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Sterilization and Shelf Life


[bookmark: _Toc20056][bookmark: _Toc12431]Part A : Sterilization
Not applicable, The device is not provided sterile

【如果产品需要清洁、消毒或灭菌，则需要参考指南“Submission and Review of Sterility Information in Premarket Notification (510(k)) Submissions for Devices Labeled as Sterile.”和“Reprocessing Medical Devices in Health Care Settings: Validation Methods and Labeling”的要求，准备相关的资料】

[bookmark: _Toc31155]Part B : Shelf Life
The shelf life test report can be refer to Age testing report.
[bookmark: _GoBack]

专业带去价值，服务赢来美誉!                                   模板仅供参考，请以法规要求为准。 (
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