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Declarations of Conformity and Summary Reports

This section is not applicable to this submission for {填写器械名称 } .
Because this section is applicable only to Abbreviated 510(k) submission where the sponsor declares conformance to a recognized standard or prepares a summary report to a guidance document. {填写器械名称 } is submitted as a Traditional 510(k), therefore this section is not applicable.

【以上为传统510(k)递交的相关模板，如果是简洁510(k)，则需要提供Declarations of Conformity and Summary Reports的具体内容。】
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