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Unopened vials: Store the
medicinal product In Its original
package at below 30°C.

Refer to the package feaflet for
storage condltlons after
reconstitution.
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{albumin-bound)
1 vial, Single Use

Intravenous Use

Each vlal contalns 100 mg of
paclitaxel formulated as albumin
bound nanoparticles.

After reconstitution, each ml of
suspenslon contalns 5 mg of
paciitaxel formulated as albumin
bound nanoparticles.

(albumin-bound)

Read the package leaflet
before use.

Keep out of the sight and
reach of children.
Jauhl daripada kanak-kanak.

Any unused product or waste
matarial should be t'j;%md of
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. 31%B658B L - 35%BTSRLE - 6SRIEZREA - ARRESBIUT ZHA - RERMID
#) - BMinDEe - WA RERRE - 5B EZFBA - HRRESBUT ZREA - iaME
AEEARZBRIEARENER -
ERR NS - )ﬁ‘”‘ABRAXANEbﬁgemcnablne BEERRE—RERNA31EFAS
CAN%BESREL L - 10%B7SRIL L - FBRHRSE - 65BN EZHARSRINT ZHA LMY
mER - GSHDAJ:ZﬁAﬁBZHSSSHL‘A'FZﬁA CHEE - ARER - MK - RAMMRAEESR
W H « ABRAXANERIESEREIAD - REZEBHIN7SEM ERAY - BIFEHERERNNEE
REFBRBUERKBA -

6,6 FIMERE

BEFIIERSHBA (BMAXE>ULNE1.5xULN B AST <10x ULN) R BABRAXANERE A
BE - PEEBEFINEFS HABBERABRAXANERAEE [ &RAARAN (3) - Wy HE
B (1)) - FEGABRAXANER FERAIEARSBULNEASTA R 10BULNKIRA [£RE
ERAA Q) WERINSEG.1) - RADNERE (1)) - RIMABRAXANES TS EER
EF RS 2B REEFA [ERAERANG)] -

67 BIMERS

BEPEBINMERRBA (EECCr30ZE90 ml/min) - AMERWABRAXANERRZHIR (&R
W HREK (11)] - WREHRNTRUNEERERSHREBRER (E5CCre30
ml/min) WA Z BRIBERN -
ZEEM
Paclitaxel Z 1t EICYP2C8 RCYP3A4HELL - EILABRAXANE 6 FB B #1 & St st K MICYP2C8 =R
CYP3AAMY IR PR BTN -
8 RIfFR/ARRME
81 HWARERRFA/FARRM
ARFEEFAFBOEGERRA  —ERMERRRARPHFIRRAVREE - WRERS—1E
RPEERARTHFRRMREREREY - ORSRRNAREA LHRREAREE -
EREAABRAXANEL MBI ILE - BEROFRRE 20%) RTE - WEamREy
EWPERES - ECGRY - E/RD - AR/MER - RPISREWRIGT R - B KA

~




30 22
3 <1
ERISER 18 10
EHAER 4 1
B}
ETER 27 15
EEERY <1 1
%
AR 7 6
EE ik <1 0
RR 90 9%
FF0 (EARTERSA)
MR 7 7
BICREET B 36 3
AST (SGOT)H& 39 32
EREMERN <1 1

a, IEANCIARBH# R AW NN (CTCAE) B2RBRBERE -

b. Paclitaxel Injection BB A BRRCMATTRP, 14 A -

c BIEMNERMMHIR 2 AMAMABIAE # (R - WRER - MW - (K1) -
d EERHESBBEIR 2B -

MBERRE

IESPHEE IR O R A AR TER - ERBSRIBNWBHEIERAD - 260 mg/m2mE
SEMAB 9% AN P MK M A PEES00 cells/mm3 (448) U T - Mpaclitaxel Injection
175 mg/mZMBRIBE 2% BARENFRRM - HFRAMPE B4 2 MIRHDIE -

;R
ERABRAXANERMEIRA « B24%BEMREN - DETIRBER - IFREBARRIHERHRE
SMBRGHRE -

MBI (HSRs)

g
(.

H— e N AW - ATI5148% A RRABRAXANE/carboplatiniam - &5248%
arel injection/carboplatinf 8 MZ AR KM - ABRAXANEES21 XMENH1T -
mg/m2EMB . FARWE305 8 « Paclitaxel injection AU FEFRBH4E A - l—,l

,fﬁﬁ
e Mfﬁg_.-‘m!l'ﬁlml WRGIE3/ N - MASES22IRMEMEIX - STARABRAXANES

paclitaxel%iE & « LURSAR;E894E4T carboplatin - MERAUC = 6 mgsmin/mL »
maiiMpaclitaxel MM R EABSEESR  WREZERERNARERBREZARRMAMRMY - T
HHTREENSAD - FRPUMRCON - 75%RBE - B1%RAA - 49%BEMM - 43%R
AERRAMFTA - 76%RECOG PS1 - MEBAMANRA - ERPUMRCEMENA
ABRAXANE#t Ficarboplatina s - LR paclitaxel injection#t Fcarboplatiniam - TR
(210%) FREMARERIAY : RIES6% » IBO27% - WRE25% - AEFIR17%  HH16% - @
#16% - MR15% - W@IE12% - IFIRER12% « B7#810% (L BABRAXANEM EcarboplatinAM
HzRERKY) -

R7MBBABRAXANEH Ficarboplatin - 488 paclitaxel injectionf# AcarboplatinZ A ME MM
MEZHRRMARRRERE - ARSI (1-4) BHREREE>5% - HBE- 4R\ RERA
=>2% -

7AiM RS nERNBENRRY - FART (1-4) BEREBHE > 5% RHI-4EH
#22% NREREREEER

ABRAXANE (100 mg/m2®i8— | Paclitaxel injection (200 mg/m2& =1l
R) #Acarboplatin —R) $tAcarboplatin
$B1-488 (%) W3-8 (%) M|1-488 (%) %3-448 (%)
Am'2 98 28 91 7
z;gi’m 85 47 83 58
.
i 68 18 55 9

1 ABRAXANE/carboplatini2 B B508 8K A IR 2T
2 Ppaclitaxel injection/carboplatinA A5 1485 A REEE
3 Ppaclitaxel injection/carboplatinA MA A5 13 B HA BT

RORABABRAXANESHFcarboplatinia MAR5 14 A - S paxlitaxel injectiontt A
carboplatind524 A - BTAKRS) (1-4) £ > 5% - HWI-4RPE > U ZFRRBRALEEERE
=R .

R AMBZM - FEGRIMIATE 2 5% - WH-AQMEATE 2 20 ZHRFREN

MedDRAR
| 12108

ABRAXANE (100mg/m? 58—
) +carboplatin

Paclitaxel injection

RitHED R (200 mg/m?B=W—%)

"m&BEIHKRNEEEE?Q&%‘I'}ZZ)&EWEE EHEIFIRE M (1%) IUR R4 - ROE - fas -
1"\1‘? =\,'_’1 < 1%) - BARAR AR IRIIABRAXANER S EAIH paclitaxeli T8I ML AR E S8
_ﬂfr\&a\ :

rl‘.-ﬂl'

CBUGIT A 23023 B 1T RRI I IR IR - <1% A0S A TE305) SRUASE IRARA S 0MIB 48 - NE botE

SRR ENAWRAMER - hABGEAMA B ILAM -

FI3%R A HIR DI KEMABRAXANE B 3R (R AR 2 B E /O B FE fF - IBAC ST (G IR BRER
JEE R ORRE OE BB - kR - M2 - FHIRE ML - SR - RBEMMD
EFEN (PE) R IEMERD -

FSFAZESOCEE (ECG) BY - INRMEZECGREBRAEN - ROBRMERH - e

AR - 60%MmALIRECGRY « ERIAMAECGIERMBAD - 35%EMFMM LIRLE

EREY - BEROCCRICRIEFREFRICRN - WL BN - Wi 80 -

SRR
JRZABRAXANES M - BAIFIREM (12%) - K8 (7%) - FIE (< 1%)H0EH

o

ERBEFRZAERBEEE  ARWDETRN - @R ETRWR229BFAPHTR
(3%} F3ABRAXANE - 122 ABRAXANER MAIBAS - 24A (10%)AEE3BERNERS ; 2
FIAARB22RE (P U PEDE ; 10AEABRAXANEMEE L AR IIA R - 2A BB W 1HQ
FRTER - RIAMLEWI0BRAF - AAEBWSEHRMIB LT -
HARBREBIRERINTFBOEE - NAABOREAERD - HSERE—FBDHEHRS
($B248) -

oot ] ]
1ERABRAXANESABAIFA BB A P (N=366) - 13%RERA/RNER - 1%HBERY - BEE
R (BEBSRBNIEN) RERARGR2NNE (3008375 mg/m?) MEA - BLEEEESET
ERE -

e/
FERIBE BER 1 - EMFAABRAXANERRI =K B4 - WEMKARERR «

Lid
FAURETZE S - ABRAXANEA A A 14% R EEIFHARGGTH R - paclitaxel’ 58 MER10% -

bl ]
ERETI%ERARENMEAS  1%58E - BNMERIRER  SEAN O RERLHE -

R IR
EREEPHE ERABFERTBABE) - 10%HHA HIFKHE -
KRB -

BRREKA - thE5ER

s ["‘&\“ HAER (N=514) +carboplatin
S (N=524)
M & ﬁ},’ WIAEWHE | WI4BWEE | W1-4GW | W3-40W
AE eSS ) * o | o
==
T I a8 3 64 12
2BRERRE
I B 10 0 4 <1
R - MRR |
il MM 7 0 2 0
neaRRes |MH% 13 <1 25 2
M I 10 <1 19 2
2 BWISERNIEAMedDRANIE 14 ORSMQINERM (ARE)Z 2 -

ABRAXANE##FcarboplatinARMA® - S14BF/ADPE17H 3%) REEIRBR BN - B8

FARERARBMIGTHE® « 172FAPEI0R (59%) E MK FHABRAXANER - FE3MRH
BRMLEEE VRIS -

B

—RZBB P - ARHE  HIF - MRIICHS - 5154218 KAXABRAXANE

gemcitabine - 188R402B K AgemcitabineBIGAR - HABBIEERBEE—H2HHA
ZARREM - ABRAXANE/gemcitabine EEAMIBA T 1B AR3.9ES - Mgemcitabinefdfyia
MR B 5R2 81 A - 1ERAMAOBMP - ABRAXANE/gemcitabinet@figemcitabine A%
MR P M AT5% - gemcitabinef8RI#85% + ABRAXANER1EE B I3 E P {1 M A81% +
RONERNZ MRBMRE ZHARRBEIZE - ABRAXANE /gemcitabineBEFi A & RI1-4
(&5%)HE3-44R C2%) BUERARTMAHRER -

9 : ABRAXANE/Germcitabinef - BRI R (H1-4 025 % M- 4G WHE22%) 28 510
MR

ABRAXANE (125 mg/m2)/ Gemcitabined Gemcitabine
1-4i8 (%) W3-4iR (%) | HW1-4i8 (%) | W3-448 (%)
M chE A i Bk AD 73 38 58 27
nGRTE L 74 13 70 9

a ABRAXANE/gemcitabinei M4 54058 % A R TS
b Gemcitabines M A3BBE KA IBBITE
¢ ABRAXANE/gemcitabineia A H4048B % Al ZcE 5




A ABHAXANE/gemcitobine SIS 6% A BRI P A MK EREAT

1 0REASRARANE R Figemcitabine N BRI gemeitabinetll - FERMR AR REERE
IEERERINGE >5% - ABIARBIMLLLAE 22% -

710 : ABRAXANE/Gemcitabinef™ - REERES (FAWEANHE>5Y - AWEWIER
MIRGL LR 2R TR

ABRAXANE (125 mg/mz) Fgemcita | Gemcitabine (N=4
bine (N=421) 02)
AFBREHR AR~ el
4 L =
FRARAI B|IRILE - BE
183 (4
BE 248 (59%) 77 (18%) 6%) 37 (9%)
1223
EA K 194 (46%) 13 (3%) 0%) 12 (3%)
BUERRIEY 142
el
BB AEAR P 171 (41%) 12 (3%) 8%) 4(1%)
54(1
5 79 (19%) 29 (7%) 1) 17 (4%)
1133 42 (10%) 6 (1%) 16 (4%} | 1 (<1%)
1924
B 228 (54%) 27 (6%) 8%) 14 (3%}
EMEER 184 (44%) 26 (6%) E(es 6(1%)
REE 4%)
113 (2
Wt 151 (36%) 25 (6%) 8%) 15 (4%)
KR 212 (50%) 6 (1%) 21 (5%) 0
52 ARER AT T KB M
" 45(1
wE 128 (30%) 8 (2%) 1%) 2(<1%)
Bk g 51(1
wma 227 (54%) 70 (17%) 3%) 3(1%)
s 123 ] 68 (16%) 0 33 (8%) 0
3] 60 (14%) 1(<1%) 38 (9%) | 1(<1%)
R R 104 (2
__ﬁﬁfm_’ﬁ 152 (36%) . 23 (5%) 6%) 8 (2%)
T EIes 5h « THIsiE9IEABRAXANE E i REZFRRM - BN MLERAREHEFRE R

By cemBnABTES  BLAETRET AR  DRTARDREZERNG - ERLERT
Pl pgelanel SRIM MM E R TR BEERABRAXANE -
L

T
ABRAXANEWR R BEER MM - WA K RIABRAXANERIREA18)
padlitaxeEENMTAREREBUHFA - £ LHEEESD . UHEHABRAXANEMILRER
R ZMRET AR -

Yt
A AABRAXANEE AWML MRS - AV-block RELETHHEMBINIER - ARG ERZ
AMBBLRBUERSY - Fanthracyclines - HRFGANELMBE -

R

JERABRAXANEMIRA W RERGE « RRIERIL - AR - %A i ARGIMENRA RER
SEHR - ERNEEMpaclitaxe I EHR 2 MKEIFTERE(LHES - EFAABRAXANEOJSE
BRERFRRM -

e
WRERHERMBERGTN - LURBEAREWEE B E1GERS -

RH%d

wAXMESEApaclitaxeliZHMEHNFAREARSRBURY - BREAERPLRE
» EAABRAXANE AT HER LR R M -

@759 5 {EFABRAXANEL R K fiitaxane MAMAMAIRS - St Mt MIIAL K (CME)W R KR
TIBRE - FIAME - WERBIEAME (CMEXE - BERNTSEDEEB A -

il
M B Rpaclitaxel T 5M 2R 2 MM - &3 R TTAOMTMNTE RATHRIEE - 625
ABRAXANE OISEER 4 bR RS/ -

M (GI)
ERABRAXANEAMRE - W REMMEE - R, - BRI - RIS - BB paclitanelit 18
—AM - S AR MM - A NBENAG-CSF - MM A MIRERZ H/ 3 (typhlitis) R
SRR

ENBUEE

WA RIMABRAXANER SN - AR TIALHM - SN ) EWABRAXANERERMITE BRBRR

EREIMSR -

ERMERpaclitaxeiESIME S MM - WREBERHF - WIRGS - SEEAN  HE - B

- L - EREBRD - paditaxe I BURATRERRMWTERE . FWETE10X
@A RE - WEBERTESNEMpaclitaxelin - 281 5bH AT SRR IR - TREDLIR ¢

.'.- o 9 9, 4501 o
- Lo 87 (21%) 31 (7%) 1y | 0@
i N & 52 (12%) 18 (4%) 280%) | 601%)
e s | 72(17%) 0 007%| o
il T 64 (15%) 1(<1%) 143%) | 1(<1%)
BARTEAER ;”f’su 47 (11%) 10 2%) 20 (5%) | 1(<1%)
PRy 48 (11%) 3(1%) 246%) | 301%) |
RABRREHEM = 5
6 % D 6
P REEHA 47 (11%) 3(1%}) 13(3%) | 1(<1%)
J1F3 44.(10%) 4(1%) 15@%| o
ISR  {] 51(12%) 1(<1%) 246%| 0

2 FHmuEmRIEAMedDRAGIH S 15,0/ MEMedDRAB (SMQ) (KEE) 2 E# -
b MRRIBE RS SR - BEBESE - FRBRUINNE - MR R 3 ML SRR AR IR B (enteroco
ccal) BREERSHE

12 ABRAXANE/gemcitabinea MMEBAHEA - BB 2 VEE < 10%MEEFRBPTRR
[ R i

BRBEERRR - ORISR - Mk

MRS MmE

DRERR : OB - B ORRE

B : MORTEBI SRk A

L1 Bl i ]

1£2ABRAXANE/gemcitabine’ M ZmA S - 17%REHEIRFM B RHY - HRRBIES
gemcitabine AMER1% ; REFBALREIRENGTHES - ARRANANEME S MR mm
HEFEWOBMDYNRE140%K - ML TABRAXANES - {if 8 30 F5 10 19 7 i 08 2 <5 1 ity
R MA29K - ABRAXANEARNFARERIRBFANARRE - FU%RAEFRER
B ZABRAXANES

i i E

152 ABRAXANE/gemcitabine B M ZBA D - S%ERERMAE - LR @IFRgemcitabine’A M
EB2% « FABRIKPEANKEVENRA - BAREMMNE - BERNENBRETE22M
FHELAREREIR -

1321
##RABRAXANE/gemcitabine8MZBA D - 4%RERHRE - MMM HEiERgemcitabine’B M E
51% + ABRAXANE/gemcitabine’ 8 M - 1761 HIRMRE - B2ATLT -

/.‘\-‘_ f’mﬂ (recall) , 18®& «
o
" g
¥ Ve ABRANANE i 525 e S SR -

o
o —

= 4

# s T
g
WEHRSHAABRAXANERE BRI - @E2SUNNEAERE - AIHRER - BREXR
ERM - WS ENRIRR (radiation recall phenomenon) - J k27 B R B K capecitabinef)
%A B AE R AIAEAE (palmar-plantar erythrodysesthesia) « @ 5 REPRRTER — BEER
R ST INTOE B -
PaclitaxelE 81 8 75 & B3k - BFMEAM - RRWNAEE -

L]
SR EULEI MR IR ABRAXANERDEN - MR - BB Apaclitaxelt HIRIFIREM - W75 - 1R
KA - ERARBOWESR - SHRME - GRETN - INE - BALEES -

9 B8

ABRAXANEAREAIZEREN - BB T EHMH REHEDRIDG - WIS - MBIk -
10 RERIE
10.1 AN

ABRAXANEZ—EREINHIM - TREMEEA (tubulin) MBS ANE
(microtubule) - e ILZRAEAMBERE - LNEETIIHMERIEVELSEEA
- BN IR 5 AR S TR B9 44 ) RKABE T KE s BB A 3 + Paclitaxel W 72 B2 1E AR PR M APy
CERRABONWE (R,  DEFSHORYUELTSUTERN -

102 WYMIBRE
BRI RRER
103 WRAIZZ1EAE
1031 HEl - RRMERERENRE

4 FHF FEABRAXANE 2 B o] i1 -

PaclitaxelZE M5k (A SMHE @RS RERSMER) RIA (N ERREZSIR)BREER
{&(clastogenic) + PaclitaxelZEAmes Az PEECHO/HGPRTEARBNED - FRHR
[ 1: 0

HERABEERARBARIRA - SWIEHB42 mg/m2 (RBKMRAMGEHZARSH
RARMRERA16%) Zpaclitaxe| IBOGE ST - HM112 . BRWNERENBF
BRAE - REEA 2 350 RE A B N 20 3B (L R B RS LL BHBAID + MEFIA2 mg/m2Ra MRt
hARERAREEESOER - TRMERMETME - TEREBHT®RS - R
HEFM RS 5 A SR M B 2 paclitaxel A ERGARN (W AMBH54 mg/m?2 - R
EMER175mg/m?) - ¥REBAER/RILRS - R TIEA=MEN 108
mg/m?Zpaclitaxel BB LS K - MHERRBLNBRIREIRR -

TEM KA B A AT R XA AR M P paclitaxe | @ IR E T NIRE - Paclitaxel & W ETE



NMBFEEREE « AIRIRERS-RASRBAY -

ji ﬂtLEd‘J:;ﬂnﬂ

\'.

Hﬁ!r.ﬂi_‘hﬁ30)&1809)ilbﬂﬁlﬁ&ABRAXANE EIE80ZE375 mg/mA(EER B ENBBENA

WE=0 3) fP,ﬁl 1518)% 7 Bpaclitaxel BRI 7B - BIR B Emg/m2IEHRABRAXANERZ

:uaﬁlﬁl‘tullh‘ﬂ BT EESMREABRKEABRAXANEE - paclitaxel 130 fF LI AR

REAE - IR ERRAHEDARE MRE RS TR MIER -

EEFMEB0EI00 mg/mAMN B ANRBRMNE 203 15H 15)NREN
ABRAXANEWR T - paclitaxel 2IRH B FMBRTE(AUC) - ABRAXANEA Z paclitaxel ZH47

B 7748 U I G 5 BR B ) F AR A

EEBR305) ER L _E KRR E 260 mg/m2 ABRAXANE - S3/\R 1 _E B IGME175 mg/m? paclitaxeli®

FIMmBEME BRI - BB paclitaxeliE 51 W - ABRAXANEWIERIRE (43%) - 53 HIIRTE

A (53%) « BEHFRIPURER -

2

EREMEREE AL TABRAXANEX - paclitaxel @ P A HEMAMRINME BROFHES
EEEBEIY - RATMRARBI1741L ; KRS THMMETpaclitaxel Wz 5 7 5 I B9/ ZAZ
RAKNES -

E—IRRABLLIAI - MY PR S Mpaclitaxel 53 5 (fraction) - ABRAXANE (6.2%) BRE® R
BMIMpaclitaxel (2.3%) « At H@RBWEAEN - ABRAXANER)K L& Bpaclitaxel REZE
BRERZpaclitaxel - EMHMARMBESLSHRD  ERRENR0IESO pg/mLay
paclitaxel - &SRB Tcimetidine * ranitidine * dexamethasone@diphenhydraminelt <% %
paclitaxel BERRMNES -

pid:-
EBRMBEFB0EI00 mg/m? (HERSEENBBERNAZ0.311831.158) K
- paclitaxel ZEH RFAEREE13F30 L/m22H - BERFHBEYLRBREE13Z27/)\ -

it |
RSB R BT R SMART - ABRAXANERZ Kipaclitaxel X BECYP2CBH M Ri6a-
hydroxypaclitaxel ; 3 FBCYP3A4EE AR MIXMY - 3'-p-hydroxypaclitaxelfdba, 3'-p-
dihydroxypaclitaxel « Z#i®4#) (ketoconazole - verapamil + diazepam - quinidine
dexamethasone * cyclosporin - teniposide - etoposide - vincristine) T ZE # s M paclitaxeltt
M Al6a-hydroxypaclitaxel + FiBMERMATAOMERBRFERARNR T ZAANE - REE
* 17a-ethinyl estradiol - retinoic acidi{ & quercetin(CYP2C8 2 M—H: i 1) T MIME A A6 o-
hydroxypaclitaxel 8 - PaclitaxelEEMPs Z M 714 - thATHERRMCYP2CBR/HCYPIALZ
BH - FWHLNFMEEREER  MAMXR (ERXEEA (7)] -

it

143053 MAFAGME260 mg/m2 B 7 ABRAXANE « FIRES R it 2 FRs 108 (4%) B
RARZZIFBRER - ERI1%OAEHAME - MU M60-hydroxypaclitaxel§83'-p-
hydroxypaclitaxel =Y, - SEERFREHEE - £120%0048 12 T M MAT e M B HE ] -

HERE
'."i”:.--‘-"-' ol WK EREL AR (E BRI 2
“; . FE&E?& WA A RAE | 50/223 (21.5%) | 25/227(11.1%)
a(\-if% # [95%C | [16.19%-267 | [6.94% - 150
2 T b \‘ ) 3%) 9%)
. P b 0.003
BFHEMEMAFEA LT EMEBERAR | RME | 20/129(15,5%) | 12/143(8.4%)
RImAC [95%C | [9.26%-217 | [3.85%-129
I} 5%] 4%)

A FlE B e REERecanciled Target Lesion Response Rate - TLRR) % RT# it @ ##Y
IERATEERERBMBUEN - HEHA6EENNME - KRR ML 5 BERE - 1b
LA B TR ARBEEMERR) BT - BNEOTLRR - LLABEF A KBAFARIZE
SRR 6 S R -

b {&#Cochran-mantel-Haenszel 3 - E— vs. > B—RBUEHTHE -

C ERIRAMEIE—TRantracycline - BRIEEER LIRFT -

12

n~

FE/\ARR RS

—REZ D - BSE - BRARCIE - 1210522 KRE(EMZ B b/IVEITE/ ) BRMGEEA
LE8ABRAXANE S Ficarboplatin - Spaclitaxeli £ 5B} Fcarboplatin - #0RBRFE/\4iRR
B AR — IRIAM - ABRAXANEMES 21 RMITAIM1 - 8 - 15K - B30 LFSEEM
£ - HEA100 mg/m2M Ml -2 ABRAXANE + Paclitaxeli@ RUZE (L RATFRR 1 IR - I3/
L ERSRGMES T - EAI200 mg/m2M B paclitaxelit W) - MEAMAWER 21 XRE2M
S8R - FEREABRAXANE/paclitaxel M - LIRERGE 55 A carboplatin - MEBRAUC=6
mgemin/mL - HACAREIMATL  RERVZ2IZNBHRL - TEARBILRREA
BRRBE - APRWMIIFEEEWMRECISTARR (81.05k) HIE -
EREAR (ZPHERIK) BN - PUFRRBE0RE - 75%RBEH - 81%RAA - 49%BER
M 43%B/AE NIRRT - 76%RECOG PS 1+ 73%EMR W RMAE - HEEMANEA
- R (MO ERIZAYEM
ABRAXANE/carboplatin;a MU i B2 MR AR - Eat B B i paclitaxe i M &
/carboplatindd [ (33% tb25%)@ R%12] - MEKBARZE - BMESNHLRAHEERER

FE12 ¢ FRIRS O AR T B 2 R AR (WG M)

ABRAXANE (100 mg/m2&M | PaclitaxeliEH (200 mg/m2m=
—3R) +carboplatin —)+carboplatin
{N=521) {N=531)
KA M E (ORR)
®R
FERHAHBMAR 170 (33%) 132 (25%)

R - n(%)

{ .

/ -3
(

nmxwrrpncmmmmn AP (KEATEA0E 143 kg) - MEEM(13Z24 m?) - 1481 18

“RERA A A) - Fe4F856) - EBERNR - WEEPEE T OEFREE

4+ 304 <@ L/ i) BRI INIE A & (BRITRR>1B1SEULN - BASTSIOBULN) Lo
-*ﬁu dul&mﬁMﬁg

‘ﬁl!?fﬁ"-_?'!i‘ﬁr W (MMAIR<UINEBASTZULN) BB A - BPERIHER S (BIRAE2 15531
ULNBAST<10fSULN) SEBREATINEER 2 (BBRAI R >3E513ULN) M58 A - paclitaxelfy @ A iR R
HD22%E26% - BFIGAUCHNE20% [£RAERAR 3) HHERIEIBEIR(66)] -
EEBER X RMBENG (WEETEEZ <30mL/min) %5 ABRAXANEMIpaclitaxel 4% 8} 1 4
RB{NARA

ot kydadiibd

Carboplatin : FF/N BRI (NSCLC) S A SEALABRAXANE T t S1BNSE Fcarboplatin « 3 5k
paclitaxel Y RBEAKEK LB RANLS - BRIH0H B carboplatinTHAUCH#ILL B R1E (6
min*mg/mL) BHi23% « BEF 3 R R G % M5k 1 Apaclitaxell§—# -

12 EREBRY

Abraxane PaclitaxehiE¥H
(260 mg/m2) i
(175 mg/m2)
28.6,36.7 212,285
0.005
3 5 et mmooren

B (95% Cl) 69(56,80) 6.0(56,7.1)
4B MRS W B T
&/ 66/254 (26%) 71/264 (27%)
Bl ok 947229 (41%) 54/221 (24%)
pai 3/9 (33%) 2/13 (15%)
Hith 7/29 (24%) 5/33 (15%)

121 WBHsE

HRREAMMMCHBRE 2106BFARE - LR—TRARS BRI 24602 BA R
- O] ZISABRAXANEFI A RMIB 14 5L - RERREAMTF -

ngmEmese

E—IRHM T - 43R MBIEILER A L3059 MEFAGMTABRAXANE - MBB175 mg/m? - 8
ZIEST L3045} SRS RRHE300 mo/mBAMG3BMIBHILEFEA « MIZHARMAR - RE
SRR AN A IR E) E R M (objective responses)

MmaENRAse

BRSPS BHEI0UNMBIEIERALR - HA RS BME - —(EL307 WASIEH
7260 mg/m2 ABRAXANE - 53~ #8RULL3/)\ES B G #43E175 mg/m2 paclitaxelix a9
64%07% ATEMA S RS TUAER IS FE (ECOG 1812) ; 79%MIBAENMMIES ;| 7T6%MHBAS
KIRIBEIWS - 14%HRAZAIRIZZBICE ; 27%EEMENEMPIERBIEM - 40%@EM
BRIZRRIEM - 19%EWNBRBNAEPIZRIBIER - SO%NRA RS HBRRPBRE_Q
LERER - T7%HFA LA RBBanthracyclines -

UEIRERED - ABRAXANEMHBMNK B MFEL RMB(EBMBIEM ERT LMERE - 5
21.5% (95%Cl: 16.2%Z26.7%) - Mt paclitaxel T 51 BMEN SR MEH11.1% (95%Cl: 6 9%E
15.1%) « BEER1 - REZRMEEMTERS LHBREER -

1 : AN AN IS LI 2 s B

Cl=fSHRER ; DoR=A 8z Mm% MR
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—BZEZ DL - BRSE - FMEBURECHE - SHHB61RBA - LEW
ABRAXANE/gemcitabinefigemcitabine 8—AM - AW BRMEFAE— AR EY -
il # = B BT8R BKarnofsky Performance Status (KPS) 270 - BATRABER - MR
BNE<2 SIEEHRE LIR(ULN) SLARTMIB0BA MERMAE < SEULN « A SSAT R A RMAE
AL AW B ERTERRARBIEEM - RAMESIAMET RS - BRARIME
FEERNRSE » EWAEEABRS AN 14X MMM A EKPSHIE TRE(10%) L MBEAE
BRETRE20%) - AIRHABFATE -

@t A86 1A A WA B (1:1)EIABRAXANE/gemcitabine#(N=431)agemcitabined
(N=430) +

B2 52 IRIR IR E B CIN - FEER - SEENEE L) - KPS (702180 vs. 90%1100) « 1Y
REEFEMNE(Bvs.R) - MBHEZABRAXANE/gemcitabinefiIm A - EE2BXMIZHE
1+8+ 15K - 1M30-40%3 SRIA L ASARMASE 125 ma/m2% B2 ABRAXANE . B1430-40% I
_EFSRRIASE 1,000 mg/m2M Bl Z gemcitabine « B89} BE EgemcitabinedQiB A RIRE S 118
R12PEE130-407 S L FFAK KT gemcitabine1,000 mg/m? - M7 REES1E -
EH28XMIZMET - 8« 15K MAgemcitabine1,000 mg/m? « MERASMAREIBRE
ft - BWHRIRMEDRHBIERL -

HREERYIEMBEMEEN (OS) - REANIFMBRBILEEN (PFS)HMME MWL
(ORR) - MEHBB/UPREH RN BRBXRECISTER] (81.0/R) 714 -

EREAMR (2SR M - FRPOBREIR(EMBR27-8842) - HPHA2%A >651
- 58%RBIE - 93%BAA - BUR60%KIKPSRS0-100 + HKIR T 1 B1546% %A B 3E MBI
MBI - BA%BA BTN - TRRMWF L MU ERMIREN43%) - MG 1% RS
(25%) +



Bl - RBICEEN - BRAMEEENSR - MF1IFHT - _ ' \ =
- AT B AN I [
( 13 NSNS . MR BRI (TTE R (; Y N
(ABRAXANE (‘:tzasbaglm ) Rgeme Gemcitabine R : ‘ by
- i Y,
(N=431) (RS0 ; N
ENTEN ‘ 3
FETAN - n (%) 333(77) 359 (83) o - <
B END R (5) 85 67 T T T T T s T
95% Cl 79,95 6.0,7.2 I-“
HR (95% Cl)® 0.72 (0.62, 0.83) ABX/GEM: 431 357 269 169 109 67 40 27 16 9 4 1 1 0
p{gb <0.0001 GEM: 430 340 220 124 69 40 26 15 7 3 1 0 0 O
FB{EFEMC Time (months)
FETHBIE - n (%) 277 (64) 265 (62)
13 DERET
FKEBICFEMPUN (B) 5.5 37
ABRAXANEESI® (paclitaxel EEMES RN IHAMTE)(OEORL ) A0ECERC L MEE
95%Cl 45,59 36,40 ENE - BEOT:
HR (95% ClI)@ 0.69 (0.58, 0.82) 131 a%
piab <0.0001 MNEES/MEANE paclitaxel 100 mg - SEEELS R G -
L1 BoE b b 13.2 B9
WA EEFR -
BRTERNIRMEREN - n
= 99 (23) 31(M 13.3 HEKE
95% Cl 19.4,27.2 50,101 MERERFORER - TRECUT - RENFEHEMUMSBIANERY -
ABRAXANE &—TE A WIE W) - MM BANKHERIZHRERY
pid <0.0001
15 Bit
Cl=fEHBM - HR =ABRAXANE +gemcitabine / gemcitabineMBLL - ITT= A MM - 151 #ERN
2 S} Coxtb M AMM(Stratified Cox proportional hazard model) »
b {&IRE I (J58vs. Rith) - KarnofskyMAESY I (70-80 vs.90-100) « BE HIRATEIE (Bvs. 1 OSHA Hazardous Drugs. OSHA http://www.osha.gov/SLTC/hazardousdrugs/index htm!
&S B2 REMGRME(Stratified log-rank test) «
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