
RegistrationNo.:

ECDeclarationofConformity

Directive93/42/EECMedicalDevices

Manufacturer

Name WeihaiDishangMedicalTechnologyCO.,Ltd

Address
Room 406-409,BlockC,No.213TorchRoad,TorchHigh-techIndustrialDevelopment

Zone,Weihai,ShandongChina

Corporate

representative
DavidSun

Declarethattheproducts

Name DisposableMedicalSurgicalMask

Model DS01-White/DS02-Blue

Standard EN14683：2019

Classification TypeIIR

TestReportNo. SL52025233855601TX UMDNcode 12-458

Single
Registration

number

DE/CA20/01-Luxuselbenswelt-318/20 GMDNcode 35177

TheconductedtestsaredocumentedinthetestreportnumberSL52025233855601TXpreparedbySGS-CSTCStandardsTechnicalServices

(Shanghai)Co.,Ltd.

ThisdeclarationofconformityisissuedunderthesoleresponsibilityofWeihaiDishangMedicalTechnologyCo.Ltd.Thedeclarationis
supportedbytheQualitySystem approvaltoISO13485issuedbyBenchmarkCertification(Shanghai)Co.Ltd.withthecertificatecode
BMCMDQ0120003M.
TheConformityAssessmentRouteusedfollowtheAnnexII,AnnexIIIandArticle19ofthe(EU)MDR2017/745TheRegistrationNotification.

LuxusLebensweltGmbHhasbeenappointedasAuthorizedEuropeanRepresentativeaccordingtoMedicalDevice93/42/EEC(MDD)

Sign:

Position:Director

DateOfIssue:2020/08/18

 

       

Thisisherebydeclaredthatfollowingdesignatedproductcompliedwiththeessential

healthandsafetyrequirementsofCouncilDirective93/42/EECMedicalDevices ontheapproximationof 

thelaws oftheMemberStatesrelatingtoit.


