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IMPROVEMENTS TO BIORELEVANT DISSOLUTION TESTING:
LYOPHILIZED MEDIA, BUFFER ALTERNATIVES AND MINIATURIZED
APPARATUS

Cuvillier Verlag Aug 2009, 2009. Buch. Book Condition: Neu. 211x147x19 mm. Neuware - Dissolution in diDerent
steps of pharmaceutical drug development was considered in this work. Dissolution is used as informative tool
throughout the entire development process: AEer identification of a possible drug candidate, intrinsic
dissolution in diDerent buDer media is tested for physicochemical characterization. In galenics dissolution is
used to develop and optimize formulations by comparative release studies. During scale-up dissolution testing
is used to observe influence of process or parameter changes.For regulatory aDairs all of these dissolution
studies are of interest and many have to be presented to the authorities. Most of the dissolution testing designs
in pharmaceutical development are following pharmacopoeial monographs or general chapters and oDicial
guidelines. In addition these 'oDicial¿ dissolution testing setups, a progression of more innovative dissolution
methods closer to physiological conditions are used. Devices simulating movement and flow of the GIT
combined with media simulating the gastrointestinal fluids are oEen used. Disadvantages of these methods are
that they are time-consuming and expensive, both of which limit throughput.The aims of this thesis were to (a)
reduce time consumption regarding preparation of biorelevant dissolution, (b) increase biorelevance of the
media FaSSIF and FeSSIF by substituting the non-physiological buDer systems for bicarbonate and (c) to
increase throughput by miniaturization of dissolution devices.To meet the first goal a novel preparation
method for the biorelevant media FaSSIF and FeSSIF was established. The conventional method uses
chlorinated organic solvent, is time-consuming in preparation (approx. 2 hours) and needs to be done daily.
The investigated method uses freeze-drying for the preparation of instant biorelevant media. The instant media
only consist of bile salt and lecithin in mixed micelles. In situ preparation is done by simply adding blank buDer
to the rapidly dissolving lyophilisate. Freeze-dried product gave comparable results to...
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