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Stability of Ursodeoxycholic Acid Tablets in One-Dose Packaging
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Summary : Low medication adherence is a common problem for patients receiving drug therapy due to chronic
diseases, where prescriptions are often prolonged. One-dose packaging is one approach for improving this situation.
Although it is important to maintain drug quality in packaged preparations following dispensing, information regarding
this subject is scarce in documents available from pharmaceutical companies, such as interview forms. Ursodeoxycholic
acid tablets (JP XVII), which are frequently used for the treatment of chronic hepatic diseases, are also prescribed in
one-dose packaging for more than 28 days. Accordingly, we observed changes in the appearance, and measured the mass
and hardness of commercially available ursodeoxycholic acid tablets from eight original and generic drug companies in
one-dose packaging over a period of two months, in order to assess and compare the stability of quality among the various
tablet preparations.

Although the results indicated no gross changes in appearance, there was a tendency towards an increase in mass
with increases in storage temperature among all tablet preparations, including those of the original manufacturers.
Furthermore, for some preparations, the hardness test showed significantly reduced hardness under high temperature
and humidity storage conditions after tablet packaging. Based on these results, in cases where drugs with one-dose
packaging will be supplied to patients, we consider it necessary for pharmacists to give careful consideration to the choice
of tablet preparation, and also to adequately explain the proper drug storage method to the patients.
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