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Design Information
              

                               
Product Name: {产品名称}
[bookmark: OLE_LINK21]【本处填写产品名称，需要确保全篇技术文档及报告等的名称一致】
Model: {产品型号1}、{产品型号2}、{产品型号N}
【需要罗列本次认证的所有产品型号清单，如型号很多，可以采用另外附件文档的方式给出】
Document No.: {文件编号}
【本处填写本文件的编号】
Edition: {文件版本}
【本处填写本文件的版本】


Approved by: 
Audited  by: 
Applied  by：



{XXXX公司}

[bookmark: _Toc13987]

Revision records:
	[bookmark: OLE_LINK10]Edition
	Effective Date
	Summary of revision
	Drafted by
	Checked by
	Approved by

	{文件版本1}
	{年-月-日}
	First release
	{XX名字}
	{XX名字}
	{XX名字}

	{文件版本2}
	{年-月-日}
	{本版本相对上一版本版本更新了****，主要原因是****, 涉及到修改的小节是*****}
【填写本技术文档的版本相对于上一版本更新了哪些内容？为什么更新？以及更新内容具体的地方及小节编号？】
	{XX名字}
	{XX名字}
	{XX名字}

	{文件版本N}
	{年-月-日}
	{本版本相对上一版本版本更新了****，主要原因是****, 涉及到修改的小节是*****}
【填写本技术文档的版本相对于上一版本更新了哪些内容？为什么更新？以及更新内容具体的地方及小节编号？】
	{XX名字}
	{XX名字}
	{XX名字}
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[bookmark: _Toc11524]4 Design Information (MDR Art. 10.1)
[bookmark: _Toc13041]4.1 Design stages applied (MDR Annex II Section 3(a))
[bookmark: _Toc20824][bookmark: _Toc1051]4.1.1 Design information:
{The design information is as below. The details can refer to Appendix 4.1 Design information.
	SN
	Stage
	Record name 
	File No.
	Version

	1
	Design and development planning
	1.1 Market Research Report
	***
	**

	
	
	1.2 Information processing sheet
	***
	**

	
	
	1.3 Feasibility analysis report
	***
	**

	
	
	1.4 Risk Management Plan
	***
	**

	
	
	1.5 Project proposal
	***
	**

	
	
	1.6 Design and development review records
	***
	**

	2
	Design and development inputs
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	3
	Design and development outputs 
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	4
	
Design and development review 
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	5
	Design and development verification
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	6
	Design and development validation
	***
	***
	**

	
	
	***
	***
	**

	
	
	***
	***
	**

	7
	Design and development transfer
	***
	***
	**

	
	
	***
	***
	**

	8
	Change
	***
	***
	**

	
	
	***
	***
	**


}
【上述信息与DHF中的信息需要一致】

[bookmark: _Toc8831]4.1.2 Explanation of which tests are relevant to the current device
{
The details of Explanation of which tests are relevant to the current device is as below.
	SN
	Test Item
	Test Report
	Document No.
	Conclusion

	1
	***
	***
	***
	Pass

	2
	***
	***
	***
	Pass

	3
	***
	***
	***
	Pass

	4
	***
	***
	***
	Pass

	5
	***
	***
	***
	Pass

	6.1
	***
	***
	***
	Pass

	6.2
	***
	***
	***
	Pass

	7
	***
	***
	***
	Pass

	8
	***
	***
	***
	Pass

	9
	***
	***
	***
	Pass

	10
	***
	***
	***
	Pass



The details can refer to Appendix 4.2 Explanation of which tests are relevant to the current device.
}
[bookmark: _Toc8600]4.1.3 History of design changes for already marketed devices:
{
	Change Item
	Description
	Updated Document 

	1.***
	***
	***

	2.***
	***
	***

	3.***
	***
	***

	4.***
	***
	***



The details can refer to Appendix 4.3 History of design changes for already marketed devices.
}
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