
We, the manufacturer. hercrvith dcclarc that thc products

C€
DECLARATION OF CONFORMITY

According to ltledicul Dcvicc l{cgrrlntion (MDR) 2lll7l745 Anncx II nnrl Anncx lll.
l\Ianufrcturcr: Whose Atrthorizcrl Ilcprescntntivc:

Namc:Qingdro Hu:ucrt N{ctlicnl Product Nunrc:r Lotus NL B.V.

Co..Ltd. Atldrcss: Koningin Julianaplcin l0,lc Vcrd,

Addrc'ss: No. I S7 Zhuz-hou Road, Lausl'tur 2595A4, Thc l{aguc, Ncthcrlands.

District. Qingdao CN 26(rl0l
E-mai I :hryl@qdhuarcn.conr

E-mail: pctcr@lotusnl.com

meet theprovisions of the Medical Dcvicc Regulation (MDR) 2017/745 which apply to thcm.

Conformity,tsscssnrcnt Routc: Anncx II and Anncx III according to MDR 20171745.

Applicable Standards:

ISO 13485:2016
ENISO 10993-5: 2009

EN l04l:2008
EN l5 223-l :2016

ISO 14971:2019
ENISO 10993-10: 2013

EN 29073-l:1992

ISA 10993-l: 2018
EN 14683:201g+AC

EN ISO 9073-t 5-2008

We, the manufacturer. hcrervith dcclare with solc responsibility that our product/s mcntioncd abovc

meeUs the provisions of thc Mcdical Dcvicc Regulation (MDR) 2017/745.Wc agrcc to dcvclop,

implement and maintain a documented post-production monitoring process.

Name of authorized signatory , +LAt {
Position held in the company: Gcncral Manager

ScaVStamp:

Qingdao lluaren Mcdical Product Co.,Ltd.

Product Nanre
Illedical
Dcvice

Dcvice Class Itlodel
UMDNS

Codc
Basic

UDI-DI
Single-use rncdicol

face mask

( non-sterile )

Masks
I. Rulcl (Anncx

VIll of MDR)
I IRKYY.C l245tt

Place: Shandong, China
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