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Abstract
Relationship between physical stability and drug : excipient ratio in

diclofenac sodium tablets
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Although it is generally recognized that the ageing of tablets can result in
chemical and physical changes, creating problems with stability and bioavailability,
limited information on the predictive alterations in their physical properties have been
reported. Diclofenac sodium tablets with PVP-K30 as binder and containing various
proportions of lactose as filler and storage for 10 weeks at either 40°C/80% relative
humidity (RH) or 40°C/20%RH were studied. Under humid condition, diclofenac sodium
tablets exhibited a weight increase of approximately 2-5%, the degree of which was
proportional to the amount of the drug in tablets. Similarly, under dry condition, the tablet
weight decreased of approximately 2-16%, the degree of which was proportional to the
amount of drug. The weight changes of these tablets corresponded approximately to the
changes in moisture content in terms of % loss on drying (LOD). The hardness was
slightly increased under humid conditions, the degree of which depended on the
amount of filler in tablets. In contrast, dry condition appeared to have no effect on
hardness of tablets except those with filler alone, the hardness of which tremendously
increased. Tablets with high amount of drug and stored under humid conditions
possessed faster disintegration, whereas those under dry conditions possessed slower
disintegration. However, tablets with high amount of filler exhibited no change in
disintegration. Dissolution rates of tablets according to Kitazawa equation stored under
both conditions were found to similarly alter, the degree of which seemed to be

proportional to the filler amount in tablets.





