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Abstract

Antihistamine drops for infants should not contain alcohol. It was the purpose of this
project to prepare nonalcoholic antihistamine drop which comprised 2% brompheniramine
maleate, 2.5% phenylephrine hydrochloride and 2.5% phenylpropanolamine hydrochloride.
Three liquid preparations were prepared. The selection was based on the acceptability by 60
volunteers. The results indicated that there was no significant differences in the acceptability
of the three products. One product was evaluated for its stability in various conditions :
without alcohol, pH 3 ; with 2.4% alcohol, pH 3 ; with 0.1% EDTA disodium, pH 3 ; with
0.2% sodium metabisulfite, pH 3 ; with 2.4% alcohol, pH 5. The samples were stored at room
temperature and at accelerated conditions, i.e. 450C, and were evaluated for their physical
properties including color, odor and taste, and for the drug concentrations at 1, 2 and 4
months. It was found that their physical properties were unchanged, except the sample
containing 0.2% sodium metabisulfite of which the color was yellowish after 1 month of
storage. At room temperature, all samples, except the one containing 0.2% sodium
metabisulfite and the one of pH 5, were chemically stable upon storage for 4 months. At

450C, all samples contained the active drugs less than 90% of the labeled amounts at 1 month.





