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O ABSTRACT 0O

The cross-linking of Gelatin capsule shell is a common phenomenon that results in
decreasing drug release rates. This study aims to reveal the effect of elevated temperatures
and high humidity on doxycycline release from hard gelatin capsules. The boxes of
capsules were stored in the conditions (40 °C & 75% RH), (40 °C & 60% RH). They were
also stored on the shelf with periodical control of temperature and humidity to simulate
storage conditions in home and some pharmacies. The results demonstrated about 40%
reduction in the released amount of doxycycline from capsules stored under (40 °C & 75%
RH) after 7 months. The released amount also decreased about 33% from capsules stored
under (40 °C & 60% RH) after 7 months. However, when the boxes of capsules were
stored on the shelf, they exposed to temperatures ranged between (21-30 °C) and relative
humidity ranged between (30-78%) for 6 months but simple change in the release rates was
observed.

Keywords: cross-linking, hard gelatin capsules, release, doxycycline, storage, temperature,
relative humidity.
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