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Abstract

Development of extemporaneous preparation of ethambutol oral

suspension
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The objective of this project was to develop extemporaneous ethambutol oral
suspensions. Stability of the prepared extemporaneous preparations of crushed
ethambutol tablet in syrup and sugar free vehicles (ethambutol hydrochloride 40 mg/mL)
were investigated. The preparations were kept under different conditions (in amber-
colored plastic and amber-colored glass bottles, at 30 °C and 2-8 °C). They were
analyzed at day 0, 3, 7", 14" and 28". The physical stability of the preparations was
determined by measuring number of dispersion. The chemical stability was analyzed by
the amount of active ingredient using high performance liquid chromatography technique
and measuring the pH of the preparations. It was found that the tendency of the number
of dispersion and pH of both preparations in glass and plastic bottles at 30 °C and 2-8 °C
increased corresponding to the time. The percent remaining of ethambutol in both
preparations were greater than 90 percent at day 28" which indicated that the
preparations were stable for 28 days. In addition, the percent remaining of ethambutol
in syrup vehicle in glass bottles at 30 °C was the lowest. The percent remaining of
ethambutol in syrup and sugar-free vehicle in plastic bottles were higher than that in
glass bottles. The percent drug remaining of both preparations at 2-8 °C had a trend to
be greater than that at 30 °C. The percent remaining of ethambutol in syrup vehicle in
glass bottles was significantly higher than that in plastic bottles at 30 °C (p<0.05). The
percent remaining of ethambutol in syrup vehicle in glass bottles at 2-8 °C was
significantly higher than that at 30 °C (p<0.05). The percent remaining of ethambutol in
both vehicle were not significantly difference (p>0.05). In conclusion, the best condition
for both formulations (ethambutol in syrup and sugar free vehicles) is storage in amber-
colored plastic container at refrigerator for 28 days.



