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Clinical Evaluation of Formulation Quality and Ingestibility of
Tamsulosin Hydrochloride Orally Disintegrating Tablets 0.1 mg
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Summary: We examined PTP (press through package) pushing out strength, hardness, friability and dissolution
behavior to evaluate the formulation quality of a brand-name and four generic tamsulosin hydrochloride orally disinte-
grating (OD) tablets. The PTP pushing out strength was approximately 25 N for all formulations, and this data indicates
that many users do not have much difficulty with pushing out. The hardness and friability were more than 0.02 kg/mg
and less than 1%, respectively, for all formulations, suggesting that all formulations could endure vibration and fall
impact. However, the dissolution behaviors were different between formulations. Therefore, in the case of switching to
other formulations, it is considered that careful observation of efficacy and side effects is required. Also, sensory testing,
such as disintegration time in oral cavity, taste, and palatability, for healthy subjects was carried out to evaluate the ingest-
ibility of tamsulosin hydrochloride OD tablets. The disintegration time in oral cavity was approximately 20 seconds for
all formulations, showing that all formulations have a suitable disintegration time. For taste, most subjects did not taste
bitterness in any of the formulations, and many subjects felt a rough and powdery consistency with several formulations.
In addition, regarding palatability, most subjects described all formulations as easy to take. This study provides useful
information for selecting the brand-name or generic tamsulosin hydrochloride OD tablets.
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