Document Number

: EAn-CE-01-A

Version: A/0

EU DECLARATION OF CONFORMITY

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

Manufacturer:

Address

SRN:

European Representative:
Address:

Product Name:

rade name:

Model code:

Basic UDI-DI
CND CODE:

Classification acc. to MDR Annex.
VIII:

Applied Common Specification:

Conformity assessment procedure:

CE certificate No.:
Name of the Notified Body:

Sterile status

Xiamen EAn Protecting Products Co.,Ltd.

2nd and 3rd Floor,3#Building,No.79-85,The Third Zhennan
Road,Tong’ An District,Xiamen City,Fujian
Province,P.R.China

i

Unigloves Arzt- und Klinikbedarf Handelsgesellschaft
GmbH

Camp-Spich-STR. 71 D - 53842 Troisdorf, Germany
Medical Surgical Masks

Not Available Yet

EVS5010(earloop), EVS5013(Tie on), EVS5010S
(small)

69722145510005844501Q3
/

Class |

17.5cm*9.5cm+0.5cm, 14.5cm*9.5cm+0.5¢cm,
Chapters | and Ill of Annex IX of 2017/745 Medical
Device Regulation

N/A

N/A

Non-sterile

We, Xiamen EAn Protecting Products Co.,Ltd., the manufacturer herewith declare under our sole
responsibility that the above-mentioned products meet the provisions of the Regulation (EU) 2017/745
on Medical Devices (MDR). All supporting documentations are retained under the premises of the

manufacturer.
Signature: UﬂUL{/X
Name/Position: Halley Li/GMY

Date:
Place: Ju Jian/China




