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Quality Test for Metformin Hydrochloride Film-coated Preparations
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Summary : To evaluate the quality of marketed metformin hydrochloride film-coated tablets (preparations
A and B are the original products and preparations C, D and E are generic products) , the dissolution test
and bitter taste test of the preparations were studied. The following results were obtained: pH had no effect
on the dissolution behavior of all preparations tested. For each of preparations A, C, D and E, the time
required for 100% dissolution was within 15 min. However, for preparation B, it was about 90 min. With the
taste test, the bitter taste of preparations A, B, C, and E was sufficiently masked just after administration,
however, it was not for preparation D. The bitter taste of preparation C was especially sufficiently masked,
not only just after administration, but also at 15 seconds after administration. These results suggest that
the outcome of these tests is useful to select metformin hydrochloride film-coated tablets.
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