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Consideration on Preclinical Safety Evaluation of Gentamicin in Assisted
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Abstract Objective: To summarize the effects of gentamicin on gametes and embryos, and analyze the
problems needed to be considered in the preclinical evaluation of gentamicin in liquid products for assisted
reproductive culture, so as to provide references for the preclinical safety evaluation of gentamicin in assisted
reproductive culture liquid products. Methods: The drug gentamicin added in the assisted reproductive culture
medium was taken as the research object, combined with application of gentamicin in the product, the effects
of gentamicin on germ cells, embryo and embryonic stem cells were summarized by literature research method,
according to regulatory status of liquid products for assisted reproduction, preclinical safety evaluation thinking
was put forward. Results and Conclusion: Gentamicin is widely used in assisted reproductive culture medium.
Safe and standard use of gentamicin is of great significance in assisted reproductive technology. At present,

there are few studies on the toxicity of gentamicin to gametes and embryos. The known conclusions are based on
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the results of mouse embryo test and other animal tests and extended to human embryos. It is necessary to pay

attention to the effects of gentamicin on human gametes and embryos development. Secondly, for the problems

in the determination of gentamicin dosage, quality control of raw materials and detection methods in assisted

reproductive liquid products, targeted suggestions were put forward to provide ideas for strengthening the quality

control and industrial supervision of assisted reproductive liquid products, so as to promote the development of

assisted reproductive technology.

Keywords: assisted reproductive technology; culture media; gentamicin; gamete; embryo; preclinical

evaluation; quality supervision
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