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ABSTRACT

Multiunit controlled release dosage forms have been shown as advantagous
over single unit dosage forms. This study prepared sustained release diltiazem
hydrochloride pellets using methacrylate ester copolymer (Eudragito RS100) as a
retarding polymer. The influence of varied amounts of methacrylate ester copolymer
on release properties was investigated. The pellets were prepared by layering
diltiazem hydrochloride onto the nonpareil seeds using fluidized bed apparatus.
Hydroxypropyl methylcellulose and hydroxypropyl cellulose were used as a binder. It
was found that the amount of binder significantly affected drug content and drug
release. The core pellets were coated with (EudragitO RS100) at different coating
levels. Triethyl citrate, diethyl phthalate and castor oil were used as plasticizer. The
coating was carried out in a fluid bed bottom spray coater. The release characteristics
of coated pellets were determined. The result showed that EudragitO RS100 would
remarkably decrease the release of diltiazem hydrochloride from the coated pellets.
Increasing the coating level decreased the drug release from coated pellets. In
addition, it was found that the release profile exhibited a lag time followed by
instantaneous release. The lag time was related to the amount of polymer. Moreover,
the hydrophilic of the plasticizer influenced the release of pellets coated with
EudragitO RS100. The most hydrophilic plasticizer, triethyl citrate, showed the fastest
release of the active drug. The formulation containing castor oil showed the lowest
release levels. Regradless of the type of plasticizer, the release mechanism of pellets
coated with EudragitO RS100 followed alog of % drug dissolved and the reciprocal of
time.
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