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Study on Parametric Release of Moist-heat Sterilized Drugs by Scientific
Supervision Methods
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100061, China; 2. National Institutes for Food and Drug Control, Beijing 102629, China)

Abstract: Through the study of domestic and foreign laws, regulations and literature and combined with the
actual production situation of drug products terminally sterilized by moist heat in China, the present situation
of the industry, laws and regulations in China was analyzed. After the scope of manufacturers was investigated,
suggestions were put forward for the trial parametric release in China so that the parts about the parameter release
of drug products terminally sterilized by moist heat in Chinese Pharmacopoeia could be preliminarily in line with
other general international standards in the future. This paper will serve a practical guideline for domestic aseptic
drug manufacturers in their aseptic guarantee work.
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