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Softening (Penetration) Time Test
for Commercially Available Suppositories

Seiichi Hori, Kaori Matsumoto, Kenji Mori
Tetsuya Hasegawa, Masayuki Akimoto

Abstract

Anti-pyretic and analgesic suppositories are semi-solid, single-dose preparations. They contain one
or more active substances dispersed or dissolved in a suitable basis. The suppository bases could be
soluble or dispersible in a rectal fluid or could melt at body temperature for drug release. A softening
time test is intended to determine, under defined conditions, the time which elapses until a suppository
being maintained in a dry or wet condition to the extent that it no longer offers resistance when a
defined weight is applied.

Suppository penetration apparatus is used to determine the softening time of six samples at the
same time. At 37 °C, suppositories were penetrated and the softening time was shorter in most lipophilic
suppositories. At even 42 °C, however, hydrophilic suppositories were not penetrated under both
conditions. Some of lipophilic suppositories, hard fat suppository base system, showed high variation
in the softening times. This phenomenon was thought to be causally related to a temperature
fluctuation in a water bath. A closure equipment was installed around the penetrometer and kept away
from water temperature turbulences. As a result, although the softening times for lipophilic suppositories
became longer than those without the equipment installed, there was not great variability among the

suppositories.

Key words: suppository, softening time, penetrometer, lipophilic base, closure equipment



