DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

Manufacturer

EU Representative
Name: SHENZHEN YONGCHANGHE

TECHNOLOGY CO., LTD.

Address: 1001, HUAIDE INTERNATIONAL
BUILDING, NO. 73, FUYONG SECTION,
GUANGSHEN ROAD FWONG COMMUNITY,

"7 SUNGO Europe B.V.

Fascinatio Boulevard 522, Unit 1.7,
\° 2909VA Capelle aan den lJssel, The
-4 Netherlands

£ SRN: NL-AR-000000247

"I Conformity Assessment

Conformity Assessment Procedure _i EMDN: Q01020501
- Annex II+ll of Regulation (EU) 2017/745 , <" Basic UDI-DI: /
N\ Classification: Class |, According to Rule 5, Annex

g Applicable Stantarcs VIII, Regulation (EU) 2017/745

{0 ENISO 14971: 2019
2. ENISO 15223-1: 2021
75 ENISO 20417: 2021
S ENISO 10993-1: 2020 | ;
i ‘ EN ISO 10993-5: 2009 Declaration
Z{5 ENISO 10993-10: 2023
510 ENISO 10993-23; 2021
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