EU Representative

SUNGO Europe B.V.
Olympisch Stadion 24, 1076DE
Amsterdam, Netherlands
SRN: NL-AR-000000247

Conformity Assessment

Conformity Assessment Procedure
Annex I+ll of Regulation (EU) 2017/745

Applicable Standards
EN ISO 14971: 2019
EN ISO 15223-1: 2016
EN 1041:2008+A1:2013
ISO 10993-1: 2018

EN ISO 10993-5: 2009
EN ISO 10993-10: 2013

Remark

The declaration of conformity is valid in connection
with the release technical document CE/MDR-KM-
02.

All the supporting documentation is retained at the
premises of the manufacturer.

The Declaration of Conformity is exclusively under

the sole responsibility of the manufacturer.

Manufacturer

Name: Shenzhen CAREMED medical technology co.,
Itd

Address: East side, 3/F, C building, Kelunte low-
carbon industrial park, Gaofeng community, Dalang
office, Longhua district, Shenzhen, PRC

Product Information

Name: FELT BELT

Model : Disposable series, F2D-XXXX/ Reusable
series, F2R-XXXX A
GMDN: 35709/37318 )
Basic UDI-DI: 69707585F201R4

Classification: Class |, According to Rule 13, Annex
VIIl, Regulation (EU) 2017/745

Declaration

We herewith declare that the above-mentioned

products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable X
standards above. x




