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ABSTRACT

The influence of compression force and type of
fillers on the release pattern of diclofenac sodium from
tablet matrices containing Emcompress and lactoser'as
fillers with Eudragit RSPM as a matrix additive was
determined. Such matricés with Emcompress to lactose
ratios of 0:1, 2:8, 1:1, 8:2, and 1:0 were prepared by wet
granulation process with compression forces of 300, 450,
and 600 kg. The release patterns of diclofenac sodium from
these matrices in USP phosphate buffer PH 7.2 at 37OC were
found to be independent of compression forces no matter

what the filler ratios were, which was attributed. to the

less proportion of air porosity to porosity produced from

soluble lactose and obviously confirmes by the similar




iv

release rate constant(kl) values.
r

In contrast, the amount ratios of insoluble filler
(Emcompress) to soluble filler(léctose) appeared to great-
ly influence the drug release rate as evidenced in the
increased release rate with decreasing Emcompress content
in the matrix. This was theoretically related to the
change in porosity value of Higuchi's equation as the
insoluble-soluble filler ratio was changed. The Kkinetics
of drug release was determined and found to precisely
conform to the Higuchi's planar matrix model and fairly to
the first-order release, the rate constant of which was
emploved as the design parameter in manufacture of con-

trolled release dosage forms.

Correlation between the drug release rate and the
types of filler as well as compression forces was
developed on the basis of Higuchi's planar matrix model

via the porosity term and found to be in acceptable

agreement with the experimental values.



