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Xiamen Boson Biotech CO,. Ltd.
90-94 Tianfeng Road, Jimei North Industrial Park,
Xiamen, Fujian 361021, P. R. China.

Holder of Certificate: Xiamen Boson Biotech Co., Ltd. Manufacturer

90-94 Tianfeng Road |

Jimei North Indu: smal Pa rk

361021 Xiamen, Fuj I

PEOPLE'S REPUBLIC OF CHINA [l
i European Lotus NL B.V.

Representative Koningin Julianaplein 10, 1e Verd, 2595AA,

The Hague, Netherlands.

Xiamen Boson Biotech Co., Ltd. |
90-94 Tianfeng Road, Jimei North Industrial Park, 361021 |
Xiamen, Fujian, PEOPLE'S REPUBLIC OF CHINA |

Facility(ies):

Certification Mark:

. Device/s Rapid 2019-nCoV 1gG/IgM Combo Test Card

{uvesud.comipscert

|| + Classification  Other

I3 | cEv—si. zmmen

Confirmative Assessment Route IVDD 98/79/1998 Annex Iii

Scope of Certificate: ~ Design and Devel and D i of
In Vitro Kits fo of Infection Disease:

Tumour Markers, Drug Abu , Hormones, Cardia: cMarkers
and Related Biomaterial

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TOV SDD Product Service GmbH ceriifies that the company mentioned
above has and is a quality system, which meets the
requirements of the hsled standard(s). See also notes overleaf.

Report No.: SH1807513
Valid from: 2018-10-31
Valid until: 2021-10-30

[ foued]

Date, 2018-09-27 Stefan Prei

We, Xiamen Boson Biotech Co.,, Ltd. declare that the above mentiond
devices conforms to the relevant provisions of the EC Council Directive
98/79/1998 and is in accordance with the Annex 1, 1SO 13485:2016

Quality Management System, as implemented by the European Union’s
Medical Devices Regulations and the Federal and Local Authorities. |

Place, Date of Issue Xiamen, 2020-03-05 ’

Signature M

(Signed By Boson Representative)
Name: Changgong Zhang C € ‘
Title: General Manager )
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