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Detem ination of docetaxel and its rehted substances in freezing dried
hydroxypropyl- sulfur butyl- B—- cyclodextrin inclusion can plex
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Abstract Objective To establish an RP— HPLC method for detem naton of docetaxel and its re hted substances
n nclusion canplex M ethod The separation was perfomed on a D ikm a P htisil Cis column( 150 mm X 4. 6 mm, 5
Hm). The cobmn wasmantaned at30 C and heUV detectorwas set at 227 nm. A ceton itrile— w ater( 40 60, v

v) asmobile phase A and acetonitrile asmobile phase B to carry out gradient elution at a flow rate 1. SmL® mmn :
for the detemn nation of related substances For the content detem nation, using acetonitrile— water(60: 4Q = v) as
mobile phase to carry out isan etric elitbn ata flow rate . OmL* mn ', Paclitaxelwas used as intemal standard

Result Docetaxel and its re hted substances coull be baselne separated A linearity between the peak area ratio of
docetaxel/ nternal standard and docetaxel concentratbnwas achieved in the range of 0. 05— 100 Hg* mL" "with r
= 0.9993 The average recovery was 100. 1% (n=9). The lin it of detection was 0. 01 Hg* ml.~ : (SN =3). Con-
clusio Thism ehod & sensitive accurate and satisfactory n the separable effect and can be used for quality con-

trol of docetaxel mcluisbn camp kx
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Fig2 Chrmabgrans of the specificity validation
A. ( reference standard of docetaxel) B. (orignal sanple) C. (smpl destwoied by acd) D.
( sanple destoied by akal) E ( sanple destoied by oxidation) F (smple destioied by on heatng) G
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Tab 1 Results of related substances and
detemn inatbn content of docetaxel in sanpks

(LotNa ) ( labeled anount) %% (e tenbof related substance) %%
070910 98.79 28
070915 9. 56 22
070920 100.9 25
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Fig3 HPLC chranatogran s of excipient and sanple br assaying i de-

tem nation content of docetaxel
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Fig4 HPLC chmmatograns of rehted substancesw ith diferent chran atographic cond itons
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