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Study on the Stability of Salbutamol Sulfate Inhalation Aerosol
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Abstract: Objective To investigate the stability of salbutamol sulfate inhalation aerosol. Methods According to the Guidelines for the
Stability Test of Raw Drugs and Preparations and the quality standard of salbutamol sulfate inhalation aerosol, the characteristics, al-
buterone, related substances, uniformity of delivered dose, fine particle dose, content measurement and microbial limits of salbutamol sul-
fate inhalation aerosol were used as indicators to conduct evaluations, and influencing factor test, accelerated test, and long —term test
were performed. The stability of the preparation was evaluated by observing the changes in each indicator,and the validity period of the
drug was established through the test. Results The three batches of salbutamol sulfate inhalation aerosol were simulated and pack-
aged. After the influencing factors test,accelerated test and long —term test,the indicators did not change significantly and met with the
quality standards. The three batches of salbutamol sulfate inhalation aerosol samples were all predicted to have a validity period of more
than 60 months. Conclusion The indicators of salbutamol sulfate inhalation aerosol meet the requirements within the observation time,

and the validity period is tentatively set at 24 months.
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