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Effects of different excipients on the stability of
simvastatin tablets
LI Yan,ZHAO Li-gang,JING Bo-yu,WANG Lei,SUN Jin,HE Zhong-gui

School of Pharmacy, Shenyang Pharmaceutical University, Shenyang 110016, China

Abstract

Objective To select suitable excipients for simvastatin tablets. Methods Various kinds of
simvastatin tablets were prepared with different excipients, and the stability of the
simvastatin in tablets was investigated under different conditions. The drug content
and related substances in the samples were determined by RP-HPLC method and
compared with those of O d samples. Results Citric acid increased the related substance
of simvastatin in tablets under high humidity; simvastain tablets using magnesium
stearate or stearic acid as lubricants were unstable under high temperature, and the
content of simvastatin decreased significantly and the amount of the related
substances increased; the addition of butylated hydroxyanisole as an antioxidant also
increased the amount of the related substance of simvastatin in tablets under high
humidity and high temperature. In contrast, tablets using glyceryl behenate as a
lubricant could maintain the stability of simvastatin. Conclusions Citric acid, magnesium
stearate, stearic acid and butylated hydroxyanisole are unsuitable to be used as
excipients for simvastatin tablets with the exception of glyceryl behenate.
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