DECLARATION OF CONFORMITY

ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

'

,f:; . Germany
SRN: DE-AR-000000002

> Conformity Assessment

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

3 Applicable Standards
“",-.'-_ EN ISO 14971: 2019+A11: 2021, EN
. 455-1: 2020, EN 455-2: 2015, EN 455-3;

2015, EN 455-4: 2009, EN ISO 15223-1:

%5 2018, EN SO 10993-10: 2010,
=50 ENISO 10993-12: 2012, EN 62366-1:

~{% 2015+A1: 2020
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' Remark

The declaration of conformity is valid in connection
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with the release technical document.
. All the supporting documentation is retained at the
premises of the manufacturer.

The Declaration of Conformity is exclusively under

[
0}:_@‘?; the sole responsibility of the manufacturer.
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Manufacturer

Name: Lyncmed Medical Technology (Beijing) Co., Ltd.
Address: Room 1601, Building No.2, Zhubang 2000
Business Building, Balizhuangxili 99, Chaoyang District,
100022 Beijing, PEOPLE’S REPUBLIC OF CHINA
SRN: CN-MF-000014697

Product Information

Name: Vinyl Examination Gloves

Model:

Model Color Size
LMVEGCRO1 CLEAR XS, 5, M, L, XL
LMVEGBEO1 BLUE XS, 8, M, L, XL
LMVEGBKO1 BLACK XS,5,M,L, XL

GMDN: 47176

Basic UDI-DI: 697160547A3XD
Classification: Class I, according to rule 1, Annex Vill
of MDR 2017/745

Declaration

We herewith declare that the above-mentioned products

meet the requirements of Medical Device Regulation
(EV) 2017£745.and the applicable standards above.
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