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ABSTRACTS

Theophylline is a bronchodilator for the treatment of asthma in children. Most liquid preparations cont
ain quite high concentration of alcohol ( 15-20% ) in the formula in order to increase the solubility of theophyl
line. This may cause a number of adverse side effects including addiction , in case of prolonged using. This stu
dy was conducted by varying the non-alcoholic formula of theophylline taken from United States Patent , 1975

into four different formulation according to their color , odor and taste. Two out of the four were selected by
mean of organoleptic evaluation. The former were then tested for their shelf life and the stability under the acce
related conditions , temperature of 30 and 45 °c

The study showed that , at temperature 30 °C , the shelf life was 150 days ( five months ) in the fir
st ( pH 5.9 ) formulation and 866 days ( two years , four months and 16 days ) in the second ( pH 4.8 ) form
ulation. At temperature 45 °C , the shelf life was 133 days ( four months and 13 days ) and 204 days ( six mo
nths and 24 days ) for the first and second formulation , respectively. In this study , the concentration of theop
hylline should remain at least 90%. The results showed that the theophylline formulation possessed its best stabi
lity at the pH of 4.8-4.9. The four-months stability study at 45 °C showed that the concentration of theophyllin
e in the second formulation was more than 90%. It could be predicted that the shelf life of the second formulati
on should be at least two years at room temperature. Somehow , the follow up stability at room temperature sh

ould be carried out to confirm the shelf life of the second formulation.





