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Considerations on the application of antimicrobial preservatives in drugs

TANG Zhen ZHAO Xiaoxia GUAN HongHdeng ZHANG Yong-wen
( Center for Drug Evaluation National Medical Products Administration Beijing 100022  China)

Abstract  Antimicrobial preservatives as a kind of common additives in non-solid drug preparations play
an important role in preventing microbial contamination and ensuring drug quality. Due to its toxicity the application
range and level of preservatives should be strictly concerned. Referring to ChP 2020 and EMA related guidelines
this article summarizes the related requirements of preservatives when being used in preparations in ChP and EMA.
It is therefore proposed that necessity and level of the application of antimicrobial preservatives should be greatly
concerned in developing new drug preparations. The scope of application is also discussed in this article hoping a
helpful reference will be provided for research and development of drugs.
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