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The Importance of Cleaning and Validation of Freeze-dried Live Attenuated Hepatitis A

Vaccine Filling Equipment to Ensure Product Quality

Zhenghua Peng
Institute of Medical Biology, Chinese Academy of Medical Sciences Yunnan Kunming 650118

Abstract: Objective: To explore the importance of cleaning verification of lyophilized hepatitis A live attenuated vaccine filling
equipment for product quality assurance. Methods: Select 2020.1.1-2022.1.1 equipment directly in contact with Chutian Xylin bottle
production line in Area G, Floor 1, Building 2, Inspection Area, Institute of Medical Biology, Chinese Academy of Medical Sciences.
After cleaning, the number of certification is 3 times. The staff will know the active ingredients of the preparation, and if residual
substances are found in the product, there will be microbial contamination. But it needs to be within acceptable limits. Results:
After three times of inflammation, the hepatitis A vaccine was checked, so that the microbial and endotoxin detection indexes could
maintain the standard range. Conclusion: By cleaning the filling equipment, the vaccine can be made safer, the product quality can be
improved, the contamination can be avoided, and the product quality can be guaranteed.
Keywords: Filling equipment; Clean and verified; Freeze-dried live hepatitis A subtractive vaccine; Quality of products
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