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Relationship between Dissolution Behavior and Sensory Evaluation of Film-Coated
Metformin Hydrochloride Preparations
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Summary : The dissolution test and the sensory test of taste were performed with 7 commercially available film-coated
metformin products (1 original product and 6 generic products) to evaluate the relationship between dissolution behavior
and the sensory test of bitterness. The dissolution test was performed as specified in Dissolution Test, JP, 16th edition,
using the dissolution medium, pH 1.2. The sensory test of taste was performed in 67 subjects (age 22.8 = 1.4 years) who
gave written informed consent to the study, and the taste was evaluated immediately as well as 15 seconds after the start
of the test by the scaling method. Bitterness was scored from -3 to +3. Results revealed that all the products showed 100%
dissolution within 60 minutes after the start of the dissolution test, while the dissolution ratio until 15 minutes showed
large differences among the products. In particular, the dissolution ratio in the early stage was smaller in Product D. The
sensory test of taste showed significant differences among the products in the taste scores immediately and 15 seconds
after the start. Product D in particular showed higher taste scores immediately and 15 seconds after the start than the
other products, and the difference between the two scores was smaller. In addition, it was found that the dissolution ratio
at the early stage and the taste score was related. These results suggest that the evaluation of dissolution at the early
stage will be a useful evaluation method for taste masking.
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