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Quality evaluation and analysis of mebendazole tablets and chewable tablets

TANG Li—chao, HUANG Jian-ying, ZHENG Shu—feng, HU Meng—shen,
DUAN Ying—hui, LI Ling—ling

( Xiamen Institute for Food and Drug Control, Xiamen 361012, China )

Abstract Objective: To investigate the crystal forms, related substance, dissolution and stability of mebendazole
tablets and chewable tablets, and to provide the direction for improving the quality of products for enterprises.
Methods: To identify mebendazole crystal forms in tablet formulations, infrared spectroscopy with pre—processing
was carried out. A gradient HPLC method using mobile phases containing acetonitrile and 0.75% ammonium acetate
was developed to determine the related substance of mebendazole preparations. The release curves of mebendazole
tablets from different manufacturers were tested in both 0.1 mol * L™ hydrochloric acid solution and 0.01 mol * L'
hydrochloric acid solution with 1% sodium laurylsulfate. The studies of high temperature and humidity were carried

out for the correlations between the drug stability and packing material. Results:( 1 ) Mebendazole used in domestic
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tablets and chewable tablets were all therapeutically active polymorph C, while some abroad tablets were inefficient
polymorph A; (2 )In 76 batches of mebendazole samples, the total content of impurity ranged from 0.07% to
0.41%, and the largest content of single impurity was degradative impurity A§ 3 ) In two kinds of release solutions,
reference preparation could release over 90%. In 0.1 mol * L™ hydrochloric acid solution, some test preparations
could not befully released within 2 hours in exploring research; (4 )In the studies of high temperature and
humidity, with the increase of storage time, polymorph transformations and impurities of each product increased,
while the release decreased significantly. Conclusion: The crystal forms and impurity control of domestic samples
were acceptable. The dissolution behavior of mebendazole tablets were qualified and coincidental. There are
great differences between chewable tablets and reference preparation in dissolution behavior. The crystal forms,
impurities and solubility can be affected by high temperature and humidity significantly. The stability of aluminum—
plastic packaging products and composite membrane packaging products are superior to that of plastic bag packaging
products. It is recommended to choose the high quality packaging materials for mebendazole preparations.

Keywords: mebendazole tablets; mebendazole chewable tablets; quality evaluation and analysis; crystal forms;

related substance; solubility; stability
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Fig. 1 The average release curves
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Fig. 2 Dissolution results of reference preparation in high

temperature and humidity study
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