DECLARATION OF CONFORMITY
ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

EU Representative

SUNGO Europe B.V.

Fascinatio Boulevard 522, Unit 1.7,
2908VA Capelle aan den lJssel,
The Netherlands

SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedurs
Annex [+l of Regulation (EU) 2017745

Applicable Standards
EN ISO 14971: 2018
EN ISO 15223-1: 2021
EN ISO 20417:2021

ENM 60601-1-2:2015+A1:2020

EN 60601-1:2006+A1:2013

1IS0O13485: 2016

Remark

The declaration of eonformiy is valld in conrection
with the mleass fechnical documant CEMDR-
Z12020402-04.

All the supparting documentation is rfained af fhe
premises of fhe manufacturer.

The Declaration of Confammily is axclusively undar
fthe sole responsihility of the manufaciurer

Manufacturer

Name: Wuzhou Ackace Technology Co., Lid.
Address: Buidiing 10, Yingtian Industrial Park,
High-tech Industrial Development Zone, Wizhou,
Guangxi, China

SRN: CN-MF-000027213

Product Information

Mame: Cold light source

Model: AGS210, AGS200, AGS100 . AGS-PL100
EMDN: 212020402

Basic UDI-DI: G87T54B580AGSCLESS
Classification: Class |, According fo Rule 13, Annex
Vill, Regulation (EU) 2017745

Declaration

We harawith declara that the above-mentioned
products meet the requirements of Medical Devica
Regulation (EL) 2017/745 and the applicable




