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Summary We examined the disintegration time, the hardness, the friability, the content uniformity and 
the dissolution to evaluate the physicochemical property of an original and four generic formulations of 
brotizolam orally disintegrating tablets five formulations as formulations A, B, C, D and E of original 
and generic drugs. As a result,  the disintegration time of formulation D 22.5 seconds  was about 2 times 
longer in comparison with that of formulation C 10.5 seconds  . The hardness of formulation A 68.1N  
was greater than that of the other formulations. Though the hardness of formulation D 60.8N  was similar 
to that of formulation E 61.2N  and formulation E contained the same excipients as formulation D, the 
disintegration time was different between the two formulations. Therefore, the difference in contents of the 
excipients included in the formulations is regarded as the factor that affected the disintegration time. The 
percentage of friability was 1  or lower in all the formulations ensuring that the tablets were mechanically 
stable. When it was determined based on the Japanese Pharmacopeia XV, the content uniformity was 
15  or lower in all the formulations. The dissolution rate was 85  or higher within 15 minutes in all the 
formulations. As a result, it is suggested that the content of the excipients and a difference in the type of 
excipients greatly influence the physicochemical property of formulations.  
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