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Determination of related substances in celecoxib active pharmaceutical ingredients
by HPLC
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1. Tianjin University of Traditional Chinese Medicine, Tianjin 300193, China

2. Tianjin Institute of Pharmaceutical Research, Tianjin 300193, China

Abstract: Objective To establish an HPLC method for determination of the related substances in celecoxib active pharmaceutical
ingredients. Methods HPLC method was established. The determination was carried out on Century SIL C30 column (250 mm x 4.6
mm, 5 um). The mobile phase consisted of water - acetonitrile - methanol with gradient elution. The flow rate was 1.0 mL/min. The
detective wavelength was set at 215 nm, column temperature was 25 ‘C, and the injection volume was 20 pL. Results Celecoxib and
its related impurities had good separation, and there were good linear relationship within a certain concentration ranges. The
quantitative limits of cecoxib and impurity A, B, C, D, and F were 198.0, 161.2, 240.0, 239.4, 203.5, and 156.8 ng/mL, respectively.
The detection limits were 40.3, 50.0, 39.9, 61.0, 39.2, and 24.8 ng/mL. Conclusion The method is simple, accurate, sensitive, and
suitable for the determination of related substances in celecoxib active pharmaceutical ingredients.
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Fig. 1 Chemical structures of celecoxib and its related substances
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Table 1 Conditions of gradient elution
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celecoxib reference substances (B)
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Table 2 Results of linear relationship investigation

% (5] )= 75 2 r 2R VEVE I (ugmL ™)
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Table 3 Determination of related substances in celecoxib active pharmaceutical ingredient
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