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This section is not applicable to this submission for {填写申报产品名称 }.
Clinical testing was not performed for {填写申报产品名称 } as part of the premarket  Notification requirements for this 510(k) submission and the subject of this premarket submission,  {填写申报产品名称 }, did not require clinical studies to support substantial equivalence.

【当提交美国以外的临床试验数据时，需要符合21 CFR 812.28的要求。更多的信息，同时也需要参考FDA指南“Acceptance of Clinical Data to Support Medical Device Applications and Submissions: Frequently Asked Questions.”】
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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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