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Study on the Dissolution of Montelukast Sodium Chewable Tablets in Vitro

XU Lihua!, WANG Lejian?, WU Huifang?, SUN Jieying?"(1.Zhejiang Academy of Medical Sciences, Hangzhou 310013,
China; 2.Zhejiang Pharmaceutical College, Ningbo 315100, China)

ABSTRACT: OBJECTIVE To investigate in vitro dissolution behavior and its influencing factors of montelukast sodium
chewable tablets, to provide reference for the development of new dosage forms and consistency evaluation of generic drugs.
METHODS The effects of pH, bile salts, surfactants and other factors on the dissolution of sodium chewable tablets were
investigated. RESULTS In the medium with pH 7.5, the solubility of montelukast sodium increased significantly with the
increase of bile salt concentration. The dissolution of montelukast sodium chewable tablets in pH 1.0 hydrochloric acid solution,
pH 4.0 acetate solution and pH 6.8 phosphate solution rapidly precipitated to form a suspension, while 0.5% SDS aqueous
solution inhibited its precipitation. CONCLUSION The dissolution of montelukast sodium chewable tablets is greatly affected
by pH, bile salts and surfactant. It will be the reference and experience of formulation and quality consistency evaluation for
generic drugs in future.

KEYWORDS: montelukast sodium; in vitro dissolution; solubility; bile salt
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A-pH 1.0 hydrochloric acid solution; B—pH 4.0 acetate buffer solution; C—pH 6
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