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Abstract 1690 01

Fabrication of multiunit enteric-coated naproxen by spray-dryirgtechnique

This study was to develop enteric-coated microcapsules and compressed into
dividable tablet using naproxen as a model drug and 20% Kollidol® CL as an external
disintegrant. Microcapsules were prepared by a spray-drying technique using methacrylic
acid copolymer, Kollicoat® MAE 30 DP, as coating polymer. The drug-polymer suspensions
at three ratios, 1:0.25, 1:0.5 and 1:0.75 were spray-dried. Then, the spray dried products
were compressed at three compaction forces, 20, 40 and 60 kgf/cmz. The morphology,
micromeritic properties and drug release from enteric-coated spray-dried naproxens (EC-
SDN) were investigated. Physicochemical properties of EC-SDN were also investigated
using differential scanning calorimetry, powder x-ray diffraction, FTIR spectroscopy and
thermogravimetric analysis. The influence of coating polymer and compaction force on drug
release were also evaluated. Photomicrographs illustrated that the EC-SDNs were spherical
aggregated microcapsules. The higher coating polymer content resulted in the more
spherical and smoother surface. EC-SDN possessed poor flowability. The dissolution of
naproxen from EC-SDNs and EC-SDN tablets were less than 4% at 120 min in 0.1 N HCI
and more than 80% at 30 min in pH 7.4 phosphate buffer. In addition, the EC-SDN tablets
disintegrated into small flakes in 0.1 N HCI. The dissolution rates decreased with increased
compaction pressure. The enteric-coating action depended on the amount of coating
polymer. The EC-SDN tablets showed a slower drug release in acidic medium than EC-SDN
and then a rapid release in phosphate medium. It was concluded that the dividable tablet

could be made from these enteric-coated microcapsules.



