HHEH W 201448 H 1 H

B HM: 201841 H 8 H
201945 H 7H
2020 4F 12 H 16 H
202341 H 4 H
2023 410 H 20 H
2023 412 H 20 H
2023 4 12 H 26 H

BARKEm R ERAH

TEAF A B U B PR R IR ERZ i = A

(25 m 7]

AR AR R R 5

YL H: Vinorelbine Tartrate Soft Capsules

PEPEE: JiushisuanChangchunruibinRuanjiaonang
[Eifr]

TETERCG A R A B

Weramr: 3,4- A S -4 -RA-8- 5 PR I AR R
gty =

77 ¥ 3 CasHs4N40s.2(CaHsOs)

. 1079.12

okl KB, difkk. Hah. B2 EE 400, BRHESE (WIS, 85%H .
Anidrisorb 85/70 J& &4, BEALER (E172, #H% 20mg). ZL4E ek (E172, #
¥ 30mg). —EALEK (E171). HEEH M =S, PHOSAL53 MCT {B&4. &
FH R 7 28

(R ]

AN EAE S GIAREA 20mg) B LR EE KA 30mg). WA Ak
PE. IERRE 2 IR, 2EARTEA] ILRUR .

[&EME]

A g FH T AT R DB 1 = 308 e 3 5 2 1 AN M i, AL AR L e
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1) 5 2] B T o
(341
(1) 20mg (% CasHsaN4Os i1);  (2) 30mg (4% CasHsaNaOsg 11);
[RERAE]
o BZRIT:
HERF T RN
M=REZ
2578 DIMAR TR A 60mg/m™ Rifg il — kM . & 3 AN — N7 R .
JE8ER Y
HEZUHAZ G, BUCKEAEARCH A% 80mg/m~ & — kM. H
AT = VRN 60mg/mTFI &I, g Hh kgl i 25 v A — YR T 500/mm?3 Bl ik — 7k
i 28 500~1000/mm? [B] K] & ¥ R ATS 4ERF A FH 60mg/m T & .

= U GOmglm2/JE] | v +ft P2 | 08 o 2 | Vb PR 40 B | 08 o Y R 4
30 B i 0 o o 41 B 2 | A>1000 >500 LI J% | >500 LA K <1000 | f1<500
e <1000 (1 %) (2 70

E==N
S5 VU U WO 24571 B

80 80 60 60
(mg/m&/ &)

TEAE A 80mg/m? ISR AR, 50 b MR gn o 2 BT 500/mm3 [
BLELH I — VKALE 500~1000/mm?® 2 8], 752 2I0g R 40 RS0 &K B IEH A4 66
dkel Iz, It HKE b 80mg/m? /b & 60mg/m?/ ] .

MEEVUIREEZaS, FRURAEF | g o 1 R 40 | W8 PR 40 e >500 | Mg ki gn il | m8 w4 hr
80mg/m?/ J&] ¢ 245 i} [ W&+ | ff2>1000 PAK<1000 (1) | =500 LL K |40 f %
PR A o 0 <1000 (2 &) | <500
TR 42 E &

(mg/m&/ &) 80 60

TELR 27 E N 60mg/m? Ji i =R H 259, 45 W8 A MR 20 i 30 &= AR T
500/mm? B th R BT — R AE 500~1000/mm?® Z [6], T LUK HERT =k FHZ5 R 0,
W AEIT R FH 2475 B 8 1 60mg/m?/ JE B9 i 80mg/m?/ )&

o XITEREHBRITHR, NIRRT I RN AEMS L RIRHTH
B

FRFE G RHE 5T, 80mg/m? (1) 11 JIR 71 B AH 24 T # ik 45 24 15 (1) 30mg/m?, 60mg/m?
(10 10 IR 70 2 DU A 4 T ik & 24 F 1Y) 25mg/m?,

NAEREIRYT 7 2 T ol e 2B, DL Dbk s 24 00 1 iR 24 A0 .
BRI . X TECEIRIT R, ROGHRAE BT ia T 5 S0 s s 2 [a] %=
BEAT I %

1E 132 151 [ R 3 AR R T BOIG PRAFF A5 5% 1 I A IR K AR I i I 2 5
VR IT AN o] F AR ) Bk 1 =3 50 16 A B 4% A PETTTB~ TV B SE /IS4 B 214 s 197 R AN
LAV AR KR R TE ORI &N 60mg/m?, 7R3 1 FI%E 8 K44,
g 80mg/m?, 2 1 KR#57h, fEORKHEHEE RIS T, & 3 AEE—IR.
TEEE 2 M7 REH, DR AR IR 977 5 1T A 60mg/m? 14 %8 80mg/m?.

£ 133 1 [ B 3 AR AT IR R A5 58 T A IR KRR R R 5 R
LU R I YR 9T e R M PR 1T 38ORN 2 & o T A TR KR B i R e D IRFIE A
60mg/m?, 7EEE 1% 8 Kéhy, REZELE 75mg/m?, % 1 K&y, EHORKE
RGOSR T, B 3 A EE —IR. 15 2 MTHEH, DRKEREPFIE R
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60mg/m? 14 %= 80mg/m?.

R £ 3 AR R THI A > 2m2, 4% 60mg/m? 45 Z5 i FI B A Re i 45 120mg, 4% 80mg/m? 45
2y TR A Re il I A 160mg.

JiER7S

A g A2 A R R T IR ZA 24

A b s HAKIE MR, 2R b P e R R S . EAAE R, [FI AR A
I ee 4R 55 B B F VA

WA IERR S (JHAR<IE® IR 1.5 %, H ALT f1/5 AST AIEH I
PR 1.5 2 2.5 %) MIEHE, Al TASARERIE 60mg/m7/E .. XFF o BBk
FE (JHAZNIER FIRA 1.5 2 3 4%, T ALT il AST HI/KF) HIEHE, NE
TiE 50mg/m7E . X T EEREREE, HTEZ AR MRS R R
i, TIEME H AR 15 WIRT 2t AHEEE AR RIARIT
FIhee R E B E R HE

A& S EHEMR D, RSO T B W DI Re IR F I B, AA AR Eh 1 E
PR B R PR A &
[FR&RM]
ESPANI

7€ 316 fi7. (132 frAE/ N fifiges s, 184 ALl ) Be2 i 4 ACHES
& (R =IRH %8 60mg/m7/E, 5 %28 80mg/m7E) 1697 1 &3 prift 4T
PRI H, #iE 7 OIS A R R E.

R MedDRA RG % E 7 B AN, K OIRE IA B W E U7
L (>1/1004 H WL (=1/100, <1/10) . 48 L (> 1/1,000, <1/100). 5 W, (> 1/10,000,
<1/1,000). +7F W (<1/10,000).

M T 5 256 K AR RIS U e A RO,  ARYE MedDRA 432k
ATUNIN, SRR

KH CTCAE 7 JRFIR B, %IR8t A RS AR TEFIA R B2 ™
HEEERS%FE (15%=G1l. 2 %=G2. 3 %=G3. 4 %=G4. 1-4 %=G1-4. 1-2 %%
=G1-2. 3-4 %=G3-4).
AR A O T LR R BN
L TEr& 5

B L E R AN RSO i BEAIH, e R 40 B g/ . X i R I /)
Wb, BiEdEn, W, ek, I8YE. DR RAER . = SR RS
RAEE W
b E&:

WO BT T RZGRTT, B S H e T 25 N B R B i B A

.
£ EWEaET, ANRIRNET RINRG S E DI “ MIBATHTE R4
TARE”, B B RAE” LAR “ A B AR S 5 AAE IR 7. iZRE RS LT 4
KR

o fRYLANKG

AR W W AEARIFAL, 2R G0 D rb A 20 6 9 /i P A B O3 2 B e R e G4
12.7%; G3-4:4.4%.

HOL: FECHBEIMH /B R A E R YR PR BT

-

% 3 /4t 131"




BRI, B IR IT eIl R .
HPH S 2T ek /D 1 SR e G3-4:3.5%
G0 PP Y BRI P I T RE
FRPIWIRE, A B R B 1
P I B S L B AR
T 1111 i
o IMRANME RS AE
A O 32 b PR 20 M D 1) AT 3 AT ] G1-4: 71.5%; G3: 21.8%;
G4: 25.9%, N7l RHIEM:.
F > G1-4:70.6 %; G3:24.7 %; G4:6 %
i G1-4:67.4 %; G3-4:3.8%
M/NR /> G1-2:10.8 %
W, G4 R RLGE B R GEE I 38T, A A A rh MR R/ i 2.8 Y%
RHE: /MRS G3-4
2 [ A0 s i
o NIrUMRAE
KA PIRRBER i 75 (SIADH).
o MRIUFFIE FRIAE
e W R G1-2: 34.5%: G3-4: 4.1%.
RHN: RN IE
o AERFLE
W ARHR G1-2:2.8%
o MR RBIRIE
e HE W UL RES G1-2:11.1%, — IR T s de, R NEE.
WL IEEhMAERS G1-4:9.2% ; G3-4:1.3%
SL: G1-4:4.1%, G3-4:0.6%
L G1-4:6%; G3-4:0.6%
R ERS:  G1-2:3.8%
ANE W 3HILTF R : 0.3%
RN AT M S R SR A
o HRHENIE
W M G1-2:1.3%
o LMETREE
ANE I O DI R
ARFN: Ao s s EC IR f RS R 2R ) B R AR O LA 2E
o I EAE
WO FkEIE Gl1-4: 2.5%; G3-4: 0.3%:;
FHKARIMLE G1-4: 2.2%; G3-4: 0.6%
o PR ARG, HEH AN T I hE
WOW: WA Gl-4: 2.8%; G3-4: 0.3%
Zu G1-2: 2.8%
K. fliteZE.
o EBIHIEWRIE
JEHH I ol Gl-4: 74.7%; G3-4: 7.3%:;
X G1-4: 54.7%; G3-4: 6.3%; CHFGIT COARFIBZRZAY)) vl %O
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FOMR - R A

IE75 Gl1-4: 49.7 %; G3-4: 5.7%

B % Gl-4: 10.4%; G3-4: 0.9%

59 G1-4: 14.2%

fEFh G1-4: 19%; G3-4: 0.9%%] T & A (H AL S A B,  A1/ER R iy 48 FH i el
HERAII B, TS T RIEF.

B ERIE G1-4: 11.7%

W EER G1-3: 3.8% ; G3: 0.3%

T A HE: G1-2: 2.3%

AN W PR RERE G3-4: 0.9% [JU NEar], 1E% M aiEsh Yk & 5 vl ST
GREPNS

REN: B I%iE d I

o JHHHJELE

WO FFEAE: G1-2: 1.3%

AREN: — bR ThRE AN T

o JRIRFNZ T HLURAE

w0 ATRERAEM KR G1-2: 29.4%, #H AL
W IR G1-2: 5.7%

o JLAEBE AN ZE 4 4 2R OAE

WL ORI ELHE T A

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

o BHEANIAR RGRIE

W HEJRAAME G1-2: 1.6%

He W IRAEEZGREIR G1-2: 1.9%

o A RIEMLA LI ALIEIR

EHHE W = /1IAE Gl-4: 36.7%; G3-4: 85%;

K G1-4: 13.0%, G3-4: 12.1%

WO PR, BRI AL R G1-4: 3.8%, G3-4: 0.6%
FEfK: G1-2: 3.8%

o &

AEHH . AE T G1-4: 25%, G3-4: 0.3%

WL AREIN G1-2: 1.3%

e

AR K EEE S, 75 7RI RN 2B BU% B, ™ E
SEHL O NBOES, OHERE, LD, DRIV, BE, OgUm, SCUERZE, [
JRVERGES, R A, FPRLLRREREGLEEAL, SUWEIRE B LS E.

FEBITE GES W DisARRE Y FEBFFED . 7L /N0 il e A R L7
g ) o B PRI T B LR AS R F A M S B S B o AR I 23 1 S
IO 3 ARSI, B LA B I TE SN, AL IXREAERR, (HAE 3/4
RFAFBIIRZIAR  FrT 8 B o A0 1R X TS AL BRI fr 4 3 B & S ok . ©
SR A RFAF R IR R ™ AL B Al PRI 7T 1SR A8L
T BEAUA BV
L R ARALE, RS SR RN ARH B2, 1A B T RSl 285 i (3R 2 /X
[rbto EORET ARk N I8 [ S 5 R Gt S AR SR BN
[(#=]
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ORI K F I . B e KF A . B R BT o i

SR I S 5 e AR it MR AT PR

BEAEA B s N VIR R F AR .

g v R AE B TH A< 1500/mm3, Bk H ATEIRIT (2 B RAE T E L.

1/ %< 100000/mm?.

e BT B R

AL (L D2 R LR E 2245 Y )

[FINHE s P (L D29 EAER Y 9D
[HERFE]
RS

WAEARC I B AL T N B F & T R BRI, JFEA XA
P B 245 AT B 1 A 4% o

A SR AN g e e A IR B, AR B R, N K B e AR B R K
W,

BV IR, R B A RS, B R k. R El AR S AT R T 2
i

LR CHINE 7 MR, MR A AR A, PMEEATE 8 % .

oA R A, NSERI R 7K B Ik AR B R KB EA T A

R 2 RN N R AR, B 270 S A EE R E . SCREEIR YT,
W SHT3 FHisf Can&FHal g, #&himl s, Fg K R A

R P e AR ORI BRI, LGOI I (1) R A R e Ak B v . AR ELY)
S PR 1R YR T
20mg:

FHRLICHE S 5.36 mg 1L ZLEE

M RELERE BTN ILALEE (BUREE) MIEN N &S T AEE (B
HI 259 ) B MR

1 e st 350 g A e 2 i ] e R F R4 T B At 10 IR ) ) AR 0 R FE B

RIS 5 mg O . BRRE S AR EAH S T <1 ml YR EL 1 ml 4
AL
Kb TS CREA T AR R R
TR BT S A E<Immol (23 mg) , BIEEA R Ty,
30mg:

FERLIRHE S 8.11 mg LAY,

M RELERE BTN ILALRE (BURE) WA N &S T AEE (B
HI 2590 ) B MR

1 el 5] g L A e 2 T e S F R4 T B oAt 1 IR ) 50 5 AR PR FE B

RIS HES 7.5 mg 1. BRRES I ABESEM ST <1 ml BEEL 1 ml
GEARLR

AT G D& CREA S AR R .

FERIFE T & AR <Immol (23 mg) , BIEA B<Tohl”,

A A AR R Ay R WA M S AN 52 R B AN T IR FH A i

BT R A U I R A FR bR CREORN 45 25 24 R 21 8 H K1 A4
Mo\ g R AT I AR D .

I AR I 2 IR A 1 o ) 2o
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o Mg rR PRI EUIC T 1500/mm3, Al/Ek /MR UK T 200000/mmé,
MR ERKRE L THZERE] 1 .
o MI=WHZE, FEMNEAE 60mg/m? #inE 8omg/m? (W, [HZEAE]
DI
o HY5F 80mg/m? IR, Wb MR U B T 500/mm?3, B 7E 500
A11000 /mm? [AIEEIE — Wk, AU EHER A2, 1y BN 208 57 & 2 5
60mg/m?, M 60mg/m? ft) 45 2457 &t AT B ks i 2 80mg/m?, (I LA
H&E] 1) .
TERLAR 7B v 80mg/m? HIIE ARAREE H , A HUE 35 R A T W A P A i ek i ik
DEIFERIE, HAPEIEARIRS ZERN EE . I HEE RGN 60mg/m2, Za]
i 52 3G % 80mg/m?, Wi [LAVER&] i ik .
R E R AT B PR RBARAE, N R TR .
ANHERR W A AR ® 5 I e 99T O v 12 T TR A (s B i, A= D
HAEAR®E CYP3A4 [IsEIMNHIFSE FHIMBCA . Bk, AHEE
GORZH, WEIRZ T, Gl BRI BRI b S s [ B e
A XS Y ARV E ML BE ST S ma BEAT BT 7L, (R 2 T KR I I 25 3%
HE R, S A W R A ENLZRIEE T, 2810, FBERIA G FA /R
N, $EZKERENEIRTT I B N
5 FRFPRRIE B I
LR BB A A TR e R
o BRI S
o fRREREZEH
LAY XA ARG, WS 4EARCS 25 AN 507 R .
o TEMFMEMIEMELE ST, XTLUF O RGLEARCHIERIAT T BEFDE
#E (HAR<IEH EIR 1.5 4%, H ALT AI/s AST ~NIEH EIRA 1.5 &=
2.5 %) [+ 8 60mg/m3

o  HEMMEME (HAFRMNIER LR 15 2 3#%, ok ALT f1 AST 1)
KD B N 50mg/m=

ZRBEEZZWAE, HKEENZ MR N1 %S HARE 1.
A F S AE AR 10 B3 ok D1 BRI 4 AR SR AT R FC, Rz 2R B AN
T A

i 28 B EHEE AU, X T B ShRe i E B, KA MR8
A T EERRARA S 7 &

[ZEREARE L]
YR
ZA VS AR B (0 I R B AT PR o XS Sh A HEAT B ZESE R FE 7, A A AT iR
G B AN SO o
ST BT FURI S5 R LK 2GR 25 BRATE T, AR AT v CE R EUIR AR AT AR ) Lk
AR o

UEARIITE AN RERE A A, B AR XA I 0T P 24 2 Ak K AT RE AR UG o
AT ) R PR A, BB AR RO R H 2R B8 LR RS, R EAT 3 D) il
nwrfe, NEEE R AT AL .
BRpE%
B iRy AR P EERIT A 3 A H BIRCR I Rk 2 i .
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e FL 3
T A B K B e e il B N AL o RAE BRI KR i i 7E 3L
e > WAT AT AT AT o TEiHERR S FUILA XU, PRI R AE 5 Bl Ve 4 A V6 9T BT

RS, (0L (2R )
AFEHRE ST

VR Z VR ARSI ST B B B AR IR T IR AR T S 2> 3 A A AR
H T #%2 KFENEIR T /T B S BUK AMEA T, FEIRYT BT RS 2 5 AR T

[JLERZ]
Ao ) LEE R 2 R AT RO R E . DA HEREfE ]
[ZEME]

WRAEImIR T, Z4 BE AW TT AR DA AT B =57, (BT HERR
i s B B BUEE . KRR 2530 1 2 S HOR FEBE R e 22 AL
(&Y EAER ]

BT s A S R AR B -

H T J R 0 B N I AR BB, 22 H e PR T . TR AR R
FRIE I RE I A AL R MR ZE 7, B DUIRGT B2 AL ALy T Z I AR AR B A
ANETFRIAE, BRI pRE X B 4 T DUIRPUBEZS VI RIG T, M8 INR ([
BRbREEAL EEAE)  FR DA
o ZEAHMIHREZ:

IR B 1 4 BRI IR KU .

o ANHEREMFEBE 2

kR TEVERE BT CRAVRE T S WA IR 25D 2 SR mipoii i) X
Kz, ATRESIE . HHIEORPIR CLas il S e d il i) 2B, e XU S I 5 A7 KIS P T
VUHEFF S I v R BB 28D o

Fzge (DAILIHE, WE2R290): T2 nl b2k 2981 B ipid
WAL, EAT ST BN L A RS, B HR 2R e SRS A QI T, 5 B4 52
VEZGWR Z97 3. FE B A R 24 -

WHER, fhydsEw], KYESE], PHPSEE]: iR R i A AL AU A
RS -

KEIEYWR A A LR
o ANHEFERIFEREAZ:

G e, B R S ATb R BT R AR (0 T A, 3R
KA s eI N .

o {50 45 O AH HAE

BB 2 A B )R] BT A S B T A Q. S EUR R
TS REVERG N o 75 BEREAT ™ R R M, o LIS R 5 2455
o THEEEMIHERE -

2538 Co R AR ST R RN B I ) S 384 0
o HMTKEMREVBIGE P-FEE HHRY), HER= FrmEagiulds, HItiagesR

© 55 4 W A 1 o 1 R Y RIS 4 2 I B
KHEIRIERF LA

HEACH e LA B R R A A 2y, T RE 2 N E S ] A
RAEH .

VA AEARCTIIEA R ST BT RS, R IR 2GR 2 AR AR . (EAE
FBCEVRITIN e MR B I ) R A e v T AR S B 2R YT

% 8 T/dt 131"



HAEARCHH e JUMLIT 245 (REWLE, BEE, 23, REMhEM
IR BESE ) A AT B RS2 B I IR 225 i 254880 1A BAE A .

BT KERIERAE TE S CYP3AL A%, Kb 5iX—FThlgr o))
C e, A7 gl M) TG o FH I K A 3 v A I 25 9 BE 3G, 53X — [R) DO g i) e
FFA CRIAEF, K2 BA 0 B AR 5 v 1 1 245 R B PRI

1B 259040 SHT3 i (Lhin & PR B, M F B A2 4 A
IEHEM 25030 1S40 76— 0001 I ARRES s KA By S RD e 25 JE Bk
A, 314 R R RN R RE R AR R T . IEIZIE L, IR
3 NI L RAZE 8 REK B 25778 A 22.5mg/m? [Fi] 5 1000mg +71H &
JeBHA ARG . IXFEA 2577 N S fEAT A .

A KB EIE N 2R3 %550
[(ZYidE]
TEYIN

WHAACH BT FECEBER AL, HEEA B K R A% BE A
JH R EE -
=il

BP SRR RS, AR TR IS AE R AT R AR R E R R .
WO FF DO REREAT 2 1
izl

A1 170 O 0 15 4E A ® 3 7245 FH R A 550
[ RZ# ]
YE R AL

KERAKELE, 7T HSE . KEmE NP EH 228
W 5MERAER, MNnLEhIE 2938, KEmREETRETI: 1 &5
2. R AMP AR BEH KA 2) 451 FARRIEAES B T 14E ATP BgiitE: 3)
AU ;s 4) KEBRAIRERT AR A . TR/ R E B R TR T, KEMIELIRE
9 2uM BT 1A 2 RBE BT RG, AN o RS IR AR 22y R B, (H R
TEWRFE N A0uM B A 2 5 il S0 P AR R R A B SR KB BRIV E 22 93 2450
B R XTI PR
A IS

P AEAR® O RS 2 5 4 I KB B 1 25080 11 S 508 AT T V-4 .
o TRk

1R %65 24 5 KA Bt e AT I A R Tmax N 1.5-3 /MBS, 45T 80mg/m75 I
2659 B ) 06 AB (Cmaxy K 204 130ng/ml.

it AR R 2008 40%, RIS SN W0 AS 2 5 mi K 5 3 e 1 B R

R4 T 60 A1 80mg/m3 A FiiEe iy, eIy 5 75 & 70 0 AH 24 T 2 ke 7
25 F 30mg/m K 5 Hi V5 v E ST I

AR M A 100mg/m= 75 Higise (19 1 7 2 & = 78 B HG A3 38 T

fEkE O ReG g e, HBERENMEZERELL.
o A

S mAERER, Pk 212 Lkg! (GEH: 75-39.7 LkgD) , %%
FKHHALR S 2.

KEMESMEEAMLS S5 (135%) , SiMarsss s, o
SR (78%)
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KHEEEL MR EA BE R, T AR PR REE g5 SRR, k%
LL I iy 300 fi% . TEHAXMIEE RGP R R LK BT .
o AWYiib

KBBR8 B CYP 3A4 (1[5 ThBF4H 3 P4AS0 724, %
4-O-Jit B KA i 1T R A2 R IR BRI =4 o 4-O-Jt L Bh S KB i e M —
(G AT =4, 2 AR M b T R H

AR DR R R P PR 45 A
e B

KB BRI T LR LR LN 40 /NE o VRIS 2w, B2 R 1) 1fi
WMIEE, A~ 0.72L/M kg (JEFl: 0.32-1.26L/h/kg)

M ISR ONTAZER 5%) , FEEUFERZ . 1

THHEM R EEE IR, B KERE R A=
o NREEA
Bl

B DhRe i 3 X KR IR M 25880 122 ma W Rt 7. 2RI, T & BT
PR, XF BRI ENEE LT R KEmENHE.
HEHEHR 2

BERFIFEME (HOR<E® LR 1.5 6%, H ALT /8 AST A I1EH EIRK
1.5-2.5 f5) WIEH RS T 60mg/mKEE /G, PLAFERFERE (HIOXR
RNIEHE EBRI 1.5-3 £, it ALT Al AST HI/KT) KEH IARZ T 50mg/m™
K& G, LR 115 S HUR A B . R H BRI E B3 A S,
R E A R R YA,
ZIEEBE

BRGNS Z AR (270 %) FHAT I — 0 0 IRK B 55
WAKH, KEMENARINIIZSEAZFREN. Bl TE2EEHRAE
55, R LG v 4 AR S i B )R R RO R
o HRENNZIABERR
CUIESEAE M VR 5 7 5 AR 2 FE A% h R4l (PMNS) 9 /b 2 8] 47 7 5 A
Ktk
(s KAL)
JE/NufafE (NSCLC)
[ 4MF 7

— R TGRS,  CA R — TG ARG ik 70 1 1 4 AR O B 143 s
Ll
HGIRTT

— I I HARENL (2:1) IARIRE: PM259 97 CA 205 J1, 115 fif NSCLC &
AL T DLAERET &N 60~80mg/m?/ & ()i 4EAS® R e ZEAT 30mg/m?/ J& it i ik i
KA N — 2697 G SR 2 4k A TT AN, D IRALZ RN 11.7%
[95% CI: 5 - 19], &#/bkiE4L 2% % % N 10.5% [95% ClI: 1 - 20]. PFS HJH {7 fF
SEmHA, COR4N 3.3 N H, Bk EA N 2.1 M H, PALEAER, DARA N
9.4 1MH, #lkENEHNT.9MH.
B 24

7E—TIIAET 7R (PM259 CA 301 J1) ™, X5 1 K45 T K &I 5575 F1
%8 KA THAEARCHIKEE (NP) 5L 10Mh3E (DP) MINEECA F 25— 21697 1
1 NSCLC WA ST Eb i . 78 381 (NI 2 Va7 IS ATT ANBE)
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o, BT R S EIRIT RN A] (TTF) £ NP 48 3.22 NH (95% ClI
[2.96-4.24]), DP2H (p=0.20) # 4.11 ™H (95% CI [3.45-4.50]). NP A ik
FWN 9.9 1M H (95% CI [8.41-11.6]), DP 4 9.8 1 H (95% CI [8.80-11.5]),
— AL NP ZH A1 DP 24371~ 39.8% (SD +3.87) #l 40.9% (SD %3.7)

FAN =TI HAE 7S C PM259 CA 202 J1, PM259 CA 206 J1, 11 PM259
CA 201 J1) PPN 4E A i FEBL & CDDP 5 CBDCA X} 164 {7 NSCLC H& 1
A ANE N2 2 B CDDP ¥897 77 2 238 25%~30%, H1iz OS 4 8.9~10
™ H . Bt& CBDCA (PM259 CA 201 J1) IIZEf# %N 15%, Ff2 OS A 9.3 1~ H .
HH [ A 5T

1E 132 r A A BRI 1 550 i W B0 B 1 A /N At it g £ 5 v gk AT
TN BARENL (LD B, REOEGEACHREE (CE—/MTREMEE 1 KAIEE 8
K45 T 60 mg/m3 3 A —ITHE, JE AT FLES 1 RANES 8 K44 T 71814 2 80 mg/md
SIREEREIETT (A H) MKEREE KT SR CGE— TR 1 KM 8 R
Y5F 25 mg/mS 3 JEN—IT R, JE ST REAS 1 RAIE 8 R4y T 7 EHE & 30 mg/m
SIREBATRTT (B4 P sz et . 87 S NEMEARZR . L H
PR RS (IRP) YNGR EIR, 7F 131 A2 ENL o dis)r i EaE, A 4
25.8%I1) 66 7 34 (95% CI [15.8-38.0] ) Al B 4+ 23.1%017 65 £ E# (95% ClI
[13.5-35.2] ) i~ A 5 e« LB 3R B i) (PR+SD) 1 EU A7 ER AR i -
A 41 72.7% (95% CI [60.4-83.0])F11 B 4 72.3% (95% CI [59.8-82.7].

WETF S HB B RA RS R: () IRP T, A D3R5 1 IR ZE R A7
72 1.4 4~ F [1.3-3.0], B4 15 H [1.3-35]; CiD) W&, A HH
T HE A 4.6 H (95% CI [3.2-5.1]), B 4H 9 4.9 1~ H (95% CI [3.6-6.1]);

GiD) BFAREE, A B PALIaYT R A2 3.4 A~ H (95% CI [3.0-5.0]), B
AN 3.44H (95% CI[3.0-3.9]),

S Horh 38 A E B (A4 21 £, B4 17 A1) HHT T KEFEIIERZ5103)
FTERIF T o LE BRI ERTE A AR ZEL, w [ E I N R R B ) oK B R 22 57,
AR W 82 B BT B B 1 25480 1 = R 52
M BIFLIRE (ABC)

ERPURTIIW

FE 2 WOFTEOMBE AL T ARG T BIF 90 17 1 2 A SR 3 P 24536 7 sk & H
HIE T
IR

LE PR TR IR ) 22 At TG PR IE 7 (PM259 96 CA 201 Fil PM259 97 CA
206) ", AR IRG T EARCHR R T BT M AL IE, B
184 i fE 3 .

5T 97 CA 206 FIHFFE 96 CA 201 Fr#lk 15 2 fif 2R 43 7 N 30% A1 21% o Hff
Fi 96CA201 Pl a2 | ISR iR 5k, R BT AR BT B3 TS
B, GHRETENEMENN 14%. PR AE) PFS FhAFFEEE A F1 OS
—3: AN 4.6vs4.2 A~ H A 19.3vs23.9 1M H .

At ]

—IGREHL 1L HIWT 5T (PM259 CA 222 BO) 1, £ 139 fi7 2 iz it B EF 22y
YIETT B EE RS 1 LR 3 v LA v A AR O i B RN -R 5 s e A FH 24 TR 4EAR®
A s B AN AR B A P 59TV DA K 22 P At FE AN R BRI B A FH 25 T 3K
PIANBA 254, T4 AR PRI B AR B Ath i (V+C) 5 2 il AR 55 (D+C)
PORIEHRIZRALL ATT ARE 70.5%%F 70.8%), ZEfEHAHML (31.8%% 35.4%),
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Toit R A AF AR (7.2 DN HXT 8.9 /4N HD, ZIRTT RM [aIAEMLL (5.6 /N H X 4.3
MDY BTG TR RN G T REMhE (VoCO MF TR 77
%, HIrAEHENABMSEIN S TGS A L. V+C, VoC Al D+C 4
S AL [95% Cllor il 22.2 4~ [18.8; 29.9], 19.4 4~ H [12.5; 35.4] A
242 " H [14.2;38.5]

T AEARCIR I B A AR A 55 25 TR RS N A2 1 {36 Hh gt
177Vl FREAE (WFR PM259 CA205). £ iftifihEE (PM259 CA101). %12
fig (PM259 CA 102). HZ4EARCHREM KEIRER FIZ BEARM BRI L
PEAL BRI R IT 7 SRS, £ 50%.

HH [ A 5T

75 133 iRt ABC BEHET 7 —I I IBEHL (11D WFFT, PRAGIGZEAR®
W HE CGE—AITREMEE 1 RAZE 8 K45 T 60mg/m= 3 I N—I7 e, JEETHE
1R 8 KL THIEME 80mg/m™ S5RFHEBART (A4 AKHH
TEEBKEE (BB — T FREMEE 1 RIS 8 REGT 25mg/m™ 3 A A—I7HE, J54:
SRR 1 RIS 8 RIS THIEME 30mg/m® 5RFHEBSHEIT (B4 HEH
RN e, FEYT A SN E MG R . MOLHE RS (IRP) WS R
BN, 1E 133 Az Lo 4697 M T 69 AL (51.9%) WoRE W&k A4
(K2 W fiR Ny 50% (Cl 95% [37.4-62.6]) Al B AR MR 53.7% (CI95%
[41.1-66.0]). IRP {EA P ZH s 3 1] (PR+SD) 4371 °4: A 2H 86.4% (CI195%
[75.7-93.6]) A1 B 41 88.0% (Cl 95% [77.8-94.7])

WET A BHL, PG R TE AOTT AR HERARMEER. R
PR EERE N, AHN 454 H (95% CI [3.7-5.0]), BZH A 4.6 NMH (95% CI
[4.2-5.0]).

S Hr 43 A E e (A 426 67, B 4117 fn) BT KEIRERIZSE S
SERETC . TR KA AR, E R RN AR R oA MR ZE S, AR %
FIFR L L E XK IR 1 2530 J1 #5200 .

(@ipLik=3L
ZEAEH

KHEIERAKELED, ]I HR . KEmMERPUMEER FEEZ
W 5MERAER, MWnk R GE 2038, KEmREETRETIm: 1 &5
2. 3 AMP A B H BRROARHT: 2) £5iH R AKHIEAS 5 il ATP BFETE: 3D
AHRRIE ;s 4) BBRAENI DA . /N R TR T, KEEIRE
N 2uM I 1A 2 0 Z0E B R, AR 2T IR AR 2250 R I, (R
TEWRFEA 40uM B 74 X RS = A AR SR A AE L, R KR IR 22 70 2454
EONFAR B .

BHEFR

— M E M S EHARIEBRIIE, T8 ERE, RE TR IR
PR ANAS [RI R FE ) i e P2 P 5

BTN EC B A g o pRk i AR 5000 45 B R Je R H 35, /)
IMAZ AR IR 25 RONPBH M, SR KBERIE R o Qe k2 B, F 1T BEAEAR A 5200 Gy
BAREE . Ames I 4 R M, /DRI EIE TK Locus At Ee 25 A B .

AEEME: KRBCATSCSEIE, B 1 K% TKERE Img/m? (44
I R SR 2577 B 10 UBDERE H 1 k4 T KEHE 4.2mg/m?(LAIG RS 2457 & 0.14
%), BoRXAEE i E G TR . HEE R R 2 IRGh T KRR
2.1mg/m? 1 7.2mg/m? (o 521 IR 4A 2577 & 1) 0.07 F1 0.24 %) , %4E 13 F
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8y 26 JH, 0] FEUE A BB PR RN ET 0 RO B W R D
ENRIEIG R BRI AU, IRG T KEHNE Img/m? B & (e
KA ETE, ZNEKRFIER 033 %) i, K&FEHELAGMERFEMRIT
B, WRF REMIRRE RN BAE 6 K425 11k, #E N 5.5mg/m? (4244
FKHAFETE, ZUONEKRFIER 0.18 %) B mfER, KEmRELEGIRE
BUEAGAF R . BRI PR SR AR IR R T, KBRS AT
SR (fetal) & FEFEAEHER.
ot MAREITEUE A
[ 2581
#E, 2°C~8°C RAF T HEIEN.
TR A S CE ) LEE AN RE Fe ik () 3 7
(3]
Al PVC/PVDC/AR YB3
ALAERAG . 1R/
(B
36 M H .
[ $ AT AR ]
JX20170250
[#HECS]
20mg it 25 Sy EMHES . E 255 HI20140657
30mg it M2 sy EMHES . E 255 HI20140658
[ EHFRTRFA AL
4%%: PIERRE FABRE MEDICAMENT
TEMHHE: LES CAUQUILLOUS, 81500 LAVAUR, FRANCE
HEE S fS: 81500
Hi5S59: +33 (0)563588800
fEH 5. +33 (0)563588663
W4k:  www.pierre-fabre.com
[A&7r=4k]
4. FAREVA PAU
AP k. FAREVA PAU 1, AVENUE DU BEARN, IDRON 64320, FRANCE
B St : 64320
H %G58 : +33 (0)559402100
fEH 5. +33 (0)559 40 21 19
Pdk: www.fareva.com
EAZ1ETIN |
SR BORIEA (R BT RHEE IR A A
Hihik: b T RO X E T 63 5 404-58 HLIT
HE B 2wt : 200023
HL 155 f9: 400 6908 368
M4k:  www.pierre-fabre.com/zh-cn
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