGEIR 6~18 X) 204 F 5 R 3. 10, 30 mg/ke/
K (LLAUCHHE, AN KIIEFENZRBEEN 5045 &, KRAXTIFE
BHIA R,

KBMIEYREE 7 REIMFLEE 20 RZ D4 T kM 2. 6 5 20 mg/keg/ R,
R A RAESRIARE AN AR, FEREY N, hEMBRE TR,
R GAFERT ) ARERE SN B
Bom

£ 2 EBUB IR T, KREO4F 8 RAMKIE 100 mgkg/ K, NREMH
45T E kMg 1A 500 mg/kg/ R (BL AUCHHE, WAKRHTEREM 25FU B, £
DL M TR R .
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B RZAE X B R MAAR B FF A = 34T T 25880 J1 T
fEM1L 0.8 mg B K 1.8 mg & HMIRMEZHIBLA LG 5, TR LG
RPN RN I SR B R LA,

TERRZ R H, m RIS RIS AR RSN REE (BN
FIE FHAL, AUC) W32 % 848 540 BN 43%H 39% . F)Siss Bis ALt
PR TR B 2R E AR AN 24%F1 19%.

PAH 53 5@ 32 2 () i) 5] ki Rm R =Mk S R E R BV
ko FIRIAME S IE HEAUT MITE PAH S8 P2 E) J1 2 3 R 2 BB ™ B A
BERIFENR, AN o Wl A 1) () #E R T R 2 AR 4L

R RZIAE M PAH &, DIRAHFEERBEEINREEERAN
FIRMEAE ) 3~4 . (RRSZRE D RAZE SHERF RS ZEHE, &t
KRB FERL S 30%.

MRk

F] SR M ) 28 08 A2 W) F FE 24009 49% . WLER 3] ] R s B 0 kARt = 4 1
R ML 73 BITELE 25 1~3 /NEFRT 3~4 /NI ik ),

SRR, SRR R USCT FTER, FEUASIREERTE) (Tma) FEK
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Hi 3R ZIEE (Cra) BAEL 30%. AR ZIEERB I RER
(AUC) IR AR FEAETT R A B4R

4
ALK BOREAS MA ARA 117 Lo

ARIARG RIS AW R S MR EARE RS S Bk B4 99%,
SBEAKSu-BRIEHEANEEREHFD.

AR

F SR MEAKTE T AR A i 18 2 SR TR TR B /K AR v R P (BB,
T CYP2C8 LA K /b #3438 it CYP3A4 Ak B4 7 1 32 36 A o A0 B
JE27 1. UGT1A3 #1 UGT2B7 25 T iH MR B =M B RRE S RN . BT
PR M58, AR M3 G AR = M3 AR AR AR 25 R R 1 3%
ERRRZAERN PAH B8 b, NIRALE, BEHRWFYRENNEERLN
TR G 3-4 15,

AR AR ERE I ACHIHEER, TIAARL TN 0.8~2.5 M. iEHEA S
PRI RN 6.2~13.5 /Nt o B SRIAKE AIHUIARIERREAN 17.9 Lh. ZEMR A
XBE, DHE S RIAYEEHM, FEESMEHM (HLHIRK 93%),
ARECZ T PRI AP O HE B AR 5 25 25 U B 12%..

Rk A RE

TEMR RS IAE B PAH B8 R AL BIMEA . Fh . 4ERSBUAR B3 B R AH
B R AU M) 25 Bl 71 2 B I PRAR S S

BUFSZERZIAE (FRIET5 %) MR IFER (Cu 1 AUC) BH
AL, PAH 82 X S ) SRR S LT MR B 2R3 1 3 TR

ﬂ[I'i 4 I\ %

R ERF IR (Child-Pugh A %) B ERTIESH45 (Child-Pugh B 4)
RRAESD, ARPKIBREEREEIAERERN 2B 445, BRENIIE
BT SERE P E R A TS M P BB RV E A, T B AT T RS
TR REHRBEEENT 14,

ETH R AE T AREH RS 2B R, Wt TR

(Child-Pugh BZ) ZIAEEGH —RAH T EEHNRSHEHERB~MRER
SREZAEEGHHREATRNEZEAL. XSHEEEIEH RS
47T RN IR TR R B ETH A ARBEZAERTEHRRA S 7 &nt
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FEEN 265,

EEEEIRHRGZRE (15 mL/min/1.73 m2<fE & 5 /N BR 3T % < 30
mL/min/1.73 m®) " ATALEE B AR X FE RN RERE (RAMmEK

JREAI 3R B2 - (] dh 28 T THARD HE78 40% ~70%.
[ ]
30°C AN IRFE-
[fa3])

TRBL R /4R R L TR 0/ AR I N 2T 7/ LA 4R T
iR AL

0.2mg 60 fr/&, 140 F/&
0.4 mg 60 f/&
0.6 mg 60 F/&
0.8 mg 60 /i/&
1.0 mg 60 /&
1.2 mg 60 /&
1.4mg 60 /i/&
1.6 rﬁg 60 Fr/ &
(A %04]
36 ™ H
€Ki
BE D245 Wi AR 7X20180251
it V2 S AHE S ]
XXXXXXXX
[ 474k ]
A FE)ZFR: Actelion Pharmaceuticals Ltd
A Hitik: Gewerbestrasse 16, 4123 Allschwil, Switzerland
A= & FR: Excella GmbH & Co. KG
A= Hhdk: Niirnberger Str.12, 90537 Feucht, Germany
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EHABRRNNEIR: BAREEHLAS (LK) BRAF
BERHIE: 800-8196-500
£ H: 021-80258310
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