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Basic considerations for the research and validation of the

sterilization process of chemical injections
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[ Abstract |

the “Guideline of the research and validation of the terminal sterilization and aseptic process of chemical injections ( for

In August 2020, the Center for Drug Evaluation of National Medical Products Administration issued
trial implementation) ”. In this article, based on the draft and revision of the guideline ,some important glossaries of
the steam sterilization process and decision tree for sterilization choices for chemical injections were clarified,
concerns of the research and validation of the steam sterilization process were discussed, and the main points of
amendments and the new contents were analyzed and sorted out,in order to provide more references for the follow-up
study on consistency evaluation of generic chemical injections.
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