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The quality control of sam isynthetic paclitaxel

SUN Hao— yan WANG Ji- liang , HUANG X ing— fu GUO Y a— dong ZOU Cheng

(Faculty of Pham aceutical Sciences Kum ng M ed ical Co llege, Kunm ing 650500, China)

Abstract Ob jective To estab lish an HPLC method for detem naton of 10— deacetyl baccatn IIl, baccatn III, 7
— trichloroacetyl- baccatin III, 13- O - [ (4S, R) - 2- (4- mehoxyphenyl) = N — benzoyl- 4 - phenyl- ox
amliyl] — 7- trichloroacetyl- baccatn Il paclitaxel fom sem isynthetic paclitaxel M ethod Angilent ODS Cis
4.6mm X 150 mm, 5 Pm ) colunn was used. Themob ik phase ofm ehanol- acetonitrile— 0. 1% acetic acd water
solution O— 8. Smin ( 24: 31: 45), 8 5-38. 5m n (57:43:0), 38. 5- 60m n (24: 31: 45) was pumped at a flow
rate of 0. 8mL* min ' and detectbn wavelength of 227 nm Result R ecovery and separation of the method was
very well Conclusion This method is smple quick reproducble and is suitable for the quality control of sem isyn-
thetic pac litaxel

Key words HPLC, sam isynthetic paclitaxe] the quality control

( paclitaxe] T axol) (d), 5 ,
[1]
, 1
, , . STL—20A
. (1 3
=3 20090515 20090612 20090724); abcd
10— 1( 10- 10— DAB(9%%,
DAB) ( 1) , 20080917); (
\ La-el Tedia ); (0.45 Um );
10— DAB Il(a) 7- « )
II(b) (4S 5R)- 13- (2- (4- 2
)= N- - 4 - 2.1 10- DAB
) - 7- II( ¢)

* Tel (0871)592278Q .E - mail wangjiliangkm@ yahoe can. .cn



— 384 —

Chin J Pham Anal2011, 31(2)

MeOCgH»—O

1

o
=
Q
=]
|
+ 1
2
5, R‘
Q
o
=}
:O
s}

Fig 1 Sean synthetic route of paclitaxel
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20090515a 2.57 mg  20090515b 3.64 mg
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2.3 ODS Cis (4.6 mm X 150

mm, 5 Hm); - -0 1%
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10-DAB ab c¢d (n=175)

Y=17x10X- 1.2 x10' r=0.9999
Y=1.8x10X- 1.9%x10° r=0.9999
Y=1.6x10X+ 5.4 x10* r=0.9999
Y=20x10X - 4.4x10° r=0.9999
Y=2.8x10X - 1.4x10" r=0.9998
10-DAB a b cd 0.74~ 2.20

Bg 0.74~ 2.23 Ug 1.26~
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Fig2 HPLC
20090515 a( B), 20090515h ( C), 20090515 (D) and 20090515 d (E)

20090515a ( B) 20090515b ( C) 20090515¢

chromatogran  of reference substance ( A ), sample

10-DAB a b c¢d s
RSD (n = 5) 0.1%, 1.7%, 0.3%%,
0.7 , 1.1%,
33 20090515 20090515a
20000515b 20090515¢ 20090515 d  5mg 6
,  25mL , “2.3”
) RSD
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91. %% (0.9%% ), 88.% (1. 1@ ), 91. %% (0.56% ),
70. % (0. 9P ) 35
3.4 10-DAB ab cd 20090515a~ d 20090612 a~ d 200907240 a~ d
20 L, 0248 1224 h a b cd “2.27
, RSD 0.56%, 0.73%, , ‘2.3
1.3%, 0.98% , 1. 0% 24 h 1
1 (n=5)
Tab1 Results of recovery test
RSD
(sanple LotNo ) (can ponent) (content) ing (added) g (found) /mg ( average recovery) /o Yo
200905 15a a 4.56 5.02 9.54 9.2 0.22
200906 12a a 4.61 5.02 9.56 9.7 0. 65
20090724a a 4.52 5. 10 9. 56 9.2 1.1
2009051 5b b 4.49 5.09 9.34 9%.5 0. 64
20090612b b 4.41 512 9.43 9.8 30. %4
20090724h b 4.42 4.9 9.27 9.2 41.00
200905 15¢ ¢ 4.61 5.08 9.58 97.73 0.9
200906 12¢ ¢ 4.70 4.99 9.19 9. 74 1.15
20090724 ¢ ¢ 4.62 4.97 9.40 9. 23 0.98
2009051 5d d 3.62 5.02 8.55 98. 84 0. 94
2009061 2d d 3.62 5.10 8. 65 9. 16 0.77
20090724d d 3.66 4.76 8.35 99. 02 1. 07
3.6 3 )
R ), 10— DAB 100%,
( 2 10- DAB , d , 53. 8%
2 (n=2)
Tab 2 Results of sanpk content test
20090515 200906 12 20090724
(‘cam ponent)
(m aterial or product) /g (content) Mo (material or product) /g (canlent) Mo (materalor product) /g ( content) Mo
10- DAB 66. 1 9.0 66. 4 9.0 66. 0 990
a 69. 7 9.0 6.9 91.7 69.0 91. 0
b 89.7 88.2 91.2 88.3 89.3 88 1
¢ 179. 2 82.3 179.8 82. 1 178.9 82 4
d 7.5 72.1 80.0 2.4 79. 1 73 1
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