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Determination method of related substances in risedronate sodium tablets

ZHANG Xiuli,ZHANG Yujia, WANG Lulu, FANG Xiaqin, CHEN Shaohua, ZHENG Wensheng(Key Laboratory of Drug De-
livery Technology and Novel Formulations of Beijing, Institute of Materia Medica, Peking Union Medical College,Chinese Acad-
emy of Medical Sciences, Beijing 100050, China)

[Abstract] Objective To establish a HPLC method for determination of related substances of risedronate sodium tab-
lets. Methods The Cis column,5 pm,150 mm X4, 6 mm,the buffer solution (3. 22 g tetrabutyl ammonium bromide was added
to a buffer solution of 1 000 ml 0. 05 mol/L. ammonium chloride, then adjusted pH to 7. 8+0. 05 by ammonia) -methanol-aceto-
nitrile =250 : 50 : 25 as mobile phase,column temperature: room temperature,flow rate: 1. 0 ml/min,detection length:254 nm.
Results Determined by HPLC at high temperature,acid,alkali degradation, the main peak and the impurity peaks were separa-
ted well,and the peaks had a linear relationship, Y=1. 28X 10" X—1. 62X 10° (r=0. 999 9). Conclusion The method was rap-
id, simple,accurate and sensitive,and suitable for determination of risedronate sodium tablets related substances.
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