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Determination of related substances in Celecoxib Capsule by HPLC
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Abstract: Objective To establish an HPLC method for the determination of related substances in Celecoxib Capsule and to study on
quality by methodology. Methods The separation was performed on a Phenyl-2 Hypersil column (250 mm x 4.6 mm, 5 um); The
mobile phase was methanol-0.02 mol/L monobasic potassium phosphate buffer (45 : 55, adjusted to pH 3.0 with phosphoric acid) at a
flow rate of 1.3 mL/min; The detection wavelength was 215 nm. The column temperature was 40 “C, and the injection volume was 80
pL. Results The linear range of 4-[5-(2-methyl phenyl)-3-(triflorine methyl)-1H-pyrazole-1-based] benzene sulfonamide was
1.0—3.0 pg/mL (» = 0.999 6). The detection limit (S/N = 3) was 0.4 ng. Conclusion This method is simple, accurate, reproducible,
and suitable for the determination of related substances in Celecoxib Capsule, which provides a reliable method for the sample
examination and methodological study on celecoxib.

Key words: Celecoxib Capsule; 4-[5-(2-methyl phenyl)-3-(triflorine methyl)-1H-pyrazole-1-based] benzene sulfonamide; related
substances; HPLC
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Fig.1 HPLC chromatograms of blank adjuvant (A),
reference substance (B), sample (C), imprity (D)
and mixed sample of imprity and celecoxib (E)
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Table 1 Determination of related substances in Celecoxib

Capsule
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