(©)

garad

European Regulatory Services

Date: March 17, 2020

The undersigned, Teresa Batet i Sola, Senior Consultant, of Qarad EC-REP BV,
hereby declares that:

Shenzhen Bioeasy Biotechnology Co., Ltd.

No. 2-1, Liuxian 1st Road, Xin’an Sub-District, Baoan District,
Shenzhen, Guangdong Province, China. 518101

has signed the EC Declaration of Conformity in agreement with the Annex Il of the
European Directive 98/79/EC on In Vitro Diagnostic Medical Devices and has
submitted the required technical documentation, for the following IVD products (for
professional use only):

BIOEASY™ 2019-Novel Coronavirus (2019- YRLG22201025, YRLG22201050,
nCoV) Ag GICA Rapid Test YRLG22201100

BIOEASY ™ Diagnostic Kit for 2019-Novel YRLF04401025, YRLF04401050,
Coronavirus (2019-nCoV) Ag Test Kit YRLF04401100

(Fluorescence Immunochromatographic Assay)

BIOEASY ™2019-Novel Coronavirus (2019- YRLG22301025, YRLG22301050,
nCoV) IgG/IgM GICA Rapid Test (Colloidal YRLG22301100

Gold):

BIOEASY™ 2019-Novel Coronavirus (2019- YRLG22501025, YRLG22501050,
nCoV) Ab GICA Rapid Test YRLG22501100

The notification to the Belgian Competent Authorities has been carried out on March
12", 2020 by Qarad EC-REP BV, the appointed Authorized Representative of
Shenzhen Bioeasy Biotechnology Co., Ltd.

Information on the notification to the competent Authorities of other European countries
is available upon request.
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