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Considerations and current requirements for sterility assurance of parenteral
drug
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Abstract: Parenteral drug was a kind of sterile products and widely used in clinical. Based on highly safety risk, it was particularly
important to ensure the sterility assurance. To discuss the sterilizing or aseptic process control requirements of parenteral drug,
compared China, the United States and the European Union. The requirements with those countries were similar, the United States
and the European Union implemented parametric release of parenteral drug terminally sterilized by moist heat. With the evaluation
and research on sterilizing or aseptic process, this paper provided reference for pharmaceutical to improve the strategy for parenteral
drug, and strengthen the sterility of products.
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