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(The details can refer to Appendix 11.1 Clinical evaluation plan.)
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The details of clinical evaluation can refer to below table.

	SN
	Document
	Refer to

	1
	Clinical evaluation plan (CEP)
	Appendix 11.1 Clinical evaluation plan

	2
	Clinical Evaluation Report
	Appendix 11.2 Clinical evaluation report

	3
	Copies of clinical literature
	Annex 4 The literatures used for analysis of Appendix 11.2 Clinical evaluation report

	4
	Evidence of qualification of experts involved in CER
	Annex 1 CV of evaluator of Appendix 10.2 Clinical evaluation report

	5
	Marketing/promotional brochures
	Annex 7 IFU of Equivalent device and Annex 8 IFU of benchmark and similar device of Appendix 11.2 Clinical evaluation report

	6
	Post Market Clinical Follow-up Plan
	Appendix 12.2 Post Market Clinical Follow-up Plan



Clinical evaluation consultation (MDR Article 54)
The device is a class IIb active device, not intended to administer and/or remove a medicinal product. So we considered that the device does not require observance of the procedure for clinical evaluation consultation in accordance with MDR Art.54.
)

[bookmark: _Toc22916]11.3 Literature search protocol
(The details can refer to Annex 2.1 Literature search protocol of Appendix 11.2 Clinical evaluation report.)

[bookmark: _Toc10451]11.4 Literature search report
(The details can refer to Annex 2.2 Literature search report of Appendix 11.2 Clinical evaluation report.)

[bookmark: _Toc30421]11.5 Clinical Investigation plan
(NA, it does not contain a Clinical Investigation.)

[bookmark: _Toc31150]11.6 Clinical Investigation report
(NA, it does not contain a Clinical Investigation.)

[bookmark: _Toc2166]11.7 CV of evaluator and Annex 6 Declaration of Interests
(CV of evaluator can refer to Annex 1 of Appendix 11.2 Clinical evaluation report. Declaration of Interests can refer to Annex 6 Declaration of Interests of Appendix 11.2 Clinical evaluation report.)

[bookmark: _Toc15443]11.8 Copies of clinical literature
(The details can refer to Annex 4 The literatures used for analysis of Appendix 11.2 Clinical evaluation report.)
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