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Content Determination and Related Impurities in Nilutamide Raw Material by HPLC
ZHONG lie, ZHU De-ling, LI Bao-shan, QIAN Zong-ming, ZHANG lJin-zhong, CHEN Wei-long, SHI Ming-zhu
(Hangzhou Tianlong Pharmaceutical Co., Ltd., Hangzhou 310021, China)

ABSTRACT OBIJECTIVE: To establish the method for the content determination of nilutamide and impurities. METHODS:
HPLC method was adopted. WondaSil C;;-WR column was used with mobile phase consisted of acetonitrile-potassium dihydrogen
phosphate solution (adjust pH to 7.5, gradient elution and isocratic elution) , along with a diode array detector (DAD) to control
nilutamide and impurity. The detection wavelength was set at 267 nm and 230 nm. Other detection conditions were same to each
other. The column temperature was 30 °C, and sample size was 10 pl. RESULTS: The linear range of nilutamide and impurity [
were 0.1-1.25 mg/ml (»=0.999 6) and 0.64-6.40 pg/ml (0.999 9); average recoveries were 94.2% (RSD=0.57% , n=2) and
98.6% (RSD=2.1% , n=2). The impurity | was not more than 0.2% , and total impurity was less than 2.0%. CONCLUSIONS:

The method is rapid, simple and specific, and suitable for the quality control of nilutamide raw material.
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Fig 1 Chemical structure of main component and related
impurities
2.2 WEMKHESE
ZEHMOCEETHA , JE B R KRR R RICTE 267 nm ¢
Kb, By LA S N E e O I E B
RUE G KA A T A 1 mg/m R, R 10l HEAY:,

China Pharmacy 2014 Vol. 25 No. 1 - 61 -



T A B AN R A 200~500 nm P K Y A BRI . 2
8,230 nm AR B £ BRI 230,267 . 214 nm K
Ab )T B AT F A, R B AE 230 nm KT s A 4%
WS K, A 2 RS % 4 7 A 230 nm, TEULIE] 2.

60

10
2 2 A 214 nm
g < | 267 nm
230 nm

-104

0 5 10 15 20 25 30 35 4l
tf,min
B2 FERKEKTHZREILE
Fig2 Impurity chromatograms in different wavelength
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Fig3 Chromatograms of system suitability test
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Fig4 Chromatograms of specificity test
A. crude sample; B. samples degradated by alkali; C. samples degradated
by oxidation; D. samples degradated by acid; 1. nilutamide
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