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BAOBRKEm R ERAS

B4 D T U B P HAE BRI R 25 4 = T 8 A

(25 45R]

A PR A A A BV I

Je L 4 FR: Vinorelbine Tartrate Soft Capsules

PUEPEE: Jiushisuan Changchunruibin Ruanjiaonang
[Ritr]

TR WA R A AT Hi T

Wpa iR 34 - RE-4-LA-8 - L KA A R &

=31 Afaw

53 ¥ 3: CasHsaN40s.2(C4HeOs)
JrfE: 1079.12
(QETN |
AR GRS 20mg) BN ALt (BUME N 30mg) AR TE. AWK
PE VEIE IR B ORI, FEAR TG AT WKL .
(& SE ]
A itid T AR TR BR 1) Jm 38 0 0 e R M R /N A s, A A v L
B8 24 BB S AT
(34 1
(1) 20mg (3% C4sHsaN4Os 1H);  (2) 30mg (4% CasHsaN4Og 11 )5
[HERHE]
o BZGIHIT:
HEXETT N
IRV ¢CE]
2571 & DA R A TH A 60mg/m?, NAEE—IRA . & 3 FAA— TR



JEeE G

=S G, BV IE4EARCHIFEIE 2 80mg/m?, &H—kH. H
H =R N 60mg/m255) & i, WE YRR A2 A — K T 500/mm? BRI —Ik
2 500~1000/mm?> [8] 1) 534 N AT 48 5 8 H 60mg/m?77) & .

B =AE A 60mg/m/Ji | W& vb 4 kv 41 | vg R MR 40 B | v b MR R 40 P | mE P R 4l
701 5 B G e ok 4 O %R | >1000 >500 L & | =500 LA & <1000 | ff1<500

= <1000 (1 %) 2%

k/\-\/_, S Y Z—:‘*]E‘

VYR U 2557 = %0 %0 60 60
(mg/m?% &)

FEAL T 80mg/ m?* FIFFIE AL, 35 rp b 4 g o AR T 500/mm?’ i1
LB R I — IRAE 500~1000/mm? 2 ], 75 55 210 A ok 4 M B0 Vi 52 0E 3 4 e
st Zy, FF HASEHE B 80mg/m*/ /> 2 60mg/m?/JH

MEBVUIREE 2GS, TFARAER] | W8 o 1k okL 4 | W8 b PRI 4 B >500 | W A PRI | W o 1 b
80mg/m?/ J& &5 24 I [ g vf | Ji2>1000 PAK<1000 (1K) | =500 DL J |40 g %
PR 4 i 2 <1000 (2 &) | <500
TR G YRR E

(mg/m?/J&) 80 60

TELR AR N 60mg/m?/ JA B =R Zj, £ 0E h YoRL 4 i 3= A KT
500/mm? B{F AR L —IRFE 500~1000/mm? 2 [7], ] LMK A7 = CH 24 S5 00
B A7 R B FH 2577 & FHT H 60mg/m®/JE B8 % 80mg/m?/JH
o XITERARARIT AR, MAWREERT R FIEMLEA Z RIRH4TH

%3

AR e PRAIT 7T, 80mg/m? R 1R B AH 24 T &bk 45 24 6 ) 30mg/m?, 60mg/m?
(10 10 ) 22 DA 4 T ik 25 24 (1Y) 25mg/m?.

RTERCEIRTT 7 et 5 2R, DL g likes 24580 T ikeh 25 40 H
BB . X TECEIRIT TSR, NSRS Tk ia T 77 2200 71 S A 45 24 B[R] %
HEAT R,

FE 132 b [E B v AT I PR A FE 25 58 1 A TR KB BV IR 38 5 i1
Bc YA T AN AT F AR B 1) J 350 06 30 B33 7 A4 TTTB~ 1V 3 3E /)N 248 i 284 it g 107 2000
AN WARKEE TR O RAEN 60mg/m?, 7E55 1 FIZE 8 R42y; i
1 80mg/m?, 1 R&4%), {EHRKEMIEE LIS T, &3 HEE—IR. /£
2ATHREF, DRKEEE R FE ] 60mg/m? 34 % 80mg/m?.

7E 133 b [E B b AT IR R LB 58 T A IR KRR R SR L
b B IR BV T B 0 1 L s TR0 0ORH 22 A i o W A R K T i e e 2 1 IR A
60mg/m?, TEZH 1 FI%8 8 Kehzh; RFWE 75mgm?, 5 1 KE%), EHRKE
I ELRIZE T, B 3 R EE IR EH 2 DNTRET, DR IR B E R A
60mg/m?* 3 %= 80mg/m?,

RPASE 238 AR R T AR 2m?,  $% 60mg/m? £5 2 S E AR I &8 120mg, #% 80mg/m?
LR 25 SR E AR 160mg.

R

A I L 2R AL T AR ZR 2

A dit s FZKIE R, 2R IEH I e R e e . AR AR, R R A A A
FEThEedt 35 B I v




SRR E (HAOR<ER ER 1.5 %, H ALT /8 AST NIEH I
BRI 1.5 2 2.5 ff5) B, Al TARSARHERE 60mg/m?/JH . X T B A
E (HLFENIER LRI 1.5 2 3 5, &1t ALT A1 AST /KD HIE#E, Ny
T7 & S0mg/m?/ o« X T EEFRENEE, BTFEZAREF MRS R RN
W, Tk AR E 1% RT3 24k, AR AR IEIT .
FIose s B E R HE

i B IR D, BT T 8 B B ThRe i F R, KA 4R34k
P 3R 0 75 B PR AN AL R 2
[(FRKRM]
= SMF 7T

7E 316 i (132 frAE/NH Bt B3, 184 M FLARE ) il A
R (A=A Z8 60mg/m¥/ JEH, 5 FHZiN 80mg/m?/ &) 677 I 3 B it
THIImARIRESE B T EE A RIS AR

RIE RGBT R EIE, CHRENARRMNIIT. M ETEZE &
I PRARIE IS B A RN, WIARHE MedDRA 4328478, S N A&

Mo
R4 NCUiE H B8R A BN AT IR .

A L >1/10
G/ >1/100, <1/10
AN L >1/1,000, <1/100
FW, >1/10,000, <1/1,000
SIS <1/10,000
AR iR

W ARSI e AR S A BN

TR AL

B L CARE 25 R N2 B BE IS, wnp PR gn B s> . B A i)
Wb, BRiEdEnE, W%, ek, J8YE. DR RAERL. = SRk iR E
RAEE W
i E&RK:

W AEARSR R TE ] H T 257697, BUE 5 AT A WA B R B RS
A
fE LW AR, ARINET RENRRSE I MBI E &5
WORE”, “BIHIEWRIE” LR “EGRRE MG AR 7. 2R ER S L&
IR
o fEYLFNBRY
ew s W FEASFRRAL, A 51 P PR AT B/ E A 40T 7 B B B I e G-
4:12.7%; G3-4:4.4%.

W SECEEEIIHIA/ SR RS IRE Chki g kb MRS AN R
BY B R, BERIE MRYT R B TR E

MR AT A D PR R G3-4:3.5%

KRN PR BRI P I

AR EIMUIAE, 2 B )

P R EAE & O B AR

U If1L 7

o IMIEATIME R G sE




AR L 322 T B R A B () AT )RR G1-4: 71.5%; G3: 21.8%;
Gd: 25.9%, N7 IR =M.

HANfE > G1-4:70.6 %; G3:24.7 %; G4:6 %

UM G1-4:67.4 %; G3-4:3.8%

/RIS G1-2:10.8 %

W G4 R PERLGN D £ R BB 38°C, L HE A BV A ke A A e
2.8 %.

REN: M/ G3-4

2 I 40 R 9Bk

o N IARAE

AH: PURIJRBER 73 5% (SIADHD.

o (RANE FRIAE

AR HE W R G1-2: 34.5%; G3-4: 4.1%.

ARHN: RN I E

o FEMUAE

WL RHR G1-2:2.8%

o MR RBIRIE

AEHH I AL RS G1-2:11.1%, — MR TR S Sl 2%, 1R/ NEE,
WL IBEIMATER G1-4:9.2% ; G3-4:1.3%

S G1-4:4.1%, G3-4:0.6%

Sk#wz: G1-4:6%; G3-4:0.6%

RS :  G1-2:3.8%

ANE I 3 IR 0.3%

o RHEIHAE

s M1 G1-2:1.3%

o LRIHEAE

ANE e O S LR R

¥ NS P S WY 3 o VRN TR TS N A PR e N B e SR 3

o IMEIHAE

WL BKEME Gl1-4: 2.5%; G3-4: 0.3%;

FBKARIME Gl1-4: 2.2%; G3-4: 0.6%

o PR RS, HEEANL I G

WL PR G1-4: 2.8%; G3-4: 0.3%

IZW G1-2: 2.8%

o BWIEWIE

AR HE W Tl Gl-4: 74.7%; G3-4: 7.3%;

WXt Gl1-4: 54.7%; G3-4: 6.3%; XHFHIRIT (W IRA]BESRZ5%)) ] b %O
MK I ) A

J8Y5 Gl-4: 49.7 %; G3-4: 5.7%

B& Gl-4: 104 %; G3-4: 0.9%

59 G1-4: 14.2%

iR G1-4: 19%; G3-4: 0.9%XF %A (HAMp S 1 B, AN/si &) (s A i ik ai i
MERAIMIN G, AT DA T3 V5 71

B EWE Gl1-4: 11.7%

W AER GI-3: 3.8% ; G3: 0.3%




HWHEHME: G1-2: 2.3%

ANE L BREE IR G3-4: 0.9% [JtAEar], 1B KgiGEshk & 5 v] BT
GREPNS

K. BpiEL

o JHAHSEAE

WL FFIEIE: G1-2: 1.3%

RFEN: — I Ve Dh A =

o SRR T 4H AU E

EHw W mTRERAENK G1-2: 29.4%, B NRE.
W KR G1-2: 5.7%

o JULIAE BE AN LS 4 4l LU

W TS T AU,

WE Gl-4: 7%, G3-4: 0.3%

o BEFRIIAR RGIRIE

WL HEREAME G1-2: 1.6%
HEWREERAGRER G1-2: 1.9%

o B HIIERLS 2 AUEIR

AEHHE W ZJ1/AE Gl-4: 36.7%; G3-4: 85%;
KR Gl-4: 13.0%, G3-4: 12.1%

L R, AR AL TR Gl-4: 3.8%, G3-4: 0.6%
FEl%: G1-2: 3.8%

o &

AR E W RETE Gl-4: 25%, G3-4: 0.3%
WL REIGIN G1-2: 1.3%

WA KBEREESR, G T PR R 45 Uy, ™8 1SS
S, NBIGETT, OERRE, WAL, DU, BE, O8O0, CRERZE, (A
JRMERTER, TR 9 S B B 4T R S 8 A E

HEFE GES I DEARIRLE T S EF R

TEFE /)N 24 e it e A0 2 7 1 L e 00 A BRI IR A e A, i LS R 42 I
WFER M SO o R IR 2 T S N A e AT 252 1, B W B B N,
Wolsy MREFI(ERD, (HRA 3/4 HFAFRIACRBAR . ] 3d 3ok br v 0 1 X 350 Ak
HAR 18 SRV 2 ff ok . COWER B AS BSFF R A AR J e B R 5 5 [ AMI
PRAJEFT AL
(%51

CA KB . B e KBFEAEDE . 5O A TR R 53 1 5

B T R AR WA R

BEAE A B s Nz I BRI E R FAR L,

g o R 4T B T < 1500/mm3, B H BTsisal (2 AW KA E G,

I/ %< 100000/mm3.

HEKIEIT RS .

AL (W (& R AL L 25 )

[E I B Hom s (L DM EAERH Y 39D
[EEEH]
ik =1



VAR FE R AL TT N B B T 2 BEATT R, JFEA R 40 R
VE A 2R AT 0 1Y Ve 4
A SR AN B R A e, R A R, N K B 1A B AR

KR
A IEBAVDIT IR, AR B A R, fefd B P, R AR B IR iy m] e 5
Bt o

HIRECHTIRE BTN, POREZFMEEEA, PUEHATIE 984 5%
oA AR A, N RI R 7K BYCR 2R A B R K R AT A e
o RZG G EUNS N R AR, i) B IEE M AR, RS
J7, W SHT3 #buf) (s Phal3m. ASHiml B, nljb ket kA4,
JiFH o 2 AR e B A, S UMK i 1) R A R R A B v . AHERESR X
I PR P 1 YR T
A EA WBEER 7y, BT WSt AR P WA 52 10 2B A o] IR P AR
BT LI T WS IR S Fe A CREHT 2R 25 24 R A B AR A
gHfE. wE PRI A AT MR D .
A&/ b ORE GRS , FRRES LT 100mg.
I AR I 9 = IR o TR
o MR MBI T 1500/mm3, A/ /N BUR T
100000/mm?, M M4#EREGITEERE (W [HEHE] 3 .

o HI=XHIZiE, HENBSE 60mg/m?EinE 80mg/m? (W [HEH
=] 7

o FY5T 80mg/m? FIERS, WEHMRIANTHEUK T 500/mm3, EiFHTE 500
F11000 /mm? (Al — IR, AT EHEIRLS 2y, 1 H RN K7 =25
Jil 60mg/m?. M\ 60mg/m? )25 2477 &t v] B BG N E| 80mg/m?, (I
[AEA=ET D .

TERCLRF TN 80mg/m? G PRRIS . AU R AR T W A s 40 ot B
W RE, HrPEREAREIREZERN B E . FIERERIEFEN 60mg/m?,
25l i sz W N 2 80mg/m?, 1 LAIVAA &Y WAk,

B R AN B R R EBARAE, TR TR .

AHEFEE AR S HB & fvE M e IR (s #ome iy, W (2%
=1) .

ALY CYP3A4 Hsm N FIB0E F A MBS A fR i E. Bk, A
TS IRZE, AR, Gl EEm . R A b R A ] A A R

KA X B I AR ENLAR BE I e BEAT I 7L, (HR T KEHRE 124
R R, NS B R A ENL AR I RE T 2R, BREEIAR Mt EA
RN, 2 KBEImEIRIT I EE NI,

A P R E R TN

DLN B2 4 2 J5 s I

o A3 BRI PECHIEE S

o fREEIREGZEH

F AT XA RE AT, W 4E AR S 25 A R 5 07 R

o TERFHEIIFEMEE F, XFTLAF DARG4EARCH B AT T 5T BRI

FE (JHAR<ER LR 1.5 1%, H ALT fi/g AST ~NIEH LIRE 1.5
251 EF TN 60mg/m?;




o  HEMMME (HARNIER ERM 1.5 2 315, e ALT 1 AST )
KD HIEEHN 50mg/m?.

R BEEZ AR, HKEREN LR =SRG2
1k ARAE B AT AR 1 2B Tt AR 4 A S FE AT 9T, A ik
AR A

i 28 5 R HEE AP, X T B iRt FH B E, KA AR 15K
P 2R B 7 B PR A
[ZaRmIEE ]
HEYRHA

ZAA i KR B G PR BT B - X3t AT AR 2w, A
JVE 2 5 1 AR

ST W TS5 R UL R 25 2B E R AR A TR MBI SR RS ) LI
AN

SR URBATRIAS AT A i, R AEXS AR B FIUHA FH 24 2 40 DK T 7] B 1R AU

AR T BRI, B R RO R H AR ) L XURS: , BT 2 U e
wmnlRe, NEZEER ST G
B L

B A LAERIT R ERIBITE 3 N H S NCR A S0k 22 45 i .

WeE L34

MR KEREE TS0 WENALIT . RESYIRE K FE B A
TR AT AT R T . TCIEFERR T FLL IS, DR SR AE B B i 4E AR SR 97 R
Mo REFL R, (W (23] )

HEFERE S

BV AEARSIE T I B M R AR VR T W AE T FE 20 3 AN H ik
H T2 KEMEGIT /B FEUKAMEAT , E16IT Z 51 BN B2 15 A7
M T

[LERZ]
A ) LS R 2 R AT RO R E , A HEREfEH]
[ZFEHZ]

WRIE IR L, ZF BB HARIAEMEZEEZR, EATTHER
il B B B U E . KAEER I 2530 1 2 S HOR BB e 22 AL
(25 EAEH ]

BT R 2 L R A AR A -

H T R PR S N AR T NS, e S N PR T . TR R
fRIE I RE /0 A AE R MR ZE 7, B D IRLBE 25 ML ALy Z I A AR T R A
ATTTIE, R e X B S T RGBS YIRG YT, B4 P INR (FH
Brbm AL EEAED B DA
o HAHMIHREZ:

PR B 0 4 B R ETBIR XU o
o ANHEREMFERE 2

PEE VS TR RV RS WA AERE I 25D A BB O X
Kz, ATRESAE . 1 JEORPIAR s il S B 3l i) B, e XU I I 5 A7 KIS B
VUIHERZAE P KR v CRBEAR T ) o

FZge (AR, WEORZ0: m T4k 251 vl el b oK 22 i) B id
MRAT, - ELAT ST B = ) AR, B PR 2R e SRS AR R T, 5 24 e 22




VEZGWNR Z97 3. Fa B AR A 2 -
WHER, e, KYERT], PEP SR iR G s kA I A
T AR -
KHEIAEVWRE: 7 A LR .
o ANEFERIFEREAIZY:
G FEmE, MR ST R i T PR A A PSR M AT AEA QY 5L
KAFC VSR 2 s PEg .
o [T FE R EAS (1 AH BLAE
H BRI 7 P R ) R AT BRI A A S A AT AR, S BORE
PELEVIER PRGN . 75 ZEHEAT ™ S R e PR, 00 LI B 45 24 77
o FHEEEMIAREHZ:
LLRFER Co RATSCRE R 2R AR PR XE AR XS 389 T
o WMTKEFWNAEVIARE P-HEEAREY), Hok= 5wt iull, Fitihgeds
5 G i A S P O T IR S A 2 I S T

KEHIRRF PR
ARSI E CRA E AL IS 25, T Re o0 E A B ] R A
RAEH

WEYEARCFNREE SR TT EAN TR, RHBIZRBN =M EAER . BIEM
BICEIRTTING, A PR, 20 B i 1) R AR 2R i TV e ARV B IR T

WREACHIL T LMIT Y (REWE, B2, ZPfhsE, R hixA
RS e A8 FH I R SR B R b 525 2R3 D5 A EAE

BT KEREOMARSEEES CYP3A4 %, K 5iX— A Dl 5 0 i 75
CHR FEme, B ottt JE e ) B0 5 FH BT R B e PR L 2 9R FE R I, 53X — [R) D i 1 e
FEA CRAET, JRZ9) BA 8 A I e 1) i 24 9 FE BRI

ikt Zgtn SHT3 #5500 (e & PR B, MR RI3D AN mg i v 48 AR
RFEMZIRB %S5 fE—D T HIGRIRIE S, KA SR 2 e Bk
A2, 3/4 G R A B RE IR AR R T . RIS, HERERIEN
5 3 FMER 1 RFEE 8 REKFIIEL 25775 N 22.5mg/m? [FHf 55 1000mg Hv M7 &
Je s HA A . XFCE 2507 N e A

YA KEIER 2480 11 S5
[(ZEE]
AR

WA B FEEMAE AL, WBUEA R KA IR R A
JFF PS4 i
RokE

BT ARG IR DL R, AR B U E R AT R A e R RN,
WO D e HEAT 2 D) Ml
RN

H A1 17 70 0 4 A I A FH I A 551
[ RZ# ]
YE L

KEE R KFELEDR, T THMEAS. KERENPUMREEREZE2
i S EAER, BB A 252



ZR3h S5

X U ARSI IR S 2 ) 4 i K AR B I 23R8 1 2= S 408 AT T Vb
o IRUL

AR 25 24 5 K B iy nl s g i, Tmax N 1.5-3 /B, 45T 80mg/m?f5
I 25 3% B ) U8 AE (Cmaxy K 29N 130ng/ml.

“axt VIR BER L) 40%, FIB AN EIIA KB 2 5% .

FURZE T 60 A1 80mg/m> K F I ite iy, He Mk & 75 & 0 il A 4 T & dflikss 7
25 F1 30mg/m>K 5 Hti i v E ST

FIEIEINA 100mg/m?, K 5 K (1 177 5 2% 5 75 Bk b A3 386 T

KE ke RG 2 e, HE RN ZE 7L
o rAf

PN BRE K, F¥ RN 2120 ke!" GaH: 7.5-39.7LkgD) , ¥R
KHEALS AT 2.

KERESIMPEANSS NI (13.5%) , SMARKMSES 6, R
/MR (78%)

KHF ARSI EA BE RS, W FAR RS RE M, HIRE
LU L3 H s 300 £ o 78 XA R G0 ok R I R i
o AWl

KHEIIRFTA RS B CYP 3A4 14 [F Th RG240 (525 P450 724k, R
4-O-it B FE A 35 Biie 1] B A2 FHR TR BRI = A2 o 4-O-Jlt L BE B K AR i i e M —
(O PEARE =2, 5 B L T SR 2

KRR IR IR BT W B TR 45 A0
o B

K FE I &R 2 R LN 40 /NI o IS B 2 i, 260 U F) afiL
WIESE, N 0.72L/Mkg (JEH: 0.32-1.26L/hkg) -

A BB RE D> ONTAZER 5%) , FERLIFEEYHN . ET

Hitt & R EERR IR R, AR KEE R LA =,
o FRBREEA
B &

B Dhae 0 FE N KB EE 28 )1 225 R A . SR, BT & B EG
BrE, T E DR E N EE LR RERKERIENH&E.
Vi Rk

BERFRSE (HAZR<E® LR 1.5, H ALT f1/80 AST NIEH LR
1) 1.5-2.5 %) HEFH ORS T 60mg/m>KHFIEE G, LAAFEIFERE (HO
FONIER ERRM 1.5-3 %, i ALT il AST HIZKF) [ EH RS T 50mg/m?
KHEIE G, AR 1 ESHRA BN KA 5 RT3 8 A e E s,
2R B AT 4 AR,
FERE

EBRE AN E N ZERE (270 %) THAT I — 0 0 IRK F R 1)
AR, KEMENARNFSHAZFREN. Hb T 25 8F BN
55, DALk A v 24 A R R 1) 5 N S 1
o ZHRENNFEZABEXRR

CLUE SCAE ML 2 75 S5 A0 B 2 T A% R P RL 40 i (PMINs) 982D 2 [B) FE 7 38
FHIE




[ R ]
Je/NHERE (NSCLC)
&AM 5T

— G BAIG PR RS, DA S — TR PRRES i 51 1 o 4 ARV 8 e B2 (1)
P
HYRIT

—TILIBENL (2:1) IRARIREE: PM259 97 CA 205 J1, 115 fii NSCLC ¥
AL T DAHERE T &N 60~80mg/m?/ & 17 4E A S 3 B BE AT 30mg/m?/ JE 1 ik v
KHF IR N — 20 TT A A 2 A VEITT AR, DR MR 11.7%
[95% CI: 5 - 19], FfKHEH I ZMEAN 10.5% [95% CI: 1 - 20]. PFS {7 FF
ZEmb), CARN 3.3 NH, BebkEnE4N 2.0 ANH, PASEAR, DRER
9.4 NH, FlikdEd N 7.9 MH.

& M2

E—TIIEA X (PM259 CA 301 J1) H, X588 1 K& T KEImEES A
8 RA TWHAARYHIRE (NP) H5ZPufhsE (DP) FIEIREA 25 —2 0 T7T 1
I NSCLC WA AT b 78 381 RN AN 3230 T s (ITT A#E)
i, R VR RIG TA] (TTF) 76 NP 48 3.22 M (95% CI [2.96-
4.24]), DP 41 (p=0.20) N 4.11 N H (95% CI[3.45-4.50]). NP AN
9.9 ™H (95% CI[8.41-11.6]), DP 44 9.8 I~ H (95% CI [8.80-11.5]), —4F4:
T3 NP 4080 DP 443 51N 39.8% (SD + 3.87) 1 40.9% (SD+3.7) .

FAMA =TT ARE ST ¢ PM259 CA 202 J1, PM259 CA 206 J1, A1 PM259
CA 201 J1) PPIE4EA KB EE4S CDDP 5 CBDCA %t 164 £i7 NSCLC H3# )
AR A A kA CDDP ¥697 7 RS2 H N 25%~30%, HAL OS N 8.9~10
H . B4 CBDCA (PM259 CA 201 J1) FIZEAREN 15%, AL OS N 9.3 1~Ho
HH [ A 5

TE 132 r B AT T AR B (14 J 350 06 B B3 A P SR /N e it e 26 2 db AT
T—IU I HIREAL (1:1) W5, HREOEAEARCIRE CGE—ATRERE 1 RFE 8
R&ET 60 mgm?, 3 NI/, JFEITREE 1 RMIEE 8 RETHlEME 80
mg/m?) SIEHECAIRTT (A 4D AIKEIEFIKFSIR GE—ATRENE 1R
FEE 8 K& T 25 mg/m?, 3 A A—ITHE, JEEUTHEEE 1| RAIEE 8 R4 THIEIE R
30mg/m>) H5IMEECAIRTT (B 4D M7 i ot . BT SRR W AR
Ko MOTHIFR RS (ORP) FMEERER, 16 131 M2 AR I B
i, A R 25.8%11) 66 A (95% CI [15.8-38.0]1 ) A B 4 23.1%1) 65 i
B (95% CI1[13.5-35.2] ) WonH DS WA BE AR ES] (PR+SD)
() G A5 AR v = A 2. 72.7% (95% C1[60.4-83.0]) 11 B 4H.72.3% (95% C1[59.8-82.7]-

WEIF S B A B E: (D) IRP YT, A 3RS 8 KRR A
& 1.4 N H [1.3-3.0], B4 1.5 MH [1.3-3.5]; Gi) BFFRE T, A Hibh
N REAEAR 46 MH  (95%CI[3.2-5.1]), BZHN494MH  (95%CI[3.6-
6.11); GiD W 7T VP, A I A a7 R O TR) 2 3.4 4~ H (95% CI[3.0-5.0]),
B~ 3.4 1A (95% CI[3.0-3.9])-

S HrR 38 A E B (A 421 47, B4H 17 A1) HEHAT T KEFERIEMZ5)
FIRIF T o 0 BRI ERTE AN AR ZE, Hh [ RN R B () R B~ MR 22 57
AR 22 B BT TR B 1 254K 80 71 4 (R 52
KAAFLIE (ABC)

&AM 5T



7E 2 WU TR BE AL TT I RIS F i 50 1 o 4 AR RO ZE 5. 24 36 )7 B &
25 T
BYRIT

FEWRTEEXT B ) 2 Fhots TG PRI 72 (PM259 96 CA 201 F1 PM259 97 CA
206) H, AR — IR T IRgE ARV I B2 T — S T M B LI, A
184 i B3,

I 97 CA206 FIAHFT 96 CA 201 Frfi 15 IR 24358 30%F1 21% -
FL 96CA201 Pl 2RI R AR F AR, DI AERA Z BT R B2 S BT B & TS
W7 %EE T RMEMERLUN 14%.. P H 1) PES FRALFFEER AR OS —
H;: 3N 4.6vs4.2 A~ H A1 19.3vs23.9 M H .
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—IGRENL L HART T (PM259 CA 222 B0) 1, 7E 139 fi7 2 %521t BIp 2y
WHIBIT B 7 1 L e S R BT 4 AR VI BN R B RS 24 4R
CERR FEAN R B AR 7 BT VA L 2 A SR AN R B AR DA FH 24 19T R
PNECA 254, W AR SR FE AR B AR (VAC) 5 2 PH M 2 AR R A i (D+C)
PRIEHRAL ATT ANBE 70.5%%F 70.8%), ZEMFEFAAMLL (31.8%%F 35.4%), T
HERAAIHMRL (7.2 NAXE 8.9 AN HD, B M F84L (5.6 S H X 4.3 4>
D)o M T Seth T ik g ARSI B IR G 45 T R EHRIE (VO P RIGIT TR,
HITEEZ RSB A THA R 4TS V+C, VoC fl D+C AL
MAGEN [95%CI] 43 H0h 22.2 4~ A [18.8;29.9], 19.4 4~ H [12.5;35.4] A124.2
NH [14.2;38.5]

ARV R BRI AL R B 25 AR RS N A0 V1T #HiaR56 hodk
1T 7 i FBREE (W PM259 CA205). ZPfh3E (PM259 CA101). %42
i (PM259 CA 102). 4RV IR BBV IE S I B B4 R H R E
PEAL SRR IT 7 RIS, 20 50%.

Hh 7T

7E 133 SrEERE T ABC BB HEAT 7 — TR ILRENL (1:1) BF5%,  IPAS I 4EA®
WidE (F—ATREME 1 KA 8 KA T 60mg/m?, 3 B N—ITfE, F8THE
1R 8 KA THEME 80mg/m?) H5ERFZLLEBAIRT (A A MKHEH
TEFIKEE (B—MITIEREE 1 RAIEE 8 K& T 25mg/m?, 3 A N—ITHE, Je4k
JTREE | RAIEE 8 R THIENE 30mg/m?) 5SRFLLEBSHET (B4 MH
e A . BT M SN MR . ML H P R e (IRP) PP g R
BN, 1E 133 AL BNl Hi6IT B 69 AL (51.9%) TR B M. A 4
M2 fif N 50% (C195% [37.4-62.6]) F1 B 2 & W2/ 53.7% (CI195% [41.1-
66.0]) . IRP A PR 2L 35 41) (PR+SD) 23514 A 2H 86.4% (C195% [75.7-
93.6]) F1 B 4 88.0% (CI95% [77.8-94.7])-

WEIFMSE, TDALGIT M TR (OTT ABE) WERERBLE R, iRd
PP EE R BN, AN 45 NA (95% CI [3.7-5.0]), B 40K 4.6 NA (95% CI
[4.2-5.0]D)
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SEWEIT . TEFRRKEE A AR, R EFEC B R Bon A FR ZE R, R
PR B XK B IR I 25180 1 1 .
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WSS B9 %8 ATP Blig it 3) 4HMRIT: 4) ERAENT A& . £/ R
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o 45 IR AR AT 2253 4 B, (ERAEIRFE DN 40uM IS A 20 Bl RS P2 AL iR SR
ER, RKFIHRAA 22 70 24508 X IR e
FEBR

—REME: S E AN BRI, T IERE, RETNRE R
A ROAN [ R B (1) o 5 P ae B s

BAERME: T E O R BE G (ORI ARG 25 R TR A VR B B 3, )
RUMAZ RIS 45 RN BRI, $RR KR IR v] s Y AR B, FF 0] BRAE 4R P 20 Gy
ARG . Ames I 45 R NBATE, /NI TSR TK Locus 0058 45 A B .

AETERRME: KRR ATECSACIAE, &8 1 X4 TKEENE 9mg/m? (44
IREGZRER 1/3) BFEH 1 KRG TKEMIE 4.2mg/m? (ZINIRKE 25555
0.14 %) , BoRXAEE L EEMR I8 . KRR 2 G TKE
HiiEE 2.1mg/m* F1 7.2mg/m? (73 B2 NI IR ZE 2577 21 0.07 F1 0.24 £%) , 22 13
JAEY 26 J, RTREOR AL R PRI AT 21 /6 3 3 WA b

EANRMIG R GRS, s TRKERNE Img/m? B & A E (R
KA ETHE, Z8IRKFIER 033 %) b, KEmEEA WG EEAGTE
PEo IR RAEMIAES BT M Bl 6 RG24 1 IR, A& 5.5mg/m? (BRI
AT, ZUNIRPRTIERT 0.18 £%) B MR, KA&FHE B A MG 2R
fatraEte. BIRPIASFE A SR EHARMER A E T, KEMEY T SER
ff (fetal) i NFEAE IR,

Bt MOREAT BUS R
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£ 2°C % 8°C 6 M RAFE GO A BLIRAF T IR N .
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20mg HE 245 i MHIE S . H20140657
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