M H B 2007 4E 10 H 30 H

B H#: 2009 4F 01 H 04 H; 2010 4 04 H 30 H; 2010 4 10 A 22 H; 2010 4 11 A 12
H; 2011 4£ 01 H 10 H; 2011 4E 11 A 28 H; 2012407 H 09 H; 2012 4E 11 H 21 H;
2012 4E 11 A 23 H; 2013403 H 29 H; 2013 4 11 H 08 H: 2014 4 01 H 02 H: 2014
10 H 18 Hy 2014 11 H 13 H; 2014412 A 29 H; 2015 403 A 15 H; 2016 4F 04
H 12 H; 2016 4204 A 21 H; 2016 %09 H 06 H; 2017 4509 A 11 H; 2018 408 A 26
H: 2019 45 08 H 02 H: 2020 45 08 H 17 H: 2021 4 07 H 02 H; 2022 4£ 04 H 08 H;
2022 £ 07 H 29 H

SERBRET JE & o R B A5 A 1 B 5
VAT B UL TP 4 9 T

L. rEH
FEMTEEREER, AIREBELHE. BiIUSNATThEE, FIRESRDEAZ. BLFH
ENERAR (GEL “EEEZ” )

(25 427K]
BHA: FRERTFEERKRE
B4 :  RIEYSUTENT®
T4 Sunitinib Malate Capsules
PUEPFE: Pingguosuan Shunitini JiaoNang

[ Bt

A EEBM RN BTRA:

(Z)-N-[2-( = W35 .3 -5-[(5-F-2- 54K -1,2- A -3H-M5] W3- 31 3 ) F JE -2, 4- — H 3E-3-51
FH - 1 H-PEE 1 S SRR 3

HEHAA:

AFA:  CuHaFN4O, * C4HeOs
IrFE: 5326
TR [ RRE. SCROR LT AR, AT (K25) AR ISEAEE

[#R]
A ONIRIER], NS R N TR .
[ERAE]

1) AREFARMBIH T4 (RCC)
2) HIERR S5 e a7 I E AN BEMY 52 1 18 18] iR (GIST)
3) ANu[YIBRIY, #BMEE b AR IR A 22 N Wb (pNET) JRE £ .

(34 1

#
=
N
[N}
5
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(1)125mg; (2)25mg; (3)37.5mg; (4) 50 mg

[HiZEHE]
A R TT 15 P 5 J5 R R ST A B O HERE TR R S0 mg, B I, HUiR, IRZG4H,
(25208 (42452575758 , EZRPRERREUE DA BER 32 T

X T RARANZ A 3 U, AR LA R B OR37.5 mg, HRk, BEH IR, B ESRIR R
A BEMR 32 )35

5 R E AR BAN R AR A

FIEHE

Bty i le i

XTI BB AL RS A e, AR MR e AN 32k, BL12.5 mg
B A b BRI . B H Fos AV 75 mg, HARGTIEDY 25 mg.

X T IRAR A A 7 UATRE AR R MR 2 MR 324, LA 12.5 mg J9bh 2 AL
ARG E . (R 3 W PR 8 B s OGTEORE R 50 mg.

AR R AR 0 22 S AR 32V DL n] BE 5 2 WA )T .

K25 T EI 17 3
CYP3 A4 71
E F F 2B BB IR S E F s D25 . iSRSk A i S
CYP3A4 54fFIAH, MEEFEEAMNFERS Fdm/ s (L [EAWHEEER]Y ) .
o  HWBERPUE (GIST) FIAE4IE (RCC) : 37.5mg, Mk, &H—X, A
T RNG VAR, 1525208 (424245775
o JEIRAZLHNWIR: 25mg, DR, BH—K.

CYP3A455 175 F57:
G FF 2 RGBT I RIS A B0 SR s/ 25 . iR ok 5 CYP3 A45E
FHEAEH, N EERG A SRR 2 N K
o  HWIERFUE (GIST) M4 (RCC) : 87.5mg, HAlk, H—X, i
T RNGYIAR, 152520 (ARG E)
o JHEIEMZANSWE: 62.5mg, DR, BH K.
WERIEINAS S 7, BT B A R =Y. (L [ EAEA]T D .

ZAHE W (ESRD) MLIRZE B8 1978 1%

ZORIWIEP (ESRD) IMBENT B o i B an R . (HE B S T IR 1R 1 &
FHEC e B I T B, ARG 22 A VEANT SRR AR RR R R BT A2 26 (L (254030 70
#1) .

[(FRKRM]
125N PRI FE A DU AR R, B B P R 25 AE AN R PRE FE A AN R
FAEFGRAG I, W ARBTTT P AN RSO A A 2 th T B 5 W PR S e v )R DA BT A [

SCHRFAS i T B9 S et PR 9T B 2 4 P B -

B (GIST) . MEH'E 4l (RCCO BUBRIRMIZ 4 73R (pNET) M3 i
WL RN (Z20%) 2957 Z /0 Kk BRE Ble. BRI ER . Kk,
WAR. B, M. mIs. SRR, B2, TRERGME. BRAR . BT, &
RIFEA . R S W R BOmAE . O PR, R AR
Mo RFEAERARKS: HEE A0SR, QTRIFIEK ., Hilf, mifk.
HURBRZhBEAN 2 B EIRIIRERIIT it 0 DRSS - B#EFUE (GIST) . Wil 4
Ji (RCC) FUBRMRINZ N 73U (pNET) Bt H R A 1 HAA B BT

#2701, k28T
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FHIEEER Hec0B EE, Hh B TR (GIST) WE. ZEFXRIE (U ik
RBFSEY ) PHEEA2020], BEAE (RCCO YR TR (W DiapREF
Y ) PHIEFAITSH, BERAZ A R (pNET) AN (U D ARBT
1) PHEEH-M

B v

WHFIRIHN TR e e g att, X TN, XUE . BRI IR, B
L GISTIRYT I B8 R HHZ 4/245 2577 Rk 7 Je # JE 50 mg (n=202) B2 i 77
(n=102) -

XUE WIS W ALia T RREE 1], AU P T e B R A2 AN A P
3.0, JEEDII~9N D, AL ] CREO91.8A4N A, JEEN1~61
R .

SFRBRATHT%NBERNKEARNR MM KAGS . 5288 RIGIT N EER,
BH1%ERADFE, F29%KA 425 b WS

RULE TR BB A RS

X 1. EREMNERITE, #5%1 PEFEERAMZEFIL GIST BFHTEHIANAR
RMFIR (REE=10%) *

GIST
N4 FRBE (N=202) RZRF (N=102)
] 3/4 % ] 3/4 %
(%) (%) (%) (%)

FEARR KB 94 56 97 51
B i

15 40 4 27 0

IR 58/ 1 i 4 29 1 18 2

AR 20 0 14 2
Rt Es%

By a 33 1 29 5

=4 22 5 11 3
;473

BRARE 30 0 23 0

Bz 14 1 9 0

FRLEEE 14 4 10 3
HERG

R i 21 0 12 0
IeY; i3

LR 15 4 11 0
MAEK RS

RV /I 14 1 9 1

* AR FEAARERE (CTCAE) , FRA3.0.
g1 : GIST="F i (A iR N=ma A5
* AT

2 57 e B SR IR YT B R At PRAH AN R S N B HE R IR 48 /11 s 9¢ CAAIMR 11 s 9
(6%); BRI (7%); Bk (5%). o

R2BLE TR RS =R B 5

2. FERWHNE T, HRITFER BHRZEFAGISTRE BRI LR =RER
W (RER=10%) *

w
=
N
[\
5
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GIST
B (N=202) ZEF (N=102)
R 45 3/4 %% B %5 3/4 %"
LR ERERE (%) (%) (%) (%)
AEERERERE 34 22
i3
FR P 2 i k2 53 10 4 0
W2 s D 38 0 16 0
IR Rz 38 5 4 0
RN =12 26 3 22 2
H i
AST/ALT F+i5 39 2 23 1
NE Wil 5 25 10 17 7
T R T = 24 4 21 4
VEN B = 17 5 12 3
RIBLL RIS 16 1 8 0
k3 e 10 0 4 0
65 R/ AR
WLEF = 12 1 7 0
AT b 12 1 4 0
AN T = 10 0 4 1
D E
LVEF T[4 11 1 3 0

AR FEAARERE (CTCAE) , FRA3.0.

gRNE . ALT=NZRASEL BN AST=RAAMREIEHR; GIST=H %l fis; LVEF=/A=H 04 N=EE A5

o GFJR R AL A% S A A R A REE (1%) , JEWIEE (2%) , WIEF (1%) , MR (1%) , Pk
Q%) , MAEA (2% FIMAME (1%) -

b R R ARSI A R AR (1%) . RN (1%) FMaER 2% .

HHA TR, ZRREE . ZREAAEE A SEABREZ RS R (S0 DkREF
5T ) o X241 BIREHL> BEF R B RN B, BFE 139 5 [F I 75 XU BRI RO #5287
B RiRTT, SFRB e AIGITEI A 6 ANEH CEIh%L 8.5, YUl 1~44) o XF 255 Bl
LB URET B B RIRIT B, ORI NG R XUE A G THE N 6 AN R4
7.8, M 1~37) .

20% 2 AT JE B IR YT A IR A T AN RS K A M 2 . 325287 JE B e IR T I B
T, 46% B RA TR, 28% B KA T ERED .

TR 5247 JE B R V69T S B LA 3 50 4 2R BSOS NI 57 (10%) < i 1L (8% )
Z 71 (5%)  JBTE (5%) « FRLGEM (5%) « By (4%) « 18 (3%) « R (3%) .
FERE R (2%) « X (2%)  HUIRARITHEERGE (2%)

I 15 0

WA VRN T &7 e B R4 tk, XE—IOWE . EMHE RIS, G R
PERCCHIBEA R AT B FH T H I B4RG 277 B2 F7 e B 850 mg (n=375) B F#%-a
JLEEFRA (MIUD  (n=360) . &) & e AT 3 -a LI A7 69T RESEIT R] 43 1) 2
1LIMNA GEE: 04~46110H) F41MH GEE: 0.1~45.61H) o

fERFRE A, A 20% HIEERRL TARKMMAKAIFY . EEZEEEER
TR, 11 54% WEERE THRATW, A 52% MEHERE T HERD .

R 3L T3 HIIA R
K3 HRIPERFRE ERTFRKR-0BTHRCCEFHIANAR RN C(REE=10%) *

Version No: 20220729



FIIEE RCC
FRegk FE-a
AR R (N=375) (N=360)
A S5 3/4 4% B %5 345"
(%) (%) (%) (%)
ﬁfﬁ){( a}ih\“z 99 77 99 55
B i
iR 66 10 21 <1
By 58 6 41 2
R 58 /11 e 98 47 3 5 <1
M I 39 5 17 1
WUAR 34 2 4 0
JI5 9 30 5 12 1
B HR 23 1 14 <1
mES 13 0 7 <1
197 14 <1 1 0
51171 14 0 2 0
GERD/IR it 1 & il 7% 12 <1 1 0
TR 11 0 1 0
I 10 0 2 0
& 5%
i 62 15 56 15
zh 26 11 22 6
R 22 1 37 <1
PRE 16 <1 17 1
FE g 14 1 31 0
Fta 78 13 2 7 1
PUBFEE 5 0 15 <1
R E 57
Rfxd 48 3 42 2
WZRG
R AR 47 <1 15 0
LR 23 1 19 0
L 1 <1 14 1
R HS it/ if
Hifn BT ERALD 37 4t 10 1
D
EIDED 34 13 4 <1
A1 JE 7K 24 2 5 1
S5 B PR 16 3 5 2
5373
423 29 2 11 <1
FRLEEE 29 8 1 0
FE AR R kR 8 25 <1 0 0
i 23 <1 7 0
R AR 20 0 <1 0
iR 14 0 9 0
R:S) 12 <1 1 0
JRPFE 12 <1 7 <1
il Szt
Ji v TR AR AN & 40 5 30 2
KA 30 3 19 1
LEi 28 5 14 2
R R4
% ik 27 1 14 <1
WP PR A 26 6 20 4
B IR 5 14 0 2 0
11 MIA S 14 <1 2 0
b R 5 SR 11 <1 2 0
2
FOIR I D R IR0R 16 1 0
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FIIEE RCC
HRER THE-a
AR (N=375) (N=360)
B 3/4 %% » B %A 3/4 4%
(%) (%) (%) (%)
b

UNH 15 <1 10 0
HIHE & 11 0 14 1

A RIFEAARERE (CTCAE) , WA 3.0,

il i AR=R R, N=g# A¥; RCC="E4NAuE .

A FRBIRH 4 ZARRMNEFFEEH (1%) , LI (<1%) , PREHE (<1%) , =7 (<1%) , EFH (<1%) , B
(<1%) R (<1%) .

b T R-adl 4 BA RN EFEEREE (1%) , 55 (1%) , B (1%) A (<1%) .

AL FE T -

4 AR A ARIRR o

o AUFRR B, WRBEIHGR R 5L PG .

O APE 15 Z0H .

& FUFEINARIE 2 o

ARG VI 3 RS ER A R

& 4. BT 3 HEZF R ERTIMER-o HITHHIE RCC BERITEHAKLR=HER
W (REZE>10%)

¥ RCC
FREMERH FRBE (N=375) TFIE-a (N=360)
B ZA 3/4 B ZA 3/4 &
(%) (%) (%) (%)
i 7 3
FR P 2 i k2 77 17 49 9
il RANE =g =P 79 8 69 5
I/ INAR Rz 68 9 24 1
IR gD 68 18 68 26
5 R /AR
LB T 70 <1 51 <1
VLB S T v 49 2 11 1
JRIRT & 46 14 33 8
IAS T B 42 1 40 1
15§ F& 31 6 24 6
HEATE 28 1 20 0
MHEF =i 23 6 15 6
AR B 20 8 15 4
1B T R 17 0 12 <1
AT = 16 3 17 4
145 T 13 <1 10 1
I AT B 13 1 2 <1
AT =i 13 0 10 0
B i
AST J+ 56 2 38 2
i 56 18 46 8
ALT JH& 51 3 40 2
Tl T Tl T Tl - v 46 2 37 2
TER BT 35 6 32 3
RIBLL RIS 20 1 2 0
k3 13 1 1 0

AR FHFEAARERYE (CTCAE) , A 3.0.

YEn%iE . ALT=NRIREIEFEBE; AST=RAXRAMREEN: N=H#AE; RCC=HAMEE.

@ FFRE RABFIR LR EMETHOREIRE (14%) , EUE (3%) , R4 2% , HREHE Q%) , IaEH
2%) , /MR (1%) , JEHEF (1%) , ALT (<1%) , WIREE (<1%) , E <1%) , A& (<1%) , 8 TR
(<1%) , M (<1%) , MWEFE (<1%) MM TR (<1%) .

b TR AR 4 PR R R ORRR (8%) , WE4I (2%) , BEWIEE (1%) , ¥R (1%) , g (<1%) ,

MAS T (<1%) , MPETR (<1%) , WIS (<1%) FIMaEE (<1%) .

ST T R 2 1
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SEAE DU ER B U RN i DR 77 AN B — £ 3R T R 5 IO TUIG AR 7C 64T 0 AT, DALE
&y e B R A M B Al s o T K e Atk . AT LS 573901 A, 8074
(14%) 52 T B/D2FEMB650] (6%) #esz T B/3FEMIRTT . KA B & el FA
S| RFWRTT M RA BRI . 752 Ja I (] 5, AN RN AR R AR R AT 1% A 3
e YEIT SR I HR AR IO IR K A R 38, HAKIE4FA Hrm bk s

BRI IRFHEE 1Y 57 20

TERFF6H N T e B ez att, X2 —TREL. WE. EFIx AL, FiT
PEPNETHI S E A H— K32 47 B ¥ J837.5 mg (n=83) ERZ A (n=82) . #FEE&edih
JEFRALI A 139K (FJER13~532K) , ZEFIAANLI3R GElf1~614K) . #FRER4H
1901 (23%) A2 RFHAR] (5%) BEFFEEAZ>14E,

B R 22% I B E IR A RN K AR 2. 2878 JEiRIT RS
H, H30%H)EE AL, A 31%M B E AR .

RSELE T T A RN

R 5. R ERTEEME N ERBIT 6 HHEL (Z10%) HERETZERIGTHK
ANy

FRARSHZ P9 2 0h9E
N4 #REE (N=83) R (N=82)
R 45 3/4 %0 B %5 3/4 %
(%) (%) (%) (%)
A A R 99 54 95 50
B g
g5 59 5 39 2
IR 98/ s 276 4IE 48 6 18 0
BT 45 1 29 1
J5i9 39 5 34 10
X i 34 0 31 2
AR 15 0 6 0
£ 5%
zZ7 34 5 27 4
IR 57 33 5 27 9
R E 16 1 11 0
Rk
KA AR 29 1 1 0
FRLEAAE 23 6 2 0
5423 18 0 5 0
BBk Jg 15 0 11 0
DRE
0L E 27 10 5 1
K H i/ i
H I A 4 22 0 10 4
] 21 1 5 0
WE RS
WK bt A 21 0 5 0
DNl 18 0 13 1
FEd
gl 18 0 12 0
BHHRIA
KA 15 0 6 0

A RIFHEE HARERRTE (CTCAE) , WA 3.0,

il i N=E# AB pNET=REARANZE N 20 3b9%

: ETRERALEE 4 B R KM (1%) .

b ARG IR ME DU A, TR, FERA, EA, EE, DUERUE, DUEANE, DR, kv, R, REE %,
.

CALFEIAIE . ISP L A -

dELFENRA, (E, M, W, Hifn, SEATE .

T, 28T
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R 6 LG TWHIT 6 PN S = G 2 7 W A
& 6. FTRBRIHTHRRMEA T ERBI 6 TH N (Z10%) KXBERERF

TR AR 22 N 23 Sh R
TRERERH FREERE ZEH
EER" | 34 % R 3/4 7P
(%) (%) (%) (%)

B g

AST J+ 72 5 70 3
Tl T T Tl - o 63 10 70 11
ALT J+ 61 4 55 3
RABLLRT 37 1 28 4
VEN BT 20 4 10 1
JiE s T e 17 5 11 4
i3

FR P 2 i gk 71 16 16 0
I 2155 4 b 65 0 55 1
TN ks> 60 5 15 0
Ik E2L 40 A ek b 56 7 35 4
68 R/ AR

I HE T = 71 12 78 18
HEATE 41 1 37 1
I T B 36 7 22 5
145 B 34 0 19 0
AT B 29 2 34 3
LB T 27 5 28 5
1B T R 22 2 15 4
AT b 21 4 14 0
86T F& 19 0 10 0
I AT 18 1 11 1

R A A E D —ANRIT R ER R ANEL RTINS B RN BTG E DN 52 & 82, T iHEAIER

SRR G 39 % 80, AN R #HAFH WAREARIHE (CTCAE) , A 3.0,

Mg 1. ALT=NRIRAEHFEM; AST=RARIRL AN ; N=E5# N pNET=[EIRHEZ N 70 WH .

o FFRERIRITEE 4 AR ERE R ARIE 4% , B 4% , IWHIE Q%) , Tt Q%) , kg
(2%) » ALT (1%) , AST (1%) , /MR (1%) , M8 (1%) RSEZE (1%) .

b ZEFNEIT R 4 AR EREREOEIE %) , WPEBRE (1% . WS Q%) MR (%) .

H B\ R PR HR -

o2 [5] B 7 5] )7 B 2 B TEA 6181177 ) &2 155

A6181177 W 5T EH EF R —OURE . JFik. 20, 4 iR, 1EAfttitEfE&AE
WEFC, B BFE TGS R EBR AT e B R A v 263877 b [ H IR (7 5 B JB VAT Ja e it g B
Sof R R A o 8% JE AT 32 1) v [ i R) 88 (GIST) ER Iy 7 R &2 4k . B AR A SR 1
REF e e, S0mg, BH—K, EH4H, FH2E 42775 , 6 FA—MNEITH
W, EEIRT. HRIE T 62 I, 60 Bl EE NHELZIEIT .

SR IT A6181004 AEFJE# JE GIST &EREMIEFL, R 3 M. BEHL. XWE. EFIXT
MR TT, L T & e B R IR IR A T % JE T 24 s AN RE M A2 (1 1 B R R R B . 1%
WERAESEE, AR, AR, S, EE, #FHndk, wmIF, mEk, %, R
FEG AT

SERIRET B & R TR FAR IR T h B A 2 AR RO 32 . 5 W6 B
AEs (=10%) ¥INET R 8 BB AEIER A R4, AR A E. FRgA1IE. 5
Z RPN E . O RO . RARIREEE B A MAEARD>. K
JRAR G, i . 2 EOR REA MmN 1 R 2 &, =3 RINAR S
o WFFE A6181177 HRTTAH I ™ A R F 4 R AR EBAR . WEAH R AR w1 3 Fh
ANRFNAMBRRE (64.4%) « JEZ (52.5%) FIFRLHME (50.8%)

H8T, k28T
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A Z B FT A6181004 H B35 thie, #7)8& Jeqt A6181177 W5t A [ 3 a2 4
PERARL, E25LATKIA B EMH R . W2 mmZERN: A6181177 Bt
FH E S TR LA IE. M — i = s R AR & T B P EEE
EHEA RFEMRAERKTE T EE . WM ARMNEEZ G RAET IR T,

IR, AT RZ AT JE B JEIR YT IR T S ME R AF, AN R R i
2y, AR HE IR TT A T LA .

= 7. T A6181177 H [E B EFIFF T A6181004 Fh 5 B3 2 [AIVAIT XA BB HL i

A6181177 (n=59) A6181004 (n=375)
AREH ﬁ?ﬁ%)@& (% 3/42})2 (% )@?ﬁ%)z& (% VAT (%)

28 e k2> 64.4 13.6 56 4
Wz 52.5 5.1 34 10
FRLEEE 50.8 10.2 13

AR AN e s 49.2 18.7 51 5
JIRANY S S 44.1 16.9 - -
I 21 25 A b 39 8.5

F AR 2 T sk 37.3 15.3

RARARAIEHL T = 35.6 3.4 - -
iR 33.9 0 25 0
SRR e 322 5.1 - -
Jil}E] 30.5 1.7 29 3
e IR 28.8 3.4 11 3
EHIR 27.1 3.4 -

oyl 25.4 3.4 62

IR Rl 25.4 8.5 40 5

o1 [ IS N B 2T A6181132 [ HE 1S

A6181132 WA TEH EHF R A — TR . . 2. 4 BI0FE, 1E AL &R
WP, HTE TIPS RBRET B B e —ZRiaT7 b B 5L A5 1 B 4l o e B8 3 TR0 97 ORN 22 4 1tk o
BH R RIRET e B e IREE sSomg, ®H—IK, EH 48, FH2H Q2 77%) , 64
RN—MET AW, ERIRIT. BFRNAT 105 HlE#E.

ZIEHETE A6181034 s&—TRENL. FFHU 3 #lGRIRE:, R THEBRE T HR-a
VE L 1 B 20 B 1 — R V67 RT3 W F AR R T . B2, gk, VEE.
E. SR, . RP . £E. FEMPGIEF K7 A O 0T .

A6181132 W7 98.1%M B F HBLEIT )5 LA REF4F. &% WA RFHS (2=
D 20%EF I BETE 8. & IILKIEITE I BRI AT LA /M5
SR =

[ A6181034 W5T HH I B E LLAR, &) JeTE A6181132 W7t i [H g b a1 22 & Py
fEFRZ I AL, A TAETINA R AR A . BPskE, 2tk gs RI6 A6181034 1
FEAA Y, (AR A6181132 W5t H ¥ [VE Y7 A G ™ B A R S R AR R,
N 12.4%, A6181034 TN 23.7%. NEVE R = 215 AN 7 R AR 2 808 WLH AE, RAER
HEE . TE A6181132 BFFLH R AEFNHT 3 AL ABs 0 alid: TFRLZEEME (63.8%) , F4
BB (52.4%) FIJEZ (51.4%) o A6181034 W7 KA F AT 3 A2l AEs 7352
HEYE (65.6%) , = (62.4%) AL (57.6%) .

SRR, PINER TR RZ AT B RIR YT BB T M R, A RS R
2y, JCEA/ERHEIRTT R R LA .

2 8.F5 A6181132 1 [H HE 5T A6181034 T5 5 B Z AT HEAR R K L

A6181132 (n=105) A6181034 (n=375)
s pa%g |k (%) | BESE | (W

o7, k28T
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(%) (%)

F R LEEAE 63.8 23.8 28.8 8.5
41 T s b 52.4 8.6 10.7 3.5
Bz 51.4 6.7 62.1 14.7
RiiRaNY i S 51.4 21.9 19.2 9.1
55 48.6 6.7 12 24
AR 429 4.8 18.7 10.9
R v i N e O 39.0 14.3 21.6 8.5
IS 37.1 7.6 304 1.3
kAR =p 2 37.1 10.5 46.4 0.3
1 5 28.6 1.9 10.7 3.5
WK b A 27.6 0 29.1 1.6
SRS nE 27.6 1.9 - -
42 26.7 4.8 16.3 1.6
AR BRI 3 = 24.8 1.9 10.7 3.5
FROIR IR 2 B IR 24.8 0 62.1 14.7
KEWTT A6181132 MIRIRIF LR (2012 4E 4 A 28 H) K5t A6181034 FIIKIKHE 7S (2009 45 A 5 H)
R R R

B ok e S04

FEIRITRIXUE M, Bl U (GIST) Wyt 1| thEFe & e 4l 7 61 (3%) B Il
A FAE, o 5 B8y 3 FRE ke s (DVT) , 2609 1862 9. 7 Bl
(K 4 B SR — O ER BIIRFFBK AR S5 H Wria T . R JERT K AR S .

REAE R0 T B EA'E 4w (RCCO BFFLH, 1341 (3%) HZ &7 B BiRyT s
e TRk AR A, Hb 7 (2%) ARRZE (L BR 2 9, 6 A 4 90, FAh 6 1
(2%) B ML T IR BRI AR S (30 3 20 o 1 5 B R itk 2638 47 e & JE IImF 7% 5
2 BB AR 2E, 1 B R S 2. fETIER- o, 66 (2%) &
FHBLE KR, Hd 1B (<1%) N 3 iRE KR, 55 B (1%) EE Nk
(EHNATD .

Bz 8 e B IR )T WA N iR A A 1 B (1%) RAEFRBKIMAR S, 2@t
FIHEEFE 5H (6%) . &FRBRAEEN 2 Fulite. EANAEER 2 B kARG K
MR, Hrb 1603 2 2 BlkANEZE, 1683 % 1 B84 % 1 BIRAE 3 230
ke 2E .

JeR R A AT Zhise

I PIAE R 2 N 7 ISR T T LR 2 1 1R (1%) 5 FERIIA I E 40 e 7 78 b Ut
23] 5 GIEE (1%) , EEFEE e H A BRI T wE 2] 1 Bl (<1%) Il
R 2% -

DYk
WO MURBRTT
EWE&K

EE B R HLHERE AR A B S A RS, BT IX e S o e — B H A E AR B K
eitr, BISEANETRER DI A A A A R, sl e AN 24540 2 B 2 TRV PR R R AR

MRFEZ L7 5 AR TOLE T /MBI A AR G HY 2
A7 IRFER, JCHAR A HIER .
RGN, A I VR

MR Re: T RGe CPEBE BN BE T R0 o) ™, BLAE 2 BIAE A SR SEA: 53
R FERA AT I B B LI R B PIOE G (i, g SORUE RO WL IR

1071, 3L28T
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ERG-H L BBRIERGE (i, IEEIA50) S L R AR S G MEAR T/ WL R (A,

PR AEFE S HLTTE . BOBR. B WD -9 L. IR mTRe 40 PE (ks PN Rk s

HREAO SW AL I G, BRE, DR -E L SEETE s, RIESERE
Y -H W

TCHIFIE RIS MR ER A L RERFW|Y ) . MR RO BB E
W7 TRGE, R T A IRAER .

HEXIARIZEZH T 5 PEE U I A1 I 55 IR R SER B0 IR R 5 s TR Al PR SE COND)D
RN CEBEH]Y ) 5 WURA/SRSOVIE AL, A REE AR SR

FHERIBIR F A7 7 - B NREA A/ 3" AR DEE R aAE. HEFF AT A
LRPRAINT, WA R HE P R E DI = o o v R B R AR A PR R R R AT JE B R IR I 4
PE, MARRGVHE . WERLEEILEE, KILEFERRIRIT.

PR GESEA IHRET CHEIL CREREI ) , RA .

SEERIE FANF 5 SNEMM R, & ROk BaTE; 243 Stevens-Johnson
ZEAAE (SIS) -F.

M EF7 R Sk CRAEEZNRO B SR EMBER" sifkiieie R . &F i
RIS E L AR L A PR i A IR . B T TR RSB AN SR i 65 % LA,
55 B AR A E AT DR FR IR DR 2 A A58 v L R AR B A I A A 0

M F Wl B pITE S R A R IE R H I .
MRS RIS, BRRIEEER.

P2 P07 e W RTIT IT B LT JiE 24 8 4T o 57 L PR BR S e et T2 Bt R I IR
THREWGR ; HURMR R -0

DS DR DAL, O UEAER,
AE 7w BER-E W GlR-AH He.
EGIEINGR G ZGeB LA Pz : 0 A RETT T %

" LT

CRPERRABKG A, LSO ARELLON, R, O,

bt OILEESE, AU, TAEARME AL

© 40 2RI PESH ¢

JLERE

CUHRAE — T 1 5RO AT 7T — I I RO e — 00 /10 393 SR 7 7 LR TR ST
BRI T A e e 2 A VERFAL .

CUE 35 il /oA VR PR S AR B (R A 30 B LBHEE [3-17 B 10 5 B BN B [18-
21 D PEHT T I ARES e B e i 1RSI T, AR ZEHEE YIS 2 WA
it . A RS S E LG R RN KEZBONEAR KN (FEEL=3) ,
IS MR R WIS RNV B IiE (GD #E RN PR =
A ALT Fhiyo SREAEARERF T OMER M A EA SR LEE BE AR L, BRAE R A BRI L
AR L 2D AS RS L ) P BE iy o 3K S R R 2% R T ARG O AR S 1R L
HEE T, WE T RKN2ZHE (MTD) .

£ 29 B AT B RAEAEATVEAER VE = > PR U (HGG) B8 R (1 8 (R 27 4l
JURHEF[3-16 Z1F1 2 BIFER RN EE[18-19 B HkdT 17— 1T STt . £ —4H

FE1TL, 287

Version No: 20220729



R R S AR . el W (=10%) HITEIT A A B 2R g b 4 o - B A% (6
#1[20.7%] 83D Ffi A HIn (3 $I[10.3%]EE) -

1t 6 Bl EA M EAAREFARYIER GIST f)LEHEE (13-16 &) b7 7 —5i VI Hi 5 oF
o BH RN BN NEE . B0, WBC THEUEAIC. TRk gu i b A (&%
RAELE 3 BI[50.0%EFH ) , EREEFEN 1 Rk 2 %K. £iX 6 HlEET, 414
(66.7%) KAT 3-4 ZiRIT AN R EM (3 BARRBERS L MAE . TP hes 40 B s 2D A LN
WD RAAE 1 BB 1 4 Zorh MR gk b1 BB ED o AR RIS E
ANRFHF (SAE) 505 BAAR KM {EIGRIT ARV, Frif e arERiE S s
o S VRS IE— B

(€359

XA i B2 P B I A B 7 F O B AR
[EEEN]

HWAEA A M HA R EATR S T,
BERRANZH L

AR 2 AR I R 6 A o ) — PR B DL AN RSB, AT REBRIIS P B I (3
) k. N RUEE, MEAEEE eI T IR Al AE ISk A B Bt . oAt T RE
BERRSZMA LS B RTJo A8 5 B 8 DA K T S AR HE /K Y B A L B %

EIRA BB BN, — BRI TR, EE A FEA T4,

WA R AN R SR R s, BEEZ TR (EM)D. %E{8L Stevens-Johnson 45
BAE (SIS) Al B3 i RAEAARE (TEND, HA a8 ATt % TiX e 8 B H7 A
R, K AT A 16T

i3

AT 5 R AR, T S BT T RE M 0T . RIS et N B, IPRIR
KA 1%0EERAET RS s, Uit a. fyaisie
ST R IMAECEBEIR SRR « Bl FI/E B ThRs 2Evs . AEFELRINT . REATHE . DS PR 75 L
I TIRE (NHIRE L BEALT], RAAMRBEEEI[AST]), HAF). HHMN 3 %
WFERPERS, NAPWiAZ), BHERBEMEARI<] FEFELAKCT, AR5 DO 7] & S U6
B,

FEHIL 4 SRR B 3 ST s ER MM B . Bl JE H U™ E A D Ret & AR 1L i
B AN A P s AR A AR ) S8 o, A AR B

Sof A S EALTERAST>2.56% 159 FRR{E (ULN) BE/2>5.065ULN HAEME A2 1 B
e R i N2 R N

O I A
bR RO ME M, RO DR, LSRR IUEESE, B AT

Bz &7 e B SRRy I 8 M 1) SR A S A s 28 b B A O S I B R BRI N
F A HE TR -a . EEBEFERE (GIST) MBI 1 BXUEM, 488 e 4A 2R
FIE S A 22/209 B (11%) FBEHF 3/102 ] (3%) & BB T VRTT R AL O 2 55 143
% (LVEP) KT IE%ME MR (LLN) . #7)8% Je4d 22 il LVEF SR EE B A 9 Rk
HEATIKE; 5 pIEESGHEREIER (1 PIEERIERIE; 4 PIEE B FHE LS
BORRFNETT) 5 6 BB 45 A AR A I B il sk . 1eat, &7 & e df 3 41 (1%)
BE I 3 J OB TR RIS LVEF<40%, b 2 5] B3 KRBz W 5 253t — 338
JTRIZET . ZRFIA TG B I 3 96 LVEF . 728 4R (GIST) B9t 1 FIRUE #,

1271, 28T
Version No: 20220729



PIASAE 1 BIEE (BTEBRH<1%: LRGHHN 1%) JET 0 Jixgs; PASE 2 flEH
(RTIEB R 4N 1%: LRI 2%) 69T JRAE T OISR .

TEBEAE AR 20T MRS B 4 e (RCC) BEMIBETEH, &8 e T & -adl sl
H 103/375 %1 (27%) F1 54/360 B (15%) KIEHE HI LVEF KT IEHE R (LLN) ;
SE 26 B (7%) A1 7 6] (2%) FIEF H I LVEF EKT 50%, HEFELE T 20%LL
Lo SFREJEH 4 5 (1%) BHFHIAOEINRERES, 2 6] (<1%) BHEZW N
(CHPF) .

FESRMRANZE N 73 U6 3 BIRT el &7 e B JE 4 83 B8 A 2 9] (2%) il RAEDJIE
w=ih H 3BT, @ s#E T,

A S RO P HERR TR IT AT 120 H WA DI, b IURESE CRLAE™ Y
ARRENE LSRRI/ S SR SF B A . A REIR IR 78 M0 0 538« i 7
A1 B A L A A S Y R . RELET I HRRR T R R ROA SR B0
JBURRTT I o H AT AN BE WA PF B LRI P S8 R R D 7 o 5 T RE R £ XL A2 15

S

G FEAEFLLR I KRy SITAIAR B i PR T 0 2 I ME L VEF o A 40 0 72 ik s 7 358 3 8
I AREERAARAE . 78 B8 MO /380 (CHF) IR B3 s A o ok
DAL M B, AEJCCHF I RAESE 1858 S 20 80m T 2 2R AH 20% (B T-50% 5K
R IEHAL TR, 0 WA i T A B 71

QT [AHFERAN R 3 B == kLo Bh i

AAGIE QT ML, HEFEMKBME. QT MBI it FEEIE LR F I
RUSEHE N, AR R R = VLAt T . R T AE 0.1%I00 85 LR i A A = vk
LB,

WA A QT [RlSSE A Y RS B i ) S8 (U QT TRIYIRER S )« A9t
OV H BT SER QT [AII 25 1) K8 B A AR DGR Co RS Lo Bl ied 2 M0 v A it 25 L 1)
B FEAERIARL IR YT IIE], N RS S B RT R B (U BRANAD

LA S CYP3A4 SEINHIFIEL CANIE K QT MIIZ & FRS, NS EM N QT fa]
o B RERD A R L DR EY A DY EAERT D .

T i

BEAE R0 BRI S i (RCC) AL, &7 & RO TR -adlnila
127/375 % (34%) F113/360 ] (4%) HIEHE BT miE; b 3 Zmii & 555008
50/375 15 (13%) F11/360 6 (<1%) o 21/375 1] (6%) gl i T 5 304 5 7 PR AR
BRI AEIR 4 24 . 4 9 R v L S8 e T, o 1 RS v il R R

Bpla i (GIST) Whstdr, &FJE % Je LA 22 B 740 &N 2 ) v L 1) & A A v Al
Blo EFJERRAL 3 Y JE A 9/202 B (4%) 3 ZRIFIARWES] 3 Jmiik. TLEEH
o L T A VAT o

TEREARARZE N 08 (pNET) 3 HAWFFT R, 22/83 i (27%) &FJe & Je 485 Ml 4/82
il (5%) RRFNHBEZ RERME. Hrh 83 F147 )2 B Je 4R £ 1 4 hsd i g 8
B (10%) 745 3 ZmiiE, 1 82 Hl B AHEE N 1H] (1%) . 7/83 B (8%) FFEARHH
28 N AR £ TR R IR T BOAS L 7 AR B I AE IR R 2 . 1 9 IR v I e S B e
7o

TC 4 Zenin s iR .

H1370, JL28T
Version No: 20220729



REAE AR IRTT I E ek (RCCO #EFLH, 728 e 32/375 Bl (9%) A3k
F-afl 3/360 Bl (1%) B KAET ™E ML (4EE>200 mmHg 5(E# 7K £>110
mmHg) . BWAIFUE (GIST) W5, & Je% /e 8/202 ] (4%) FZiimZ 1/102 1

(1%) MEFERAE T PE SR RSN Em i t, SFeE a4 8/80 51 (10%)
2 REFI4H 2/76 9] (3%) KA ™ E i )% .

JSEAE e 2 I M i R T ALE AR M I I o AR 19 T 46 A/ R BE S i 7 7 3 S
M, RS AR, HRZMFERI<I HaEEAT, IR LU MR E IR R 452 .
AR ML 4 Joe i, I AR b

H L E A B 5 5L
Wk A, WIS ERIE. PPOE. R WRIERN A L, & .

eI S 4l (RCC) WEFTH, 47B B e 41140/37561 (37%) FIFHt & -02H35/3604
(10%) HBFRETHIMFF. KD NIFa25; XA 10 BEERZLIBIT I EE RAESHK
B .

BWaE B (GIST) BFFRIMXE#, &F/e & e2H37/202%1 (18%) AlZEFI4H17/102
Bl (17%) HBFEEAE T HIME. ARG 1420201 (7%) F19/10261] (9%) HF K43
oA IR, A, RS 1) B VR TT SE2 R  HE ILE e i H a

TERERRARZE N b (pNET) 3MARF T, 18/83% (22%) #FJe B e KA R &
I 7 AT H A, T2 A2 R8/8245] (10%) o 17/83451 (20%) 4FJe & Je 4l b3 kA
B, MR FIA A (5%) o FRERARE N it s, 1/83%1 (1%) #FJe & el
FORAIG I, o A S 3 A . T A A 3/824] (4%) K
A3 ERAZ H I A

S s f 5 AL I PEAS RSORE S 1T S P LA A LY 3-5 A

EEB RiR) T BB OS] 1R AR SR . XS RE S RN KA, Tl
B AT R R T B NG K A i O ML BRI AR ZE . X T 87 JE B SR R T I A 1 A e
5 M B0 5 96 A e o A it 1 R T LS 1) 7 I i R B R 45 05D o RORHEHEAR fh7E
i B R o

75 HATI BOEIER) B B RO CRAE B o AL GRS T A a7 IR A i
Bk,

BEAT B S AR I PR VA I S A 5 R 4 4 I 4 v h- 80 (CBCs) Mg k. iR A4
3 ek 4 S, RRWIIRA A, HEZRARI<] HEiELK T, SRR UK R
B -

IR 3 ek 4 B RA g, WS HIAE .

B e
Bl JE DR WA RATIR 2 f5 8 1R BVR T AR SGIE B IiEAS RS Bxt
i B IT I B B A RSN SRS E AT A 1 BOEYS 24

JERAR

FEET R B e IR iR T, Wkt AR R o FEHEZET JE B e VR YT A Fh SRR (3 vh i
L 1 1L 375 i s AT e Ry e T ven AR 0 o A R S A SRR IR S8 o, MR T KT T v
YRR, — MO0 T ANPEREAT BRI R R IE BRI . 2R BUBRAR SRR, 835 NAs F 6T JE
B, JHERRE LSRR

H1471, 3L28T
Version No: 20220729



FORBRIhREA &
IR ME e & e Ll i, ok 7 HYRIRIIRETTHERE 7 kA R R
THREGRAE)

FEFLLRIN , V6T IR R I IG RAR AL, SIS HOIR BRI RE . NAESR 32 A iR T I
H I FORBR T REAS 2 AR AMAAE, A5 HURIRIDBEMGE « HURAR D RE TCHEAN R AR
Ko LI DLIT AR/ B 5 AR IR D RE S HOVR YT

A5 B B R R S 1

FEAE 1% B TPl 7 AT ja & AR R ER Sk (RPLS) , o — 2oy 8dr
Pemidl. BEW R Blm IS i ERERRR. R ThRER AL ek (A Bt
B o DAEATHSRRE A ST iR EIRPLS, WS HEFERE.

fings
sy R B BT EE GRS I D e a e (W IARKMY ) .

TR EMERAMN 3 H. KPEREED 2 HANMIRH, BEGOEEE
Fo MARWEN D EEHIIEHRE, KEMMHEFEE Er % at.

(k=eryia

FELFTIE B JRIRIT I TR AL AU IR S8 CONDD ot R [ A s ot JHG A USR]
R, BIUIRSZUBIR ER 0T BB A T AR RN BETR,  AE SR SEI RS 7T RE 248
e FEIThaET e Jeia T R AR T IR E AT DR & . 5 RUE S DR R0 D i A
M. WERATRE, AETHRI A RFPARBR AN B AR, EHEEEB iR £ 3 H.
TE TG SC RGBS R B RIRIT . AlE LM BT IReT e B B4 2y
22 AP AN 5

PR LR B AE

TENG ARREE H 8k AR SR I IR A R LA A (TLSD  fE i Jfa R i itk
HARIE . B2 A7 e B e IR YT AU MR T B R AR TLS B3R, 45T TLS i, Jf
PIB LT LLVRTT -

i1 IR

TERYJE R Je B2 NG DRIk bt FH Z I RS AN BT fR & i, Az i A2 fuf
B (TMA) |, AUFE AR /MR D VS I YRR LA 1E, AN E2 S R
e e, FT B R AT S RERBPUECA M . HIL TMA RS &R e
JeIRTT . 1725 fE CMELE] TMA With I .

PRILAEFRE A
B LA A S BN SR SERE I A B, B B .t RS A
B E 2R EF e JEiR)T, JFAL R IE X AT .

‘AR

EHEARMERER S AERRE . ARG BN DRl M B . N
ARSI BINE . VBT IR AT SR LA E R A, AR I PRAGAEBEAT 24/ N ) PR B
JREEINSE « XF24/N PR EE =3B, R e B e i T R R . X BN SR AL
BH B E R IREA =3 ER NI EE, KL RERIRT. MAPMhEEER
JEAR A IR BB e R e B TR IR T I 2 etk

I IR RE

&S eI 5l RARMUBERE, T MUHEE 7T A SRR IR R, BiFREERIRIT. E58IF
M2 4t NBEF, 2% 287 R B JRiRi7 i g R AR . iR, A e
JRIBIT HI2% M B g ial i (GIST, WiE1)  (n=577) M 4iE (RCC, BF53) i

H15TT, 3L28T
Version No: 20220729



H, FLI10% RN N 7398 (pNET, BF5E6)  (n=83) MM RAEMCMNE. X+-F1f
FIETJE B JRIRTT RN 22 N 73698 (pNET) HIREF, CAFAER I AR R AEAE T &2
D T ARIRE ) 8 o B PR R R U B AL T e BE D™ B

IAEFELNT, EVRYT WIE) . B PRARAE RS S AEfs &Y e B Je fa, & Ik 2 Uk /K
o VAL S B BEUR PRI 25070, ARSI AR T SRS

Kl
Va5
AR FE S A8/0F 1 mmol (23mg) , BIFEA 2T,
JRRG-RE ) L&
FET B 5T 45 R AR AL, dEgR A A S G L e . (L[4
HEH] )

8275 RS R 2 A A A R i L RTERAE RS, o O A2 B RE T A S PR FEAS df i 7 91 8]
LRI EG a4 R ICE ez 180t (L (28 REABEZME] ) .

RS K R

FEA BBCA eI ) S8 PP s RIS A B A2 PR (VEGE) 3t B | 57 7T RE 2> fie ik
Bk A/ BB K R BT e AE25 T RFJE R JE LA, FoAT ey ML s Bl iR g S =5 XU P4
ENIOE Rt AT PR

X 25 A I LA BE 71 KR I
AR it X 25 Bk R ARAEHUBRBE ST sy, 5 RUEE AR &7 e & e ia T Wi ] e &
o

[ 218 R AL e L H 2]
R/
JRES: 4 4

ST T L AR, iz dy R B e i r TR 2 iE R L (L (253
FEY D o MR LA R A dh I S 29O RS K R A . Yk B AR R
WHFcH, S ITE B Somgf & HHER /& (RDD) & JFAUC (7 )8 & Je i Hyd AR 1
GIFRGERGEE) MSSMOMGHET, T a5 MR FAEYRR MR e D4 T e
JeJE T B CARARAET., i AEas ) (L (3 EH]) ) o MNEAAFRE
It 23RS G JLIRITE (R fE

YT E W NEE, R AR AT R RS AR H . B RIS A R
AEBRRE . P E A AN RS T S A . SEEIE ARE, TR R AR AR Ok ok AR E K
HH AR SRR AR P (R A 1 S XU 23 901 2 %-4% F115%-20%

M 2,

BH R TR e R AT NAT T HIE R . IR RIS 12 f5 MK KT
FrIE e K FACHP AT i AR (U (Z9BERE2E Y O o LU ek Bl E ™
A RN, SMEE SO LR TR AR I 295 2220 4 A N AS I L.

FAETHRE S 5 4
GEOR ACVEAE A T REX R ) LI a3 -

FEUR A
H R 7055 T 87 JE 8 Je S AR AE T N AL IS B .

T

S

3
H%

1671, 32871
Version No: 20220729



R ATELA A B S P A TR B TR I SR — KA 2R 2 4 R POSRIAT
W2

g4
HT M ATE AR, BUCHE B R LB K SRR S A S ie T W] SR
IR R D T R RO it

>
mt

WRIGEN VIR R K, &7 e e nl 4 BAE A ERe s (U (4EE
] .

[LEAZ%]
A% it F T ) L3 A8 1A 22 A A 2800 v AR T

Hil oA 8 L EARKRMY » (H AR A S T2 A

[ZERAZH]

TE7527H1 42 57 e B Je 16T I B i A i (GIST) B4k (RCCO (e B4
Bi6y7 ) BURBRARZ N 73R (pNET) BB, 32% [MEEFRIESS K655 L L, 7%
(1B FHFRAETS S T55 UL Lo 6585 UL LB H B3R BURA R KN RAER (67%) FT
SERY N E (60%) .

B IER U (GIST) WHFir, 7341 (30%) 52 E7 e & JBiRyT M B F ik fE65 %
J65% LA b EREBIEEHIET AT, 152 B (41%) 28 BB eiRir EEFR N
65% ] 65% LA bo AR EIR G FH GHER BN — L 1 85 [ 2 A Bh Rk 75 T A AR %

Jt o

FESRMRARE N 7 (pNET) BIEFEH, 2261 (27%) #3287 e B e inyr i & N6s%
K655 VL Lo AEET R B e MIm PRI T A N AL BB pNET &5, LUHIE 65 & KL
E A NSRS S RN S R A

[(ZHEIER]

HARLZGYRT 7 JE & e 152

CYP3A4 ZE#H7:

5CYP3A4EINHIFIA F AT g ey e & B M IRIKRE (WL [HEFHE] D . Mk
FEXT SR B A B HIE /NI & IR 2. 55 CYP3A4 SEHNHIFIE N, N RN
SAREFIE (L DRERE]Y D .

CYP3A44 FEFHEH):

5 CYP3A4 3i%SHE W RE & RAT B & B kg (0 (ZGEF{HE] ) . N
T R B A BE SUER BN A IER 2. U21S CYP3A4 HS A G RN, NEE
whnARRE (L [HEREY D .

TR QTIHAIHIZ Y :
HRBEESQTcHIEKA R (W [EEEMY ) o X EAEH A EK QTR 254
BEATIRIT IR, S ECG RS I QT Ia) A A A2 3 B 1

AR ZATHXEF (BCRP) #I#)7: HI5E Je # Je 5 BCRPIH AR EAF F A IR
HARAIR, ToikHbRET e & e 5 HAMBCRPIIHIFIAH EAE A ettt (L [Z5R3h 7
#1) .

[Z¥idE]
REFRAS (i 2505 B B T3 V0 A — RO SRV R T o TC iR T A o B R RO R R o TSR
AW PRGN SR P A Bt B 5 B R RS 25 o A 5 AR 250 B s, I

FE170L, 2871
Version No: 20220729



e S5EF e B e CRIA R NARTF, B8 A RIS JEIRARBT T £ 500 mg/kg (3000
mg/m?) /H, ED4hE s RS EIRRAET: . TEMFEAKT, Bt R AR R AHENLA A
BEAG. 8k WEBIEAD . IR ). BBAE IEAE. 72T R EE IR T REE
IS [ B R WL S S T2 B ARLL ) 75 1 S NIAE R o

[ RS ]

TEXT RS IR O 5 5 Je vy AR AN RE T 52 1 B BRI UM (GIST) B3 . Wi E 40 e
(RCC) B MJERRAPL N>R (p-NET) BEHELHAT TE BB BRI L 4T ME 2L
PERFFT o

RR3E ST REAS dh BT E B BALBUR (GIST) RERIERBTFLIT R

BRI EE (GIST)
B 1

781 (NCT#00075218) =&—Ii%7 e & Je 167 R 5 & Je 697 R MU El A R 52 11
BE R (GIST) BEMIBENL. XE . 2R 5 I A [ Br 2 dOIiE R 7. #F7CH
(172 LI AT Je B Je i FE SRR IR T 4 5 R e A SRR YT AL gt RE i (] (TTP)
HARH M aFE T REAI (PFS) . BMEMAE (ORR) FaAFH (0S) o iz H
B LL2: L ELBIBEN L e B4 H — Ik LIRS0 me#F e 8 R B2 B AI4H, IRZG40H . 152452
J, 6FRN—ANEIT A (42452577 %) , LA BRI B HAh R LR AT b
HHBRRERNEE, RN EEEE T TTRE R EA, e B edlE
AR 7035 1) A W 4k 224 2 1697 o

FERRAEBCE TP M, BEIarkEiAyy TT) AREL3 12605, 478 B e 420741,
ZRIFIH10561] . PN D 2R E 2381, BT (BT 28 e 22 B4 <65
BB E D HN69%MT2%) « MR (BB 3864%F161%) Rk (A A ANIIN
88%; WP AN5%; 2B AN4%; HAANVE) MECOGH TIRA (HLECOGIES0: 735l
44%H46%; ECOGIF/r1: 43l N55%F152%; ECOGIE2: il N1%M12%) « BEAEFAR
BT (B2 HIN94%AN193%) « BEAEHUT (P45 N8%AM15%) « WZHEE L & e
PRIT S R EA T, B H4%EEANENZH LB, 506 17%M16%/1 S #HTE
FEFFUGEIT 6 H N B it g, B e H DA it F 1) 25 B 250 Sl R 78 % Al
80%.

Ft R CAE 149015 ik e AT A JR EAT T R T RO 2 oo &7 JE B JE 2L
AR (TTP) R T2 EMA, BAREGIH R, BB EEM AL A T4
RESETR9, TTPHIKaplan-Meier #2511,

9. R 1F GISTITHER (NEWRITHD

y — g4 R plE M e

77 8dfhs (N=207) (N=105) (log-rankf:5) (95%CI)
T3 33t e (] 273 6.4 0.33
[HAfE, B, (95%CD)] (16.0,32.1) (4.4,10.0) <0.0001* (0.23,0.47)
To ik R A AE e 24.1 6.0 0.33
[FALfE, F, (95%CD)] (11.1,28.3) (4.4,9.9) <0.0001" (0.24, 0.47)
B % fi 2R 6.8
[%, (95%CI)] (3.7,11.1) 0 0.006¢

" %4P{E<0.00417i (O’ Brien Flemingf# L1450 , WYCHEA Gt %5 L. 4iwgia: CI=B{5X[; GIST=H 7 Ff: HR=
AR N=# AK PR=FRIM .

@ [ EEHLS A AR IR PRt AT H LA BT 12 DR U AR S AN I IR s R S0

O [ WAL 3 2 A0 e DR A A J8R R A3 B B T R e T

¢ Pearson KT 5

Bl 1. GISTHF 5T LR 3 FR i 1] f) Kaplan-Meier Hi 28 (B B i:1657 ABD

1871, 1L28T
Version No: 20220729



100 —— SUTENT (N=207)
= 90 Median 27.3 Weeks
Z - ——— Placebo (N=105)
§ I Median 6.4 Weeks
270 1 Hazard Ratio = 0.33
O I 95% CI(0.23, 0.47)
3 h p < 0.0001
o 50 T
Eol 3
o 40
5 5 *.

5 20 1'11___1
£ 10 D
'_
0
0 t; 1‘2 1‘8 2‘4 3‘0 3‘6 4‘2 4‘8 5‘4

Time (Weeks)
Finkin: CI=E SIXIA; GIST=8 Bl iR; N=F5 A TTP=pik A,

TEZRE ARSI B, &R MMy ATT) N EBENLEIET 8 S e 424351
AR H118F] . R I NTIA R EEM RS E, HAEE, wRANHEETFIHEZIT
JAIET T & JRVRTT » A 99 e T Bt ML 38 2 Bt 7] 2L 1Y) 8 3 A0 A 9T I TR TG 36 By B R 452
SRBBIRIT . TR TR E MOSIR AT, &7 e B &M 0SHNT2.7/,
R FIAL) AOS H64.9fH[HR=0.876, 95%CI (0.679, 1.129) ].

Bz 2

WFF22& — TR 5 B e Va7 R IEAS REm 52 1) B I (A58 (GIST) B3 Hhilk T IT
Bt 2t BARFIRBIGHE T . EE THRA AR WRGYTTER, 50 mg,
H—¥) J&, EIFsersspl B ian i %, 50mg/ A EZEZA NG, Hebsklsgg
Y AR [FE > RN 1%, 95% B A5 X [7](3.0, 20.0)].

HEEERE (GIST) IERHT 5T A6181177 7 A
7E A6181177 WEFTHh, VENFFETTER (PP) M4, XL 58 4 (96.7%) HEHEAT T
JTRUHTs AERE TS (FAS) , X360 1l (100.0%) HEHAT 797380501

47 Bl EE CZEMSTEFRT 79.7%) KAEZWIERE (41 §EH[69.5%]) BRAE
WA %R IFET: (6 B, [10.2%]) - PFS M Armta] A 46.6 i (95%CL: 33.6,
53.1) o PP ANEEM) 58 fl G hIL 11 6] (19.0%) HZEUWZEM, FIt ORR (95%CD N
19.0% (9.9~31.4) . WFFHBEIL 50 HlEE (84.7%) FET-, Hrh 48 4 (81.4%) NHEF
FRPIRAETS, 14 (1.7%) RFEEGAET:, 14 (1.7%) KB FiE ST, sithsr
IHE-FE (BETD) N 1113 8 (95%CL: 75.4~167.1 &) . TTP ook e a5
(%) N 40 %1 (67.8%) o Bfla-FfF (MggdtfE, TTP) fhiHEM AL TTP (B [a)-S4F
(MR HEED N 473 A (95%CI: 34.1~59.3 &) o TTR oL 527 W i 8g 22 fii =)
B (%) N1 (18.6%) o BF[Al-Zff (MR g, TTR) HHALRF Ak THE A 22.6 &
(95%CI: 10.4~57.3 &) .

£ 10. HF5T A6181177 T EEZKITHSE R

A6181177
4 IRR R
fPALPFS (FD  (ETEL ) 46.4
ORR (%) 19
R 0S (&) 111.3
ffz TTR (J#) 22.6

BRE S HF A it T A B A (RCCD SRR PR 57 RO -
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REA R &R IT R B B i e (RCC)
73 (NCT#00083889) & —Wi[E P2 rhuts FEAUIG PRI T LLE: T #2547 e & e Fl T+
P F-oF BEAT R 29697 e 1 B 4E e (RCC) BREF M T 8o e 4t . FERE 5L H K2 b
BE B RHM TR -adlif T BE WL RAG (PFS) o HABWHT 7T & 6 2%
fiE% (ORR) , BVATEH] (0S) Flzz4th., 7500 4481 1 LLBIFEN %247 e B JE
50mg, FEH—IK, 42 FHRIT, HERLTINER-o, K NEFIMIURHE =XIEYT, B
P59 131 e g LA JiR R 3B HE I A

ITT ABEEFE75001 3, &7 & R AMTI R -aH 537561 PIZHRIN DS RRE 2 3 iy
(), EFEILLER (BF B RAM T E-odl <654 I & 0 M N59%M67%) « 7]
(P B NTI%RT2%) « B (B A NS5 894%F191%; LI N 2 531 2% Al
3%;: A HIN1%M2%; &R E) MECOGHEITIRES (BAHAECOGYF/0%34) 5N
62%A161%; ECOGiIF4r17r: ¥ N38%: ECOGIE/2%r: 2 HIN0AI1%) « BEAEE DI AR
13 0 7 B 5 DL () e RS A A2
T R58%553%) FIERES (% M30%) o K
Iy BT FE LRI 24 B LL RS (90 N80%577%) «

YBTT (PR 9N91%F189%) « BEAEIMUT (WA N14%)
fili (4AIN78%580%) , HIEME L

SR ERAN LTI R-IBIT K TR L SPES, HEAEBENS =L (WE
1ATE2) o FERADNTEMER D ERNEAFLDH (>1.5ULVE<1.5ULV) , ECOG/E /IR
SF (0514 , MEBEEEDIBRAR CBES5 Watrd, KEELHEFR T e ed.
B RAHAMORRE & (HFEID .

R ILBEAERZRITH RCCITHER (THAHD

BAEREIGITRCC
TRSH FREER TIE-a pfE (log-rank HR
(N=375) (N=375) test) (95% CI)
To i A A7 47.3 22.0 0.415
[rfE, JE, (95%CD)] (42.6, 50.7) (16.4, 24.0) <0.000001° (0.320, 0.539)
B MG A 27.5 53
[%, (95% CI)] (23.0, 32.3) (3.3,8.1) <0.001¢ NA

Filgid: CI=E5X[A); HR=KKtL; N=H# A% NA=AEM; RCC="541M .

¢ HSHTORARE SRR AT 00 B I I A R B
b 415p<<0.0042 (O’ Brien FlemingfF 1L 5 , INEGI%E Lo

¢ Pearson R /7 K56 o

B2, BEAARL1BITRRCCH ST KPFSK Kaplan-Meier B 28 (3697 ABE)

Version No: 20220729
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1007 —— SUTENT §N=375)

9 ! Median 47.3 Weeks
80- ’\‘_ ——— |IFN-a (N=375)

~ Median 22.0 Weeks
701 \

10- Hazard Ratio = 0.415
95% CI (0.320, 0.539)
0 p<0.000001

1
0 10 20 30 40 50 60

Progression Free Survival Probability (%)

Number of subjects at risk Time (Weeks)
SUTENT 375 274 173 84 31 3 0
IFN-o. 375 207 84 38 16 0 0

A0 CI=EAS XAl IFN-o=T#iFEa; N=E#H AL PFS=itf@ A i #l; RCC="F4uMu)E .

TR T A BT OSH LA, &7 e B e 45 T & -a B P AL AAF 5 R
114.6J8%194.9J8 [HR=0.821, 95%CI: (0.673,1.001)]. T3t H-odl rhhr 8 EfE b L&
2505t T it R 1 T T R -adB T AR AE AT R B e v T M, DT ER-od
1214 (32%) HEHEZ T & e & e AR 7L 5 Hissia T .

Y R R T R R B B S 4 e (RCCO

TEAM IR TR 7 R e A 4l e (RCC) B R BET T 47 JE 8 S8 B2y ia 7 i e T
B ZHO G R . JBENTFE 0 58 AR AR SRR R B . 94
(NCT#00077974) H X0 24 i PRI ¥R 77 1) i SURRTE—Fh Al B IR 73697 5 9897 HHBIRIT
FEREINAN (FitF-on ANR2HTFIMF-a+ANE-2; TR oL ARITHEES
DIEIT28K) , MKIERECISTEAWHORRE, it rIsA8 ks . #9CS
(NCT#00054886) H 4 A K 77697 R W0 3 Fa 5o dF fe BRICIE S2 96 97 AH P E B VE . I TUAJT
IR R LS R B MRS (ORR) , WP T iR 2emta (DR) .

WEFLAFNT TS 7 BINLE T 10651 F6351 35, $24/2¢4525 7%, 50mg/HE2 &7 e B e
BIT . RITHREE R BH G IR AR HE B I BE R o BT TR 4RI 55 2 [R) 1) JR 3 I 2R 4R 4R
WL MRl AMAIECOGIA JPIRASZ AT EL K. I 7T 186 ~94% B & NN, 65% N5
o A EE P ALER ST S, FIRTERIN24~87% . FT A B & THIER FIECOGHA
JPIRES PRIy <243 o

W FCARNBIE 705 B (RS s 7 S AR A VR 7 Se e LRI H P EL A . P IRT 70 5
HNBEF, 95%M B E AL FE D IEHAMMA R . R4 B ERAL % L H
IR RS . R2HUEE AR IR TR Ca s AFEN97%) , BEFR4%R
B B VIR F AR EE A RN TG BB — AT RN R iR . A4
I8 1% EH A MiHs . W Fiarh R W CR27%, WEFLSHN16%) 5 T FisH &%
BRI (N51%, BEF4AN25%) « SEHE ANBES2%M B 2/ 0 E3N M. I 5
PIHERR T L0 i e B S o 1 B

WEFLARISH ML % (ORR) FZZfRFFLENH] (DR) W12, BiFidrh, Fubsg
G0 VPN A 360 B AR M, B MEZ (ORR) H34.0% (95%CI 25.0,
43.8) o WHFLSHER AN A 236 B H RIS %E, BUEMFE (ORR) H36.5%
(95%C124.7~49.6) . WEH|KED (>90%) & WEG Zfi L EAERT4MEIT RN, &
Mot EAE BB 10/ W, Wb E B3I EEa - H, 366 H R E T R (25%) HiPE
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Pk REAET, HRNE R AR R 22 1] (DR)
R 12. B 4 5 PAIREFIRT R RCC Fr 45 R

J A FHRIT RIMEFIRCC
TUEH 94 (N=106) BEFLS5 (N=63)
BMEMEZE 34.0 36.5b
[%, (95% CD)] (25.0,43.8) (24.7,49.6)
SRR ] * 540
[FALfE, A, (95%CD)] (42.0, *%) (34.3,70.1)

B MR, TR B A X R LR

AEmsial: CI=EASIX[H); DR=ZAFFFEEIN[E]; N=BF A% NR=AREF]; RCC=FH 4.
¢ EHERH LR R E VA .

b WHE V.

o E B B B S (MRCC) A6181132 I FRHT 0T BEE

ST B BT AL SN T R AETE W] (PFS) o EHAR I, 2081 7 105 1
F, Hrbsaplgs et atrERR 51.4%) HIEWERE (51 58 E[48.6%]) B
ToEREIBET: (3B, [2.9%]) - F47 PFS IAI N 61.7 & (95%CI: 45.1%, 106.3%)

KB S ALEE ORR IRPRR SR . B AR A AF IR A A R

A7 OS B A]N 133.4 ] (95%CI: 94.1%, NC) - 1 FELEZEN 72.0% (95%CI:
62.3%, 79.7%) -

MR MEMZE (ORR) ML E HIE. 103 il EEAIELE PP AN, Hib 31 &
# (30.1%) 315 PR, 1#1HEHE (<1%) 3K1F CR. KIt, ORR N 31.1% (95% CI: 22.3%,
40.9%)

ImRIRZHE (CBR) TEfRFE T BT 408T. CBR (HiiAH CR, il PR siffE
HIT OB E , MIRTT HFEEFR B i R FF 82 =24 FD N 60.2% (95% CI: 50.1%,
69.7%)

£ 13. BF5 A6181132 HE BERITRE R

A6181132
=Xzt fFRER
AL PES (D (EEL L) 61.7
ORR (%) 31.1
AL 0S (D 133.4
CBR (%) 60.2
K 3 = HE IR A 22 PN 2 YA TR 65 A W) S B I R 0T 3 848

2 B

— IR 2 0 2 HAIRRET SRS T &F ) & Je B 2538 T 1 R AN /T VI B e 8 N 43
AR B T RO 22 2 ME[50 mg, BFH—IK, B4, 15252 8 (42 7% 1. 1E 66
Ik 5% 2411 B e STV 2 R A R 22 B 17% ) B % e

3 B

7L 6 (NCT#00428597) & —HiET e & JE B 251697 A Al VIR IR IR e 28 N 7 W9 i
IEBRZ d . BENL. XUE . ZZEFI IR 3 BRI . BESHEZ M 2 M ARES
WM BRSSP bavE (RECIST) & XHIPBIRERE, HEREN (1. 1D HEE
LRI (85 ) siEEFe B e (86 B BeAz B K 37.5mg Z4WiaIT, ELAY, TlF
25, EEHFF H KA L EF R B R 4L A AL B e AR (PFS) o K
AR S BRE R AR (0S) , BMEMAE (ORR) , HEREMLER (PRO) LLL%E
At TR VRS R AR KA R )

2201, FL28T
Version No: 20220729



FrIe R R AN AR N D GEik SR AR L. BEAh, 49% 6T JE £ e 4 58 5 A
52%H) AL FE AR ThRE LR, HPNALRE A 92% KL T IR . 66% 15T E B
JEAL BN 72% LR H B WL 2 RGRIT . LA, 35%MIETJE B e 4L Al 38%
(¥ 22 R 20 8 B A KR RAMIGTT . BB FrER i IRy7 B 20 e 50R H it
Foo —HPHERE, SWTRAR, BERSINAIMNY Rtk SHEZa e & einsr. H
e I 85 BB, 3K 59 Bl (69.4%) fEMBLEm R, BTSSRI E R
TFRARZERIET I e o 3 IR ST P BE YT 5 4FJa WA A A7 3 R XU LD 0.730 (95%
CI: 0.504, 1.057) -

FE RS HG W A 22 3 2 R, A AU TR B B T 2 BT R AT £ 0k, X T RE
SRS T TCRE R AR . BT SURIBST P S R I, T JE B e R e A
FL o R A I A B3 DA PR SO 3 o TEFTVTAS 1 T ZE 2R /K P RRAE S 40
BIMEREIET R B JE B LU BE A o AR AR, e AR A7 B A IR 4 BL 22 R4 NR
(95% CI: 15.5, NR) , #FE& B4 N 20.6 NH (95%CIL: 20.6, NR) , Kt A 0.409
(95%CI: 0.187, 0.894) , p{H=0.0204]. 4FE& el 9 BlEHILT, WLEAAH 21
BIEEIET . ITREE R B TR 14, T EAAF RS A7 11 Kaplan - Meier {28 L&
3 A 4,

& 14. [FIRIPZE A - WEBTF 6 ST G R

J FEegE LR M e
RSN (N=86) (N=85) pfE (95%CI)
mvid e e ti| L VAR GE D) 10.2 5.4 0.000146° 0.427
(95%CD ] (7.4,16.9) (3.4, 6.0) : (0.271, 0.673)
SAATIABE U5 .4F] 38.6 29.1 0.0940¢ 0.730
[, (HY (95%CD ] (25.6, 56.4) (16.4,36.8) : (0.504, 1.057)
HMTMRE %, (95%CD ] o s " 0 0.0066° NA

41 CI=E EIX (A, HR=KKE; N=E#H A% NA=TIEH; pNET=FRIRMHE A /3-8 . 2 SUA ) )2 log-rank K46 .
bFisher’s A& HIG 56

3. JRARAHZ OB ST 6 TP R RS B Kaplan-Meier #H£%

= 100 SUTENT (N=86)
> 90 Median 11.4 months
o) 80 Placebo (N=85)
3 Median 5.5 months
e |
& 70
T 60
c
S 507
(7p]
g 40
L _|
c 30
RS
@ 20|
o | Hazard Ratio = 0.42 Y
S 107 95% CI (0.26 - 0.66) N |
& 0 p = 0.0001 .
T T T T T T T
0 3 6 9 12 15 18 21

Time (Months)
Number of subjects at risk

SUTENT 86 52 34 20 15 4 2
Placebo 85 42 20 9 2 2 2

2370, 3L28T
Version No: 20220729



4. JERRMZ AU T 6 TP S EAR Kaplan-Meier #H2%

100 Y
‘1.\_I_
~ 90 T———=
S e
> 807 Yoo
3 70 bm—— L
@ [
Re! 1
O 607 S
o
o 507
2
S 40
=]
2 30
o
g 20
(@) | Hazard Ratio = 0.41 —— SUTENT (N=86)
107 95% CI (0.19 - 0.89) ——— Placebo (N=85)
| p=0.0204
0
T T T T T T T 1
0 3 6 9 12 15 18 21 24
Number of subjects at risk Time (Months)
SUTENT 86 81 78 77 74 72 7 62 60
Placebo 85 82 80 74 69 64 63 62 60
4 B

—IZE b, BB JPRE. IV IRREE TS, VRAL TR B B IR AT IR B
WEABE. L REE. ASTUIRR pNET 855 (17 B0 % 4tk

106 &3 (HHEBAFIMBEAEZIG NS 737004 61 BiIA1 45 4l ) $2IRIEL A H 42,
(CDD) FE, ®H—kORkEJEEJE 37.5 mg.

TERNEE (95%CI: 109, 16.7) FIFIVAINF] (95%ClL: 7.4,16.8) 1, WA EFAEHH
L PFS ¥4 132 MH .

[z =]
ZEH

SERRET B G Je & — M Re i 22 AR 2 IR IEE (RTK) BN+, HArhheesz 4
T R B 2 5 PR AR K. R BRI I T R PR S R I R . U (80 R i
EIEVPN G R R, &7 )8 B e nT A MR AT AE A K R 3248 (PDGFRa 11 PDGFRB) .
MW KR T34k (VEGFR1. VEGFR2 #1 VEGFR3) . T4 7524k (KIT) .
Fms FEES R IRIEEF-3 (FLT3) . 1 BYEEIE MBI 73248 (CSF-1R) FIMPLER AN RATAE
MM E TR T2k (RET) o AEAANGH M50 45 R SR &7 8 25 Je m i) 1ok 52 M4 i 2
VBRI YE, AR AE R G S TR AT WANEIE R o A A Rn A e 45 SR o 3 EAR Y S
R B JBTE AL

TE R TE 52 AT S B 4 o5 ) R A B R A ik, &7 JE B B nT ik 24 2R ER R
IR (PDGFRB. VEGFR2. KIT) MBI 785 LLm) W fs 458 vp 5 o 400 ) g A=
Kl SRR, AN phR R E R . RIS R 7R SE RIRET B & Je nT i
S0 SZARRE E BRI (PDGFR. RET B{ KIT) AR EAMR A K, AR iRee st 55
7~ H AT 0] PDGFRB-F1 VEGFER2-H 6 () 88 L T 1k o

BHEH
BAFEME. ST BB Amesiklt . N EAHNE G AR I AR BB B % sl da 45 R 1208
BAPE.

#2401, FL28T
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HFE R

MEPEAE B A R G R B BRI, MEPE K RAEACHCHT 21 KEZRLE 7 K& 4%
FHRER (0.5, 1.5, 5mgkg/RK) . 5mgkg/RAIER (L85 Ak HHEFFIE (RDD)
50 mg I & 9F AUC 1 5 £5) nf WIRRRIET: CGEIRATER) o« <1.5 mgkg/ RAER (Z1N
RDD 50 mg/kg Bf &3 AUC [ 1 £5) RUXAEE A REW. ki, RINMHEOER
TR (2. 64 12mgkg/R) » MEMAERG AT WA R, 12 mg/kg/ K &R

(#3174 RDD 50 mg I & 3F AUC (1) 5 %) AT WS on I R & R =2 mg/kg/ K5

HI (2925 RDD 50 mg B & 3F AUC 1 0.4 %) FIILFHENEZES. 179 MHEE R AT
PEIRIG A (030 1.5 F1 6 mg/kg/ K, ELLEZ 28 K, 15245 14 K) , 6 mgkg/ KA (4
4 RDD 50 mg B} AUC (1] 0.8 f5) , BRXTFE . GRSEAA B2 AL, 0] WL FF 8 246 .

HEVEAEE TG, VR BRS AR G 2 I MEPE K RSO AT, 1E4E 58 REDR TiF e 8
Je 1. 3 8 10 mgkg/ K, <10 mgkg/ RFIER (£°4 RDD 50 mg B &3 AUC 1) 26 £i5)
AH T R ZAREARE TS OBESY. WEMED KWL ERm.

WRG-IatF kB mElied, SRR RAERA TSR ERKEHEOS TR e e, FiE
AN 0.3, 1.5. 3. Smg/kg/ KA 0.5, 1. 5. 20 mg/kg/ K. KRTE 5 mgkg/ RKFER (4
79 RDD 50 mg B & AUC 19 5.5 fi5) , Al WLIRAGZET: B FME S BT . K RRAE<3
mg/kg/ K& T (£15 RDD 50 mg B &3¢ AUC 1) 2 %) , SHIGAFAR WA R0, RAES
mg/kg/ RFIER (4125 RDD 50 mg i & 3F AUC #) 3 %) "] WIEHGSET:, 7E =1 mg/kg/ K5
& (£9°5 RDD 50 mg B4 3F AUC (1) 0.3 %) #f WLfim e (JSRAEED .

KEE = HEERE T, e EH=EN 0.3, 1. 3mgkg/ K. =1mgkg/ K&K
(#15 RDD 50 mg B &5 3f AUC 19 0.5 %) , SEORHIAI LI BR AR E I8 R BE . 3 mg/kg/
RFAER (299 RDD 50 mg B &3¢ AUC 19 2 f5) , o] DUEEAREVE 5 28 22 S LR A4
#HNFE, BEETAREIEI AR . <1 mgkg/ RAIER, RIARKERM.

MEVER R ES TP E B 15 mg/kg, &FJEHFJE KA AT WALt 70k, HAEFLH
IREEIR M I AR PER 12 15

BoE .
£ rasH2 FEEER/INERUAT SD R B AT 1 B e, AT WAH AL BH 14 25

rasH2 $63L RN R —ES: 1 MPHEL 6 NHA TEE RS, =25 mg/kg/ K&
] OB R M A/ BRI A, DLR I AR R A SN 8 mg/kg/ R B R AL 1
HEVEAR,

KR 2 FEURRIe T GESLG25 28 R, #2457 X)) , LA Imgkg/ RAIERMN (44
RDD 50 mg &7 AUC 1 0.9 f&) , AT WL+ Z48i. 1£ 3 mg/kg/ Rmml&ER (44
RDD 50 mg & 3F AUC 1) 7.8 i) , WL+ =4 gd K AEZ G0, FHEEA B R R 4 i 1
Az D% W s A PR R R A 1 R A R A

LR SN :

AR EERESINAS3MNA U LA TEREER (BH3AAKFE N2, 6.
12 mg/kg/ K 4258 AR N03. 1.5, 6.0 mghkg/K) JRIT, ERBERAKTHER
50mg H#E#EFIE B E G IFAUC (57 )e B e 5HIGEMARIN &I R G H#TEE) 10465
B, HIEHRAEEAR. £ 8 NMEAMRBEAZ RS, TERKF (NOEL) H1.5
mg/kg/ K, BIEESZESIANHA NS, K FRE. REMRKRESIMNH (1.
5.0F115.0 mg/kg) BN (0.3 1.5816.0 mg/kg/K) A T4 REE, =5 mg/kgiil &t
(21 N8:%50mg RDDEFH &9 AUCINI0R5) , AT L8, AR M apcE &,
JREEIHm. tAh, KRTE>S mg/kgfls T ol WEv. B iR E A R IR AR ™ HFE
ESHIEMR, FEAWE, EEEFRIN. KRR B 5 1o MRS 2 9 <2 mg/kg/
Ko

2571, 3L28T
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(EawpaED |
CLAE A RS2 M SRR (8 TR DA 1 &7 Je i Je AN SRR & Je B Je 25 AXah 11

7 25 mg-100 mg GRItHER HFE 50 mg #FH KM 0.5 & 2 %) #EEHE
W, SFEE R M2y M2k R (AUC) I KIMHIRE (Cma) BEF R RIE ELH 0
{2 ARG Sk % (B3E GISTAHI RCCHEE) HAMLNZMREh 1% . ERERH
YR B S ARG 2G0T, RRILET e B e A R EE PRI I 24K 8 ) A B R AR
the MHESGYE, FRBRER3~4L, MHEIEREWERT~10f5, E10~14KN
£ S8 B R M E R AR UIIATASIREE . 14K MK AT 2 B JE Fl - B AR 1) S ik B
~63~101 ng/ml.

LTI
fFEOREF e e )E, EIXBHRM IR LRI E] (Tma) FE6E12/NEEA

BTN

ez i B R R AR (S 150 A 5T R B LUK 5002 600/5 7 R 5D i
FH TR JE B JE 50 mgitf, &7 Je # Je AR PEAC A 1) 2 e 2 30 32 B B AT I RS KR
M o

o]

BREBRIMEMSMEM (VA/F) 22230 L. EERINRIE T, 478 78 K F g
R 5 N ML A 45 SR 5 895%F190%, HAE100%4000 ng/mL (TGN, &%
ToUR FEMR A -

ER

R RE ORPEFEEE B EIE, 8788 e Ml BRI 2R 32157 N
21 4060/ FIB0F 110/N . 478 % Je i M IRIE R 2 (CL/F) 7£34 L/hE62 L/t N,
R B) AR S 12 40%

1€

e e EEHCYPIAMRE NI BUE MR CYP3A4 #t— DA . HEEE
PEARY G SRR R I23%537%. fE4G T MU Er i RIE s, &7e 8 e RIs
PEAR YRR MK R B EZ &, 5 RCEPE92%.

FEH

TR T — N U HEARC R E G, 258 R N61%, R I EISCR A
16%.

T e M B A YR AR RN S AE i R B E B AW, 43 ) 5 O
H186%A174%

5 )& BCRP il 7K 254 & H

AL, B R R MR HE R BCRP HIJEY) . fEWFST A6181038 1, 5 BCRP
IEFIE SRR B S A TR B R e iy (B R B e+ [ Cua Al AUC 77
AEAIRRA R (U [EAWHEEERY D) . EHARE—mZ o, e, 1/
TR 7, 3 H R TE MRCC B irhidr e B e 55 68 e & FH 12 /i 52 1%
BRI Z A EMPUR ST . KERTERZIMESEIES B (8K 250 mg) AIETE &
Jé (8K 37.5 mg[BAFI 1, n=4]8% 50 mg[BAF 2, n=7], $ZHZ§4 525 2 ikl
Y A HRPENZRE 1%, SFREBRARNNESH ISR AIRRE X, A
WA AT EAER ; (H5 R R B NEEXT R (BRI N=7+4) , HzZ§i3)
FIEES I B AR o R R R, TR S S A I 2543 1 2
ER(:E T

KR NBE
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B G REY Je B e BUH 3 ZE AW I 245 403N 70 R LA R R 3R I BT IR R =
NIZESE: FEES (18%884%) | fRH (34F168kg) Rk (AA. BAL EMA) .
Al EEREMIEMEA (ECOG) 15 #E (Child-Pugh A ) 5 JE (Child-Pugh B
g0 it

IRt & B

5 ohae e EE AL, RSN DIREDE (Child-Pugh AZD B DR
$%E (Child-Pugh By [EH T, BA WM s 22 2047 e 2 e sl g AR 25430 7
LRI EAIGRE X ZER .

#FZ (Child-Pugh AZ%) B (Child-Pugh BZ%) FFINGEMRE R B E 2 ER B
ST T HBYIAFE. RIEFEEE (Child-Pugh CH) ATIhREIRE BE AT

EIigetiFE a2

LB g% (CLer >80 mL/min) MIEEAALL, EEARAE (CLer 50 &
80 mL/min) . */& (CLcr 30 £<50 mL/min) B{E ¥ (CLcr <30 mL/min) & #i45 Hi%
BEBZENTRITINEE T, A T 2L 287 Je & e B iE AR M 25430 /)
FHIEA IR E L ZE .

2% (CLer 50-80 mL/min) 9% (CLecr 30-<50 mL/min) B¢ E & (CLer <30
mL/min) 5 DhEERE H AR ENT B FH L2 BB i AMER Y GH &, 52557
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