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Manufacturer information:
[bookmark: OLE_LINK3]Name:{填写制造商的名称}
Address: {填写制造商的地址}
SRN:{填写SRN号}

Authorised representative information:
[bookmark: OLE_LINK1]Name：{填写授权代表名称}
Address：{填写授权代表地址}

Product covered by the EU declaration of conformity:
[bookmark: _Hlk37784839]Product and trade name:{填写申报产品名称和商品名}
Model: {填写申报产品型号}
[bookmark: OLE_LINK2]Risk class: {填写申报产品的风险等级} （参考示例：Class I(according to ANNEX VIII of REGULATION (EU) 2017/745)  ）
Notified body: {填写公告机构的名称} （参考示例：Not applicable）
Conformity Assessment Procedure: {填写申报产品符合性评估路径} （参考示例：ANNEX II and ANNEX III ）
[bookmark: _GoBack]We herewith declare that the device is covered by the present declaration is in conformity with REGULATION (EU) 2017/745 of THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 5 April 2017 on medical devices and the EU declaration of conformity is issued under the sole responsibility of the manufacturer. All supporting documentations are retained under the premises of the manufacturer. 
Name (printed): ********          Function or Title: ******
Signature:{请签名}
Date (YYYY-MM-DD）:{签字日期}
Issue on behalf of {填写制造商的名称}
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