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Abstract: Objective
Methods

dissolution was determined and the the dissolution profile was drawn with the hydrochloric acid (0.1 mol/ L), hydrochloric acid

To compare the quality of Mizolastine Sustained — Release Tablets generic and original — patented drugs.

The content of mizolastine in the preparation was determined by the ultraviolet — visible spectrophotometry method. The

(0.01 mol/ L) ,acetate buffer (pH 3.8) and acetate buffer (pH 4.5) as the dissolution media. The contents of related substances
in the generic and original — patented drugs were determined by the high — performance liquid chromatography (HPLC) method.
Results The contents of mizolastine in the Mizolastine Sustained — Release Tablets generic and original — patented drugs were in
the range of 98.19% - 102.80% of labelled amount and 100.70% - 101.35% of labelled amount respectively, and the relative
deviations (RDs) were in the range of 0.29% - 0.56% and 0.21% — 0.29% respectively. The dissolution profiles of Mizolastine
Sustained — Release Tablets generic drug differed significantly from those of original — patented drug in the above four dissolution
media, making it impossible to use the similarity factor method to evaluate the similarity of related dissolution. The total content of
related substance | in the three batches of generic drugs was 0.25%,while the total content of related substance II in the above
generic drugs was 0.57%,0.54% and 0.57% respectively. The total contents of related substance [ and related substance I in
the three batches of original — patented drugs were less than 0.05% and 0.10% respectively. Conclusion The quality of
Mizolastine Sustained — Release Tablets generic drug is different from that of the original — patented drug. It is suggested that
relevant manufacturers should make corresponding optimizations in the aspects of raw materials, excipients, preparation processes and
so on to improve the quality of generic drug and provide a favorable support for its consistency evaluation.

Key words: Mizolastine Sustained — Release Tablets;ultraviolet — visible spectrophotometry method ; HPLC; consistency evaluation
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Fig. 1 Dissolution profiles of Mizolastine Sustained — Release Tablets

d. Acetate buffer (pH 4.5)
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Fig.2 HPLC chromatograms of related substance I
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Fig.3 HPLC chromatograms of related substance II
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