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[bookmark: _Toc29452]10.1 Sterile device or devices with defined microbiological condition (MDR Annex II Section 6.2(e))
(Not applicable. The device is not delivered in sterile condition. The device is not intended to be sterilised or delivered with defined microbiological conditions.)

[bookmark: _Toc23532]10.2 Stability and shelf life of the device (MDR Annex II Section 6.1(b))
(
The details of accelerated and real-time ageing test protocols reports can refer to Appendix 10.1 Shelf life verification protocol and report.
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	Document
	Refer to

	1
	Shelf life verification protocol
	Appendix 10.1 Shelf life verification protocol and report

	2
	Shelf life verification report
	Appendix 10.1 Shelf life verification protocol and report


)

[bookmark: _Toc7036][bookmark: _Toc9843]10.3 Infection risk and reusable device(s) (MDR Annex II Section 6.2(e); Annex VI Section 4.10)
(
The device is a reusable device. It need to clean and disinfection after use. We conduct effective life cycle verification. The details can refer to Appendix 10.2 Re-processing validation protocols and report.

	SN
	Document
	Refer to

	1
	Re-processing validation protocols
	Appendix 10.2 Re-processing validation protocols and report.

	2
	Re-processing validation report.
	Appendix 10.2 Re-processing validation protocols and report.

	3
	Instructions for use
	Appendix 2.2 Instructions for use


)

[bookmark: _Toc14357]10.4  Disinfection verification
(
The details of disinfection verification can refer to Appendix 10.3 Disinfection verification protocol and report.
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	1
	Disinfection verification protocol
	Appendix 10.3 Disinfection verification protocol and report.
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	Disinfection verification report
	Appendix 10.3 Disinfection verification protocol and report.


)



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。 (
第 
1
 页 共 
1
 页
)
image1.png




image2.png




