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Manufacturer:

SEIN:

European
Bepresentative:

SRNN:

MDE Certificate No.
Certificate is valid untl

MNotified Body

Product Name:

Trade MName:

EEF:

Product Sizes:

Intended purpose

Basic UDI-DI:

EMDN Code:
Classzification Acc. to
MDE Ax. VIIL

Applied
Specification’ standard:

Conmmon

Conformity Assessment

Procedure:

EU Declaration of Conformity

According to Art. 19 of Eegulation (EU) 2017/745 on Medical Devices

Mame: Suzhou Vicon Industial Co., Ltd.

Address: N0 .11, Shitian Foad Yangchenghu Town » Hiangcheng District, 215122 Suzhou Jiangsu,
PEOPLE'S EEPUELIC OF CHINA

CN-MF-000028246

Name: SUNGO Europe BV,

Address: Fascinatio Boulevard 322, Unit 1.7, 20090VA Capelle aan den IJszel, The Netherlands
NL-AF-000000247

G21 0923870006 Rev.01

2029-03-21

TV 31D Product Service GmbH, Ridlerstrafie. 63, 20339 Munich, Germarry.

Identification Number: 0123

Stenile Non-adherent Dressing
N.A.

NE20-VSBV-0-01

60*30cm

Sterlle Non-adherent Dressing iz applicable for cleamng trawma, absorbing blood andiselatng wound
n surgery.

697366223 NONADHERENTSM

hi04

Clazs [z, Fule 4

EN IS0 134852016 EN ISO 14971:2019/411:2021 EN IS0 10093-1:2020

EN IS0 10993-3:2009 EN IS0 10993-10:2023 EN IS0 13223-1:2021

EN 150 10993-23:2021 EN IS0 20417: 2021 EN 62366-1:2015+A1:2020

ENISO11607-1:2020 ENISO11607-2:2020 EN IS0 11137-1:2013/A2:2019

MDE Anmnex XI, Part A

We, the mamfacturer, herewith declare under our sole responsibility that the abowve-mentioned products meet the
provisions of the Fegulation (EU) 2017/743 on Medical Devices (MDE)., any other relevant Union legislation that
provides for the issuing of an EU declaration of conformity, any C5 used andin relation to which confornty is declared
and other relevant regulations. All supporting docurnerntations are retained under the premises of the manufactirer.
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Signature:
MName:

Position:

Suzhow Jiangsu, PEOPLE'S REPUELIC OF CHINA
20260804
202005-21
ANE
a2

Mr. Xiang Liang

PEEC



