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Studies on the Effect of pH Buffer Solutions with Different Concentrations
on the Stability of Ambroxol Hydrochloride Injection

Wang Ming
Hangzhou Ausia Biological Technology Company,L. TD. Hangzhou, Zhejiang 310018

Abstract : Objective Explore the effect of different concentrations of pH buffer solutions on the stability of
ambroxol hydrochloride injection, and provide a basis for the formulation and process development
of the product. Methods The pH value and related substance content of five different formulations of
ambroxol hydrochloride injection under high temperature conditions were detected using potentiometry
and HPLC. Results The pH values of the five prescriptions showed a slight increase trend after being
placed at 60 °C for 0, 5, 10, and 30 days, and the growth rate was basically consistent; Statistical
analysis shows that the growth rates of impurities in the five prescriptions are 0.0096%/day, 0.0024%/
day, 0.0029%/day, 0.0036%/day, and 0.0029%/day, respectively. Conclusion A buffer pair of 100mg
citric acid and 190mg disodium hydrogen phosphate dihydrate is used to prepare the prescription. This
product is stable and can ensure the quality of the drug.
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