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DECLARATION OF CONFORMITY
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According Directive 98/79/EC on In Vitro Diagnostic Medical Devices, Annex III.
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Manufacturer: Anbio (Xiamen) Biotechnoldéy Co.,Ltd. 2 A '
Address: No.2016, Wengjiao West Road, Xinyang Street, Haicang District,3,6’1/026 Xiamen’,/ Fujian,
China. - 7 Bl v
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European Representative: Lotus NL B.V.
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Contact pefson: Peter E-mail: peter@lotushl.com ! /
Address: Koningin Julianap’lyeinﬂl 0,1e Verd, 2595AA,The Hague, thhérlands.
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In Vitro Diagnostic Directive: P /
¢ Rapid COVID-19 Antigen Test (Colloidal Gold )
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Category: Others. 2 / o
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Conformity assessment route: Deglafation of Cpﬁfbnnity IVDD Annex III-
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Applicable Standards:

) e
SO 13485:2016  ENISO 18113-3:2011 g EN13612:2002
150 14971:2019 _ EN13641:2002 IS0 23640:2015
ENISO 18113-1:2011 3 ISO,15523-I:2016,,,  EN62366-1:2015
ENISO 18113-2:2011 = & b Do
We, the manufacturer, herewith declare with sole responsibility that our product/s mentioned above -
meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the Council pnTh
Vitro Diagnostic Medical Devices. 7~ =
We agree to develop, imp'lement and maintain a docixmented postéproduction”ihonitoring,p’r()cess.
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Signed on:04/09/2020
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Place:Xiamen,China
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health_and_medishop24 GmbH ’
BayernstrafBe 32 T +49 (0) 7231.31 47 50 info@hms24.eu

75177 Pforzheim F +49 (0) 7231.3979 898 www.hms24.eu healthandmedishop



