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Determination of related substances of cephalexin bulk powder and cephalexin
capsules by HPLC

Zhong Ying, Chen Hong-ying and Wang Jian-song
(Guangzhou Baiyunshan Pharmaceutical Holdings Co.Ltd., Baiyunshan Pharmaceutical General Factory, Guangzhou 510515)

Abstract  Objective To establish a method for the determination of related substances of cephalexin and
cephalexin capsules by HPLC. Methods An ODS column was used. The mobile phase consisted of 0.05mol/L
sodium dihydrogen phosphate buffer (pH5.0) was used as the mobile phase A and methanol as the mobile phase B.
Gradient elution was used. The detection wavelength was 220nm. The flow rate was 1.0mL/min. Results In contrary
to the Chinese Pharmacopoeia related substances determination method, this method was more appliable on the
separation of the related substances. The damaged degradation products could also be effectively separated from the
main peak under this chromatographic condition. The resolution and sensitivity of related substances were acceptable.
Conclusion The method is suitable for the determination of the related substances of cephalexin and cephalexin
capsules, which helps the discovery of quality problems and promotes the quality of the products.
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Fig. 1 HPLC chromatogram of system suitability
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Tab. 1 The determination results of the related substances of samples—ChP 2015
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Tab. 3 The determination results of the destructive tests
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Fig. 7 HPLC chromatogram of sample placed under
25°C /75%RH for 10d

MIRES1. ATyikfa s, REG EH T kAR R
dive PSP cRlR

UTVIEN m ek £ E Xk

TG T IR /% TR T IR 6% [1] Gower P E, Dash C H. Cephalexin: human studies
FRIA 999.799 103.8 999.836 98.3 of absorption and excretion of a new cephalosporin
W 991.584 o84 999.092 1002 antibiotic[J]. Br J Pharmacol, 1969, 37(3): 738-747.
AR 999876 999 998181 98-8 [2] European Pharmacopoeia 9.0[S]. Strasbourg: European
RN 799788 7 999796 982 Directorate for the Quality of Medicines, 2017: 1788-1789.
L. 2 o e ] ERERERL . b NRICAIEZ S], 2015 AL

F4 HALIRUETE W e 450
Tab. 4 The determination results of other verification items
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