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Abstract: Objective
(2020 Edition) and United States Pharmacopeia-National Formulary(USP - NF2021). Methods
sterility test in USP — NF2021 were compared with those in Chinese Pharmacopeia (Volume IV ,2020 Edition) ,the different items

To compare the differences of methods and requirments of the sterility test between Chinese Pharmacopeia

The contents and requirments of

were listed and analyzed. Results The sterility test methods in the two pharmacopeias differ in many contents such as the medium
preparation, positive reference test, method applicability and sterility test of low dose injection. Relevant requirements for flushing
The methods and

requirments of the sterility test between current Chinese Pharmacopeia and United States Pharmacopeia have some differences, the

flow rate and other contents could be increased when the two pharmacopeias are revised. Conclusion

occurrence of which relate to the conception of the sterile quality control and to be revised in their next edition of pharmacopeia.
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Tab.1 Main contents of sterility test methods in USP — NF2021
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Tab.2 Differences of sterility test methods between Chinese Pharmacopeia and United States Pharmacopeia
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Continued Tab.2 Differences of sterility test methods between Chinese Pharmacopeia and United States Pharmacopeia
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