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Omeprazole is a first proton pump inhibitor. It is useful for
inhibiting gastric acid secretion and treatment of gastric acid related disease because
omeprazole is susceptible to degradation/transformation in acid acting and neutral
media. The purpose of this study was to stabilize omeprazole pellets using direct
pelletization technique in a fluidized bed rotary granulator. Discoloration of the
pellets did not occur if pH 10 or pH 11 phosphate buffer solution was employed as
binder. The pellets were subsequently subcoated with 5% HPMC and enteric coated
with various concentrations of Eudragit® L 100. It was found that at least 18%
Eudragit® L 100 was required to protect acid medium. Omeprazole powder,
subcoated pellets and enteric coated pellets were compared. Accelerate stability study
at 40°C and 75% RH revealed that only enteric coated omeprazole pellets have
greater than 90% drug content after storage for 24 weeks. The dissolution of the
omeprazole pellets was greater than 90% after 45 minutes of dissolution testing in the

basic medium.





