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Abstract

Development of Loratadine/Phenylephrine Controlled Release Tablets

Aphicha Charoenphinyochai, Suebsiri Bumrungchadudom
Project advisor : Narong Sarisuta
Department of Manufacturing Pharmacy, Faculty of Pharmacy, Mahidol University
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The purpose of this study was to develop formulation of loratadine(antihistamine)/
phenylephrine (decongestant) controlled-release tablets.Due to their differences
inpharmacokinetic profiles, i.e. loratadine has long half-life while phenylephrine has short
half-life, controlled-release tablets with different drug release rates were designed. The
tablets would consist of prolonged-release phenylephrine core and immediate-release
loratadine/phenylephrine coating. The prolonged-release phenylephrine cores using
matrix diffusion-controlled system were composed of Eudragit RSPO and Eudragit
RSPO:Eudragit L100 mixture at 2:1 ratio as polymer matrices at 20%, 30%, and40%.
Another prolonged-release phenylephrine cores using membrane diffusion-controlled
system were coated with Eudragit RS100 film at 2-4%. Subsequently, these two types of
core tablets were coated with immediate-release films containing loratadine and
phenylephrine. The release studies of these two drugs were performed using the USP34
basket method at 50 rom in 0.1N HCI for the first 2 hr and pH 6.8 phosphate buffer for
the next 10 hr. The results showed that the release rate of phenylephrine from tablets
prepared by matrix diffusion-controlled system was not satisfied. On the other hand,
those prepared by membrane diffusion-controlled system with film-coating at 2.45% had
the rate closed to the desired rate of 3.14 mg/hr. The drug released from immediate-
release loratadine coating was not less than 80% within 60 minutes which was complied

with USP34.



