20234 8 HAGET (GF 2 fR. FFEEACAESR)
202341 HeaT (3B 1/R)

Br R EERAT
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| BFEERRHEES | 874209 |

a4 = TREFET20
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oY — TRGEETLS
22600AMX00530000
201445 1

ARES
ARFohALE

MR EEE

FUTILUIY - FES Y UEEIRECG iR
BIZE, WSEBERER (FR—-RAMFONSZZ LTI L)

OJdY-D e T15
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Lonsurf. combination tablets

CamtIRIBEIEST - BEODEE - B

5.3 FRRGABRISHLA AN & M7= R ORTBHIRRIZ OV T, [17.
BRI ] OHOWNE ZHH L, AFOFER O Rtz
F B L 72 1T, BMISRRFEROERETS 2L, [17.1.1 2
]

6. FENUHR=S
WHL RPN SR (1NE) 2RRrRICADET
WORMEREL L (M) 7)) 2 Y& LTH35mg/m?/I0]) .
BHRECYEBOLIH2M], 5H G ORS L0520/
K352, Zha22EEDEL-OB14HBKREST S, Zh
13— 2L LTHRGEHEDIRT,

1. B
- =R

1.1 X ZZSOCHALEEEF. BRBICTIR/ETED
EEMERICENT. DAFRAICT DR - £5Rk%Z
FDEMODE & THREADEY] & HIE S NBDEERIC DL
TDHREIMIT DT Eo Ffc, BERKICKIS. BEX
FZORKICEMUERUEREZ+DHAL. ARZE
ThoER5TDTE,

1.2 JvEEU S IVRRBMRESE. CNSOEFED
HAEE (RUF—b - TAT=IL - DS VIVEES).
REEF VLY by N ISTEBRAHHERA (X L+
Y— MRORA MUFE RF MU D LK) EOHA

[CkD. E%H%Bﬁﬂﬂ?ﬁ”%@gi'ﬁﬁﬁb‘%iﬁﬁ'éb‘%ﬂb“ BB, HBEOREIC XD TR 5,
HDDTEETDE, [10.2 B8] i FIIEStE
PRFRIRL (m?) BT
.22 (ROBAEICIFESLIEWVWT E) 1.07 A 35mg/lil (70mg/ M)
2_] KA ORIt U 2 B OE OB ED & % i 1.0780 E~1. 2341 40mg/[0] (80mg/ H)
-~ v, ) 1,230 E~1. 384 45mg/[0] (90mg/ H)
2.2 MR SUSATIR L T2 afREMED & 5 & (9.5 SHH] 1380 [ ~1.534008 50mg/I0] (100mg/ H)
. 1.5380 k~1.69kKH 55mg/I8] (110mg/H)
3. #ERK - MK 1.69L | ~1. 8443 60mg/[0l (120mg/H)
3.1 #88% 18480 F~1.994H 65mg/[A (130mg/ H)
et a Y Y — TG HETIS T 4 — 7 A $ET20 1,998 k~2. 155K 70mg/[8] (140mg/H)
Goh 1Goh 2.150 75mg/[A] (150mg/ H)
AR | P T Ty 15mg| P Y TLY VYV 20mg s S e = AR N
F YT IR 7.065mg|F ¥ T ¥R 9.42mg 7. RARUAZEICRET R )
FUBEARI, 8577 7 — b | FUBAR. #5707 7 —1L 7.1 fhD PP ESS Al & OOFHIZ DWW T, AR RO R MEE
Ty eTuxu—-2x, ATV eFuru—-2%, % Ty LT
WAl 7Y v, v uId—L|FT Y VB, v ud— L °

6000, E{tF2>, 257V v
347 SATFN

6000, fE{LF2>, 277V
W~ as o, =Lk

3.2 REIOMER

7.2 ZEMEREICARAN A G U 22 A
LY DY (FTD) DCuux® EHH
RS- A8T 52 &,

mfEh LT Ny 7
HHOENBZLenb, %
[16.2.1 £#]

554 Oy — 7 iASET1S oY — 7 A $ET20 7.3 KFNOEGAIZH 72> Tk, DT OHEHEERBHZIZHLEITE U
var |HEORTFERRD 7 4 v & EARGO R TFERIKRD 7 4 L 4 S S - SHE
VLR e s, il T, WE IR 2 L, [8 ]
i ﬁ'J’H"’iLZ:L\O ifm H?k;'i%léj Gﬁé‘f%ﬁ%%%
g — — PRI U 23 AR A R U, [H3 5 FRI e | £ ol
A% ->T %,
WE | Ha | BR | EE | Wa | Ak BERS - TG & T —
KEXER| () | Gom) | (mg) | (nm) | (mm) | (me) fpstsiiin Pt st
71 27 | 1227 | 7.6 3.2 | 163.6 15 FPHIEAE :
JIINEIE 5 8.0g/dLLL L 7.0g/dLA i
4. ;}JAERH;}J% A ER gL 1,500/mm3LL | 1,000/mm3Ajifi
1L/ B 75,000/mm3LL_I 50,000/ mm3 A i

RYIFRTEEIREST - BRI - BRE
OTJ\/\A EFRARICIER UTCamIBREEIE T - BROBRE

WEYILE v

1.5mg/dLLL T

2.0mg/dLAHZ %

FaAIE A LB 2. 515

AL UERE RO 2 . 5%

AST (GOT). o : il s ; !
- (JHF RS RE (5 ¢ 545 ) | (HF i B0 51 T U 54 )
5. MBENIFFRICEET D= ALT (GPT) LIF SHZ 5
RhgEThE) LT F=y 1.5mg/dLIL T 1.5mg/dL%& @ % %
5.1 KAIO— KB KO KiB#E L U TOBRMME R OR2 M A HIAER Grade L Grade 3L L
HEr LTz Grade 11T (BB, Bk
AL 1% e AR PRI, GHELE. K Grade 3BLE

5.2 AAIDOMHtiFEAIC I o 2 AR KO REMERIE. L T

W,

D

PBERUZPE S IERIEBR L)
(Gradel¥CTCAE v3.01235< .)




- S ORI E I N L TR, RSP A B E
KAWEG-OWH AR L, 25T 33042 ZET 5 &
iz, BHEONEE L EEICER LEWER O R8BI+
BT AZ L, [9.2, 16.6.1 I#]
CHTT =2 (KSEHI A2 &) Hic, NREIEME ] 12554 T
DAETEHELHREL -HE101F. AAIORSHBFC B0
T, 32— AW TILH AR & U T10mg/ H HAL TR
%, 7277 L, IEKS5EI1X30mg/HETET 5,

I EHE
IR 500/ mm3Aifj
/IR B 50,000/mm3: i

7.4 KFH50mg/ H & 5§ 245513, WIEHIC20mga . SV ER
1230mg & ¥ 595,

8. EELEANEE
ARFNOFEGIZ & 0 B REHREHINH] & AL, FEYUAE S O H 5 7 HI]
TERPEN ZH 5bNBE 2D 5 DT, HENZIMERE
EITOo KL, BEOREL o ICBETAZ L, [7.3.
9.1.1, 9.1.2, 11.1.1, 11.1.2 ]

9. BEDESZEITIEEICHETZER

9.1 I - BIEEEDH D EE

9.1.1 SEEHIDGH D EE
BN HI SRS 22 b B, 8.,

9.1.2 BRPEZEEBH LTV DES
HRENENC XD BPYENTELT 2 BT h2”d 5. [8..
11.1.1 ]

9.2 BiksEEEEE
BRNHZEOREN LB Hobhbsbthhrd b, [7.3
S H]

9.3 FHigeEEEERE

9.3.1 EEMEEEESEE
R A A R T R L R PR AR TGS L Ty,

9.3.2 hEEEEEEE
rh S TR R RS CERIE DI E ) LY U BEIAFEEL L
oL OWMENRD B,

9.4 L£IEEEER T HE

9.4.1 EHATBE R F IO EH SRS 4 2 BEA B BN
R 2B EEE TS 8, [15.2.2 BH]

9.4.2 IEARTTHE 22 Lo PR IS U Cid, KA G- R O P 54& T 1%
—E WY AT AT KO TRET B Z &, [9.5 2IH]

9.4.3 /S— b F —DMEMRT B AMREMED B 5 ISR L TR A
A5t R O 54% T 8 — 2 RN YN BT A 4 % &
S5 Z &, [15.2.1 2]

9.5 1F%

IR SARAEAR L TV B TREMED & 2 MEIc i35 LsnwZ &,
BFER (5 v ) TIREAORE (RREHE I & ONRs
FEAEH) ROMEREMEAREGE Sh T3, (2.2, 9.4.2 &
)

9.6 #=IIR
I LBEWZ EREE L, BFEE (59 b) TR
OBITAEE Sh w5,

9.7 IR
NS AR E U RGBT G L Tk, B
(79 b)) TRARETZ2URANOHENHE N T 5,

9.8 SkE
BEORELABISR L s W LHEEICHRE 52 &, A
BEBEAMIE R LTV 3 Z &A%,

10. #HE{EH
In vitroikEE T, P 7)Yy (FTD) 13k b iEil X &
LAY R IV AKR—2=CNTIOE, FE 5 2 ILIERIE
(TPI) e bAEHIFA Y F 5V ZR—Z —0CT20DIE T
HBHI NIz,

11.1.1 2H4]

(2)

10.2 HAER (BRAICERTDIL)

KA E

BRAREAR - i )T i

e - fabRIA T

7 o Ly Y v RUESE
JHE A5 7l

IR 2o RE R O
RIFR2ZRBT 55

F I VA RREHK
[1ERCR (EPE o e

(A RvBECY, THIT—|Fhddb, 7ok IV UK
L., PRy LYY Y, T U VENE 55 791 5% o fif
Ltaw sy, FHIT— MHizkn, tvon
o T VVEGHL T yYy (FTD) @
T— - FAFTI - AT DNAHLD JA A AN
5L ) ARA D T HEHEMEA B B

7[1.2?5{{} 77777777777777777777 AHpDOFET 2L
FVF—b - FHT—L HEEIE (TPI) »F
v 7 VIVERA IVVRAKRY T —
vARAKYF—=1F 70t nm ¥ (TPase) #BH5E
PR3 THI LTk,
(1.2 2] K (A< ENI

EREN = P NV
2zl
HER AP

(AP bPLFEHF =1, XA D
LE R Yy LK)
oD AR AR A AR R G DAL B R RG] LA R
L5 HENBRT B T & | EE A ISR X
NdHBHOT, BEDO NS,
NIRRTk
52k, BENRD
6N 7= ATk
WL KIS0 Y] &
WiE#ITHI T L,

U TERESS A% D K
IS 2 2y dESca]
B2 S 5.

1. 8WER
WORHWERD S 6bNB I EnHBDT, BEE /52470,

HHARRD 5 NG E I3 S il § 5 7 S o &
oz,

11.1 EXIFEHER
11.1.1 SEEIH]
IFRERIRAD (52.9%). Il (31.8%). FAIMERD (27.4%) .
MBS (18.1%) . U v /SERI&A (4.8%) . FeBEAThER
WAE (3.0%) FHOEBHIHAS SbhdZendb b, (8.,
9.1.1. 9.1.2 &M]
11.1.2 BRRAE (5.6%)

Jilige (0.6%). HAIMAE (0.6%) FOWGREN b &b, FET
IZEZEGIARE ST 5, [8. BIH]
11.1.3 BB MRS (HEAM)

gk, RN RIS, CREVEOERTEIR A IC g L, BES
R 6 NGAITIE. IWESXEE. W CTS OB % Fhit¥
32k, MEEMERPSEDh G, &5 %2 dIkL,
BB AL E VR A RSS2 5 EMEY aUE A1 Z &
11.2 ZDDEIER

10%0 F [5~10%Ai 5% Al
T . E[OANE. BEER. ALY A,
. W& 0k | Tds, Hi
Pk
Wi, N
it

B
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I BER FEF PRI, AR
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PRy EE B
L7 )

A i RE AL
L7 FHE)

SR LN TANTE N
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HpRE
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EAEDFR
14.1 ZEIZ{FDER
PTPEMEDHANIPTPY — b 25 B L THRH$ 5 &5
B3 8, PTPY — FOBMKICE D, FROSIAE AR
WERIEAFIA L, SIS Z8 LA 36 2 U CHEbRA LSO HEE &
AIEEHRTEI LD 5.

15. ZODfDER

15.1 BRRERICE D B
KilzgEnB Y 7L) Yy (FTD) 3X 2Lty PR
POEAITH D, Pty A L 2D HF IV ViFEk (VR T
VUL ATV UE) LEBROEERRERLTED.
KHI LMD F IV VREAE D U 2256, WFIORI R A
X NAWEEMNEZ 6N 5,

15.2 FEERAREERICE D < 1Bk

16.2.1 BEAZFVEICBI LT M 4 O 72 15 i 92 PR 4 S
TFLSERG NG & O 7o @R B i, L O~ o 2 OB Hb
MG A F O 72/ MERRBR IS 50 T B R A s T
%, [9.4.3 ]

15.2.2 7 v MIRERE L Z5E
hTns, [9.4.1 2H]

16. ZEHEhRE

16.1 MAEE
H A A [ 9 B 1 K % 15~ 35mg/m?/ [ o & ¢ 1H 210
(8 - & fxtk) 5HEDEGARIIE L=t HRIRSE, Zh %200
#DE L 72 & 2 OFTD KU TPIO LA h iR HERL e OSSR Bk
IRT A= B RFRITRT, MAEPFTDIRE S ER G2 X D1
U, BMAEGEE B U T Cmnadd 1. 415, AUCIZ2. 6151288
L7275, IMAERTPTIRE 12 ERILRY Sk » 5 72, 15~35mg/
m%/ [0 DO A EFPH TEFTD X O TPID Coax & VAU Co-10n (342 FH &
B U CHL =Y,

A % 15~35mg/m?/ [ CH AR 5 K O H2M S (5% 5 L 72 & X O 5
HOMBEPFTDDIEY L ST x — &

oL HRBO RN &

& 0l n Crnax tmax AUCo-10nr t1/2
(mg/m2/[1]) (ng/mL) (hr) (ng * hr/mL) (hr)
15 16| 1009£491 | 1.7+1.3 20374773 |1.3940.38
12 6 | 12054421 | 1.6+0.7 | 547842849 | 2.44+1.57
20 13| 1840£737 | 1.24+0.8 4347+£535 | 1.17%0.15
12 3| 27474610 | 1.7£0.6 | 9994+2109 | 1.52+0.34
95 1|3 245041021 | 1.54+0.9 | 4281+1380 | 1.494+0.59
12| 3| 2757£1173 | 1.3+0.6 86560 1.96+0.10
30 1|3 367711459 | 1.24+0.8 | 8229+1441 | 1.88+0.73
12| 3| 54371685 | 1.3+0.6 | 2367217844 | 2.33+1.26
35 16| 33384767 | 1.34+0.5 | 8678417862 | 1.41+0.38
12 6 | 4752+1697 | 1.9+£1.6 | 209502237 | 1.97+0.51

P-EfE MR SE . a) n=5. b) n=2
AFi % 15~35mg/m?/ B CHAIE G e O H2WI [ (82 5- U 7= & & RS
BOMIFPTPIOFE TG S 7 2 — 2

(ng/mL) FID  =1AH  (0g/ml) TPL ~1HH
10000 +«12HH 1000 =~12HH

1 1000 1 100

% 5%

H 100 10

U= U=

E 10 B o1
1 e 0.1 T
0 2 4 6 8 10 0 2 4 6 8 10

5 %85 (hr) 5 %05 (hr)

AHI% 35me/m?/ [T 5T UL H 2B U = & & O/ 5%
DIMEHEHFTD K O TP LR HERS
A+ R (n=6)

16.2 MRIN

16.2.1 REDRE
HANE S (146) 1ZAH] % 35mg/m?/[0] T %12 HilnliE
G U & & 220 & ol L CFTDOAUCIEZAL L & o
7z, FTDOCuass TPIDOCoa XK AUCKHEHIZL D Th TN
61%. 56% M UB56%IIKT L7222, [7.2 2]

16.3 21
In vitroiNBRIZ B W TFTDO & b MR R4 2£1396.7~97.3%
Thh., EaEAENITLT IV Th -7, TPIOEMES

#131.3~7.1%TH > 720 In vitroidli T, FTDIZt FCNT1D
WETHBZEIREhY,

16.4 X35
FTDIZF 3P vk A2+ 77—+ (TPase) 12k b)Y 74 n
F IV (FTY) R x . BIs5-A I KF 2w 5 VIR
Ehs, b MIUERCIRPTTPIOREMIZIZE A ERD O A
B ol

16.5 HEt

16.5.1 BARARIEHEE#E2161% W12, A% 15~35mg/m?/ 8]0
HECHERE Lz E 2 OFTD X UTPIOHRLG#108:M £ TD
JRpPEER T O RICEWTEHh &€ Thh., ThT
110.963~7.64% K 1'19.0~22.9% Td > 7=, FTY DR
EFTDOMED11.9~27.2%CTH D, FTDIXEIZFTYIZCH &
TURHIZPEM X N7z, In vitroikBRT. TPLiZ & F OCT20D I
ThHbHIZEIRENEY,

16.5.2 MG E &2 N RICUCTIE# L 72FTDXIUZTPI# KA L
7oA A & 60mg CHIAPEE- L- & & (Zh2hu4fl). FTDIZ. #%
SED60% AT PR X . ZD55% S FTYEFTDO 7L &
o vgfaa ke UTRPICHREE iz, PRI S 72 e i 1%
LGt 24E 8 iz, IRIFRPICEIR X 2, —HTPIIR, &5
HOTT%AEI PR & . 50%AF Pz, 27% A R iz it X
n) GHEAT—4),

16.6 HEDERZEIT2EE

16.6.1 BikpEEEERSE
[ B VSR A % 35me/m2/[a]  (FEJE A AR PR A 5 13 20mg/
m?/[0]) OFETIH2ME (] - 4 &%) SHEEGROKRSE L

MR gl | Coe tmax AUCo-104r 2 H2O RIS, AR R L& & BRI (1261),
(mg/m2/[A]) (ng/mL) (hr) (ng * hr/mL) (hr) . i e N
106 25.8+414.7 | 2.6+1.6 | 117484 | 2.27+0.74 (10f1) KuUHEEE (661) OFAERE (CLerld € h 2160~
15 12 6| 44.1451.8 | 2.8+1.5 | 2344283 | 2.8940.83 89mL/min. 30~59mL/min & U'15~29mL/min) D » 3 EHIZEH
20 13| 43.1+6.5 | 1.7+0.6 166+29 1.53+0.17 3 BFTD N UTPIDDay 120 3B/ ST £ — & 2 FKITRT
12| 3] 41.8+14.7 | 2.7£1.2 16141 | 1.8240.18
: S
2 1|3 54.2428.5 | 1.740.6 | 214+79 | 1.7840.27 CHEAT =2). [7.3 2]
12| 3| 50.24+13.1 | 2.7+1.2 300" 4.0143.57 T B RE R R (SR A 35me/m?2/ ] (B T R BERTE 7 B 12 20mg/m2/ (1))
20 113 136477 2.7+1.2 591+338 | 1.66+0.37 TLH2I G- U7z & 2 OIUEHRFTD KO TPIO MM E)fE 5 £ — 4
12] 3] 99.6+43.8 | 2.7+£1.2 | 4474278 | 2.2140.62 FTD TPI
35 1|6/ 76.6£32.1 | 2.340.8 | 281499 | 1.6740.22 BE|H | n Conax AUCta Cinax AUCtau
12] 6| 70.0+43.4 | 2.3+0.8 | 317+182 | 2.3740.93 (ng/mL.) (ng * hr/mL) (ng/mL.) (ng * hr/mL)

PRl B HERSE . a) n=5. b) n=2

(3)

12|10 | 523542662 | 2013147398 |48.78421.88|247.27499.68¢)
12|12 | 476342573 | 22539413320 |77.62+43.25|401.89+116.109
12|10 | 601442273 | 303987742+ |111.67453.49|602.09+321.17
12| 6 | 4162+1728 | 30614418278 |126.33454.022185.00, 1254.68°)
e PR R, A BRBEIRR RS, B BE OB MEERELH, C:
TR O ERERT S, D - HE O EIKRERITH B, a) n=8. b) n=3. ¢)
n=9, d) n=10, e) n=207=WlFIDIE%RT,

g|Q|F| =




16.6.2 FFikpEEERE
[EF R 12 AR A % 35mg/mY/ RO FHECLH2[] (9] - 7 &#%) 5
HBDEGRI S U =2 HBRSE, Zha2llifn Lz & &,
B (8f) ReUSrhERE (3M) ofFHRERTE (ZhFh. NCI
D Group BRUC) Db 5EHIZEH T BFTD KU TPIODay
1203/ N5 4 — 2 B RITRT, BEOFEEEREHOH
BEOMMBREIIMET LTy JHEAF - %),

I A i e 5B 2 KA1 % 35mg/m2/ 18] C 1 H 281 K 538 5- L 72 & & o I8 v

FTD RO TPIOSEYEIRE S5 X — &

FTD

TPI

B H|n Crax
(ng/mL)

466941996

AUCtau
(ng * hr/mL)
20392456092

Chmax AUCtau

(ng/mL) (ng * hr/mL)
72.50+60.77|335.44+230.062
B 12| 8 | 3860+1232 17489+7379 |60.18+21.07|304.98+112.052
C |12| 3| 4277+153 15406+1244 |98.87+65.27| 494.65+287.56

PN RS, A ITRREIE R R A, B BE OIFRBER TR, C -

TSR ONFRRERTE R H, a) n=T

17. BRPRRLIE

17.1 BERUREMICREET D5

(K& - Bl

17.1.1 EFRHESE MAERER
79 b IV VRPUEEEESR. AV T Y. AR YT
5 F YV RUHMVEGFE / 7 1 —F Lk, ¥ ONZKRASHEIE T
BEATOL G 13D 5 < & IHHEL, FOMEGFRE , 20—+
iR EED2L Y X v Y EONEREE A L o7k s H
FEAENG - EGRE (ORFI534H, 7T L K266M) xR E L
M BSERBR D KGR AFNE 75 £ RIZHEE LT, 247
EHEICIER L9, [5.3 2]

A 12| 8

AL O R R

ZEAFIIE .

e | RIS = Pl JNHE— F D)
EbH: FgLfi (H) . e
(HAN) (95% S ALK ) (Fy ) &) (95%fSH¥iX 1)
534 7.1

A7) 65.7.9 | _y oot 0.68

75 bk 266 5.3 ’ (0.58, 0.81)
(88 (4.6, 6.0)

a) KRASHBZTR (A, 2258 . PIRsFEsli 2> 5 o Wi (18 HA
i, 18 ALLE) . Husk (HA. oK) %88 & U 2zfgillog-rankiE (2
DERM L.

b) KRASHUZ T (Bp/ERL, Z5500) | wIlsts izl & oMM (18 - A
Wi 18 HEALE) . sk (HA, oK) ke LZzCox by — FET
INZHD EFH L 7=,

1.0
| — kAl
--- 7&K
% i
= 0.5
=
i W
pl - d
N -J.|L L"‘“‘LIJ_
— R T ST s
[y}
0 T T T T T T 1
0 3 6 9 12 15 18 21
247 (B)
H 0 3 6 9 12 15 18
&AW 534 459 294 137 64 28T
77 AR (fi) 266 198 107 47 24 9 3

A O Kaplan-Meier il

BIE I FEBI=R1385.7% (457/533001) Td - 7=, FaEIfEmHE.
TP ERIEA53.8% (287f1) . HLD39.6% (211fl) . ~NELr O LY
WA32.1% (17161) . AMER#EA31.0% (1656) . 1 5728.1%
(150f51) . FEARIR26.5% (141151) . F123.6% (126f) . Mt
20.1% (107(50) . I/VRE219.9% (106H) TdH - 7=,

(Br)

17.1.2 EFEHEISE DHEEER
7 9 b IV Y RPUEMEES AL 48R T AN UM
s SRPUEPEIEIS A R O/ XUEA ) T 0 v D T LA

<y

HWALUT v b RIS A T 2Z AER2 (HER2) /neulsid
(HER2+) »HBIL TV 354 IXPHER2BE A G2 v 4 v
U BRI A4 L OO 2R VIR ANGE 2T - FRE
M EEATE (EEOHONEEEEAH XD E F5emlIAIZ
P 2 i) s (RFI337TH. 75 £ R17061) 23R &L
7= AR BGRBR OME R, AFIX 7 5 Rk LT, 244
W A2 A IR L 727,

AL DA
e | IR | B P | e
(HAN) (95% =X i) (F ) = (95%fS X 1)
337 5.7
A (46) (4.8,6.2) 0.0003 0.69
- 170 3.6 ) (0.56, 0.85)
T (3.1, 4.1)

a) Mk (HA, HALSH). ECOG PS (0. 1) KU'T 4 YL~ 7 DiRERE
(B0, L) &L L7=fEllog-rankMiEIZHED X EH L 7=,

b) M (HA. HALS) . ECOG PS (0. 1) KU'T 4 v L~ 7 OEFE
(B, L) #FEE LACoxkbtfilNy — FEFIMIEDS T M L2,

1.0
— KAl
7 --- 7&Kk
* v
% A
= 0.5
=
A \
4I-\‘
- T -
[
1
0 T T T T T T T T 1
0 3 6 9 12 15 18 21 24 27
SL4FHIR (B)
H 0 3 6 9 12 15 18
R 337 240 124 66 3L n._7..
VAR & (7)) 170 101 47 29 10 5 0

A O Kaplan-Meier i
RIEFH R BL2E1380.9% (271/3356) Tdb -7z, EARIMERIZ.
I ERIEA51.3% (1726) . ~EZ a ¥ U4 31.3% (105641) .
H025.4% (856 . FHILERIRA21.8% (73M) . 9E5721.5% (72
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