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DECLARATION OF CONFORMITY
Regarding Medical Device Regulation (EU) 2017/745

Manufacturer: Jiangsu Saikang Medical Equipmen.t Co., Ltd.

Address: No. 35 Lehong Road, Modern Agriculture Demonstration
Park, Zhangjiagang City, Jiangsu Province, China

EC Representative: SUNGO Europe B.V.

Address: Fascinatio Boulevard 522, Unit 1.7, 2909VA Capelle aan

den lJssel, The Netherlands

SRN: NL-AR-000000247

Product Name: Operating Lamp

Model/Size: See Annex

EMDN: 2120107

SRN: CN-MF-000002228 Basic UDI-DI: 6974539960peratingLampVC
Classification: Class |

Rule: Rule 13, Annex VIII, Regulation (EU) 2017/745

Conformity Assessment Procedure:  Annex II+Ill of Regulation (EU) 2017/745

We herewith declare that the above-mentioned products meet the requirements of

Medical Device Regulation (EU) 2017/745 and the following harmonized standards.

EN ISO 14971: 2019 EN ISO 15223-1: 2021
EN ISO 20417:2021 EN 60601-1:2006+A2:2020
EN 60601-1-2:2015+A1:2020 EN 60601-2-41:2015
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Date: jﬂm.. Hf‘., Zo)v}

Place: Jiangsu / China
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