
Declaration of Conformity
Manufacturer Bioscience（Tianjin）Diagnostic Technology Co.,Ltd

Building No.14,International Medical Equipment Industrial Park, Liujing Road,

Dongli Development Area, Tianjin, China

European Representative WellKang Ltd

Product COVID-19 Antibody Diagnostic Kit (Colloidal Gold)

COVID-19 IgG Antibody Diagnostic Kit (Colloidal Gold)

COVID-19 IgMAntibody Diagnostic Kit (Colloidal Gold)

COVID-19 IgG Antibody Diagnostic Kit (CLIA)

COVID-19 IgM Antibody Diagnostic Kit(CLIA)

COVID-19 IgG Antibody Diagnostic Kit (ELISA)

COVID-19 IgM Antibody Diagnostic Kit(ELISA)

Classification Others IVD Devices

Conformity Assessment Route IVD 98/79/ECAnnex III

We herewith declare under our sale responsibility that the above mentioned products meet the

provisions of the Council Directive 98/79/EC on in vitro diagnostic medical devices. All supporting

documents is retained at the premise of the manufacturer.
Standards Applied 98/79/EC EN ISO 13485:2012

Tianjin, China; 9th March 2020

(Place ,Date of issue) (Signature and Position)




