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RE-AREEAT  BFMPHATGTDESENRDME L
BMATERARBEREZRKBZHESE BLEEmE - 3
Z %W ¥ B30(polysorbate 80+ 75 M % Tvween 80) » B & Z
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HAELZ RS Bk _KFRE% #S1 (ppw) 3 MtE
$% gt Bk 1 0.2 <1 0.2 8
gk 2 0.3 2 0.3 8
#k 3 0.4 2 0.2 9
Ak 4 0.8 4 0.3 3
FRERERT k5 2.7 463 3.4 18
8% 6 2.6 482 1.6 n.d.
8k 7 2.6 n.d. 1.4 15
n.d. = F{EH

Z1 MBET AANEBEI-4 2EERAGELLM
THME HAE BMERBELYDEZ KK - BMB
- S ErABRBEZAGELRRE - W2 R -BERSB
ALYV EZ HRELE -

i &0

EREEA B ERTAGELZ BN P 2R B HK
HAEH IR EEL UNEREEY 2AE - HES2
CERERANB TR OEN] FEBRERBELHEL
BRE - F MERBELVERFHEEBRZIIMR S
MEHEXREEM -

B W R AN NS EAC B BN M50:50 4
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B 5 R B M 2 50:50 v/v REREXABELES NG o
SHRAKB-20HANF2 W3 2RIBE - K3 EF B R
ZHBEBERENG6ece Bl M KAEHB AP o PAVEST
4455/458 B R - R E 2 EFH EDNE - HODHRS50CT
MENEN  REMUHNPLCHOH BB ME o HPLCZ ¥ &I B
REBTHEEHE:

2 nHE Jones Cyano RP 5u » 2524 9 x 4.8 E¥K N
(£

BHBRE 227 nn

B9 M 35% Z B : 65% 20 nMZ B iR & B (H 4)

A 1.5 B8H# /o &

meEn " # M

KX RE 0.05 mg/mL

&8 R 208 H

o EMN REBI10.59 8@
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SAEBEEPHFK) - MEWUSP P HR) RESBERWIE >
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A%
Bk 8° 49610, 8% 5.5 4.6 94.9
whk o |060W| .6 | s6 | s
M lod 4%* 5.8 5.0 94.5
&k 11° RS 2.6 3.8 94.1
(1.5 me/ul)
Bk 12F I (S5888) 2.6 4.4 95.5

= BUK1: 10RRSHtES

> WAL = 232

= BEALIE = 652

< MEfLE = 14

°ME =12

T MHE = 0.5 EE(LIE - 4
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BA 15 B 4 6.3 96.8 4.9
#k 16 ‘. 5.8 63.7 4.7
0.10% w/v
B 17 s 6.1 s.8 5.5
0.104 ¥IVW/V
BAE 18 | anyamco0x 468 s.4 15.2 5.1
0.144 tw/v
84 19 | KEEahisLA) 5 6.4 99.5 S.4
0.2% W/V
Bk 20 Ao 150 6.3 s2.8 6.2
@k 21 |WEHRE <2 .4 95.5 P
Bk 2 | kIR -240 6.6 86.5 4.5
M
& plok1: 10RRRRHEES

mFE2 Aix - BR50:50 RXKZBMRAGBELBAY IR E
BBEBRIBERELAZNAEBRELY - K - R ZB2EYW
R ERREB A ERFAHALGELZAR LY HE -
REZBERMEAM BREx3-11 RRENAWBHE -
ERZREBHIPEBREHHEYE - REEXS-119 » FE %
EBBESHEGEBRBES P2 A EHE @B R4.1%
$96.8% - T A H BB K122 95.5% #H L B o

BRI AZHMAIBRAKIZHERBERESANR I ZHERE X
IABE - FHMLHAIBRABETHEBRA2IEE - B %
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FLHBEZIEEKIC A Z2BAZIBELIT MBI ZBE
1B AREMBEFIREA 20O HBRA22FBE - Bl
R ZHZBAIIRERTH M B AI0 @MY
MEA22HE  BExAEBTEAZEHBETESE R >
BEt  FAEREZANGELZBA22AEFRRIERE
CHABELZHBBA2IXBE - 88— BREZHPLCH B = &
B WM EY SBaccatin IIIRE B MR ZBE o
A3
HEAEBEFAMENMBE I ABREZANELZRED &
EZBERR HWEMIBRKKERMU50:50 v/v 2 ] K
IBRABRBZBERERALANELEAY T 36 BEX /% H
HREAMERZIREBNSA - mFl4 IR 8 K23-28 W
HCl B & B A20MZBMEAMBAICABBES - 8%
I A MAEMBMIHEHBEEL c 2 ZHZBEXI2RERAMA
MzERNBRAIBFERERBIANELNSES - KB A DR
SEHAHDBHERS ccB1 M2 AAHEB/DERIL WS
Daikyo #713 B X MR W22 B FE G - BAABEESOC T
FESER - EMUHPLCO WM EAER (R EBIMAE -
HPLCZ B B i TF :
o W H Jones Cyano RP S5u » 2520 3 x 4.6 K K
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MHBHEE 227 nn
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B o 359 Z B8 : 65% 20 nMZ M B & % (H 4)
i R 1.5 B H / o &

oW i

BARE BMO.0E %W /B H

S 208 7

®EEMN MR AEHDHI10.59 &

ZAEBEE BRBERREMEENBAMMWN HEHE
RERECBZRBRRGAAEBURRB IO FEREE 2 008
—H-BHRBRIEE HWHCI RINO:ZH BB AR &8
EM RS6CREMDERITYREH » A 28508 H#
BEFAS 6 x 10°°FE 8.4 x 10°°HH e MBBMETK Z B
BZRBERR -WEFAMAZHBBSEARTO x 10°°H-2>
BEEAXKY LFELERGERREERAETRB PSR
WEMFIHEEE RBREZHN 2HAEBORETFE
Wi s B il ZRM  RBEEK200 30 2 W
M EHEARI00 G HAHNERZIRRBBHAK -

_19_

AR BER T EBFARR (CNS ) ASLME (210X 29704 )

(34 D200 e T Bl R 31 )

‘ A !
, . s
[ S e — — —— — — — — —— S—r S— — —— V '
' _ , ! . '
. v



TP e H omo 3n-BE R oI

A7

A06020 B

&~ BEABEA (17 )

* 4
SRIARES | DASME  goaiee| smocTRMESeRE
EEmE ;
g | TRESH | o
H%a) TORIXEHY
Bk 23 HC1 (3.5x107%) s.1 62.8 4.5
Bk 24~ HC1 (5.6x10°%) 3.9 98.1 3.8
A X HCl (6.3x107¢) 3.8 97.9 3.8
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RARAME (RALER ST ap 1L 126D PHARMACEUTICAL

COMPOSITION AND ITS METHOD.
FOR PREPARATION AND"
STABILIZING SOLVENT

A stabilized pharmaceutical com

Position containing
paclitaxel

+ teniposide, camptothecin or other

antineoplastic agent susceptible to degradation during

Storage is produced using a solvent System containing a

low carboxylate anion content. The solvent system is a

mixture of ethanol and a polyoxyethylated castor oil.

i uce the Carboxylate anion
content of the solvent. The low carboxylate anion

content of the solvent provides extended shelf life and
lower amounts of degradation by-products.
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COMPOSITION AND ITS METHOD.
FOR PREPARATION AND"
STABILIZING SOLVENT

A stabilized pharmaceutical com

Position containing
paclitaxel

+ teniposide, camptothecin or other

antineoplastic agent susceptible to degradation during

Storage is produced using a solvent System containing a

low carboxylate anion content. The solvent system is a

mixture of ethanol and a polyoxyethylated castor oil.

i uce the Carboxylate anion
content of the solvent. The low carboxylate anion

content of the solvent provides extended shelf life and
lower amounts of degradation by-products.
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