HUMISS

Declaration of Conformity

\;S,M'yaﬁwnufacturer: Mobility Source Medical Technology Co., Ltd.

" Address: 160 Heheng Road, Yanghe Town, Gaoming District, Foshan City, Guangdong Province,

528000, China
SRN: Not assigned yet

Product name: Bed Rail
LQX-110004, LOX-110004-01, LOX-110013, LOX-110018, LQX-110027, LQX-
110027-02, LQX-110033, LQX-110034, LQX-110035, LQX-110036, LOX-

Model(s): 110037, LOX-110038, LOX-110039, LOX-110040, LQX-110047, LQX-110048,
LQX-110049, LQX-110050, LQX-110051, LQX-110052, LQX-110053, LOX-
110054, LQX-110055, LOX-110056, LOX-110057, LQX-110058

Type: Class 1, rule 1

Basic UDI-DI: 6975996301100H4

The manufacturer declares that the device complies with the Medical Device Regulation (EU)
2017/745, Standard(s) used for showing compliance with the essential requirements in the
specified directive(s):

EN ISO 14971:2019, EN ISO 20417:2021, EN 1SO 15223-1:2021, EN 62366-1:2015,
EN 1SO 10993-1:2020, EN 1SO 10993-5:2009, EN ISO 10993-10:2023

The referred report(s) show that the device complies with standard(s) recognized as giving
presumption of compliance with the essential requirements in the specified EU Directive(s). The
manufacturer has marked the device with the CE mark.

European Authorized Representative
Humiss International B.V.

Address: Joop Geesinkweg 701, 1114AB Amsterdam-Duivendrecht, the Netherlands
Tel: +31 (0)20 369 8116, Fax: +31 (0)20 369 8114
E-mail: ce-tech@humiss.com

SRN: NL-AR-000001490

This declaration is issued under the sole responsibility of the manufacturer.

=

Title: Quality Manager

Place: Foshan City.«

DOC Ne: H-YQ-MD-230328188/01
Issue date: Mar. 28, 2023
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