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ABSTRACT

The objective of this study is to develop proliposome enteric-coated tablets
of bovine serum albumin (BSA) as well as design a novel process for manufacture
of proliposomes. Proliposome granules were prepared by spraying a solution of
lecithin-cholesterol mixture, ratio by weight of 7:3, onto BSA-mannitol granules
with evaporation of solvent. Stearylamine and benzalkonium chloride were used to
develop surface charge of liposomes. Proliposome granules were directly
compressed into tablets and subsequently enteric-coated with Eudragit® L100. The
physicochemical properties of tablets, size and size distribution as well as
entrapment efficiency of reconstituted liposomes were evaluated. The proliposome
tablets disintegrated readily in phosphate buffer pH 6.8 and the obtained
reconstituted liposomes exhibited vesicles in micron size with multilamellar
structure, the size of which was smaller than those reconstituted from proliposome
granules. The entrapment efficiency of liposomes reconstituted from tablets was
significantly lower than those from granules. The results showed that proliposome
tablets could be converted to liposomes after reconstitution in phosphate buffer
with slight change in entrapment efficiency. In vitro stability studies indicated that
enteric film coat could successfully protect BSA from acid decomposition so that
BSA-entrapped proliposome enteric-coated tablets developed were highly stable in

USP simulated gastrointestinal fluid.
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