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EC Declaration of Conformitv

We,

Manufacturer Na1ne∶ BEIJING BEⅡR BIOENGINEERING CO。,LTD     ∷

Address∶ NO,99,ChuangXin road LuCheng IndustⅡal development zone,HuangCun Town,Daxing
dis臼匚ct,Bc刂ing,China

as thc Manufacturer of

Product Na【ne∶ COVIDˉ 19Antigen Rapid Test B乙 t

⒈庄ode⒈ 20/40tests per kit                      ,     .∷

Analyte: sARs-CoV orsARs-CoV-2Ant屯 cn

Clas⒍ fIcation∶ other

Confo【 1IⅠ ity assessmcnt∶ IVDD98/79/EEC Anncx ⅡI

hcrcwi由 dcclare undcr our solc rcsponsibility that曲e mentioncd products mcct曲 c provisions ofthe

CollncⅡ  D△cctive98/79/EC conccrning In-Vitro Diagnostic Mcdical Devices and曲 c fo11owing

standards which apply to them.

△he fo1loⅥ 汀ng standards were uscd to prove conn】 v匝。″  ∷∶∶  ∵ Ⅱ ∴  ∷      ∷       ∷

-EN Iso9001∶ 2015
-EN Is01348⒌ 2016
-EN13612-2002
-EN IS015223+2016
-EN Is018113ˉ 1-2001
-EN Is018113-2-2001

ĒN IsO23640-2015
-EN Is014971-2012
-EN IS013641∶2002
-EN IS017511-2003

Thc authorizcd rcprcscntativc飞 Vi山in山c EU who has bccn cmpowered to cntcrinto comⅡⅡtmcnts on

otIr bchal￡                               ∴

McdNct ECˉREP GmbH
Borkstrasse10,48163Muenstcr,Gc"Ⅱ any

Scptcmbcr30,2020,Bc犭 hg,CⅡ na
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