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Summary: A total of 23 oral-disintegrating pregabalin tablet formulations (25 mg) are available as of April 2022. We identi-
fied the extrusion strength required for the press-through package (PTP) sheet and conducted formulation tests on the hardness
and disintegration of tablet formulations to confirm the formulation information that pharmacists require when selecting 22 of
these formulations. This included an evaluation of the push-through strength of the PTP sheets, as well as the hardness and
disintegration under storage conditions of 25C and 75% relative humidity. Finally, the formulation information published in the
interview form (IF) was investigated. The results reveal differences in the push-through strength of the PTP sheets among the dif-
ferent formulations, emphasizing the effect of the packaging materials utilized in the sheets. Specifically, only four formulations
disintegrated within 30 s of opening. Furthermore, 7-9 formulations demonstrated a >30% decrease in hardness and <2 kg
during storage without packaging or in divided packages (28 days and 56 days, respectively), rendering them out of specification
(the Japan Hospital Pharmaceutical Association). Only seven formulations adhered to the recommendations set by the Japanese
Society of Hospital Pharmacists among the IFs analyzed, with results congruent with the recommendations for the two formu-
lations evaluated. These results provide valuable information that will help pharmacists select formulations that facilitate easy
push-through from PTP sheets and ensure good disintegration in the oral cavity. These data were not listed in the evaluated IFs,
but they should be included as essential information.
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