DECLARATION OF CONFORMITY

According to the /n vitro Diagnostic Medical Device Directive 98/79/EC

Manufacturer Guangdong Longsee Biomedical Co.,Ltd.

Address S/F Building A, No.83, Ruihe Road, Huangpu District, S10000,
Guangzhou, China

European Representative Qarad EC-REP BV

Address Pas 257, 2440 Geel, Belgium

Product Information 2019-nCoV Ag Rapid Detection Kit (Immuno-Chromatography)

Type LS-C-T-008(U3), LS-C-T-008(V3)

Classification IVD for self-testing

Conformity Assessment Route VDD Annex IV, excluding 4 and 6
General Applicable Directives: /n vitro Diagnostic Medical Device Directive 98/79/EC

Standards Applied EN 13612:2002 EN 13612:2002/AC:2002

EN ISO 23640:2015 EN 13641:2002

EN ISO 14971:2012 EN ISO 15223-1:2016
ENISO 18113-1:2011 EN ISO 18113-4:2011

EN ISO 13485:2016 EN ISO 13485:2016/AC:2018
EN 13532:2002 EN 62366-1:2015

We,the manufacturer, hereby declare under our sole responsibility that the above mentioned products meet
the provisions of the above EC Council Directives and Standards. The products meet prospective uses and

all supporting documentations are retained under the premises of the manufacturer.

Notified Body Polish Centre for Testing and Certification (NB 1434)
Address 469 Putawska Street, 02-844 Warsaw, Poland
EC Certificate No. 1434-1IVDD-014/2022

Expiry date of the Certificate May 27, 2025

Place, date of issued: Guangzhou, P. R. China, May 1, 2022

Signature of Chief Executive Officer:

Shizhou Densy

(Shizhou Deng)
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