EBmENRAERAT

ZHUHAI LIVZON DIAGNOSTICS INC.

Declaration of Conformity

according to the In Vitro
Diagnostic Medical Devices Directive 98/79/EC

Manufacturer: Zhuhai Livzon Diagnostics Inc.
Address: No.266,Tongchang Road, Xiangzhou District, 519060 Zhuhai, PR.China

EU Representative: Shanghai International Holding Corp. GmbH (Europe)

Address: Eiffestrasse 80, 20537 Hamburg, Germany
We declare under our sole responsibility that
the IVD Medical _ Diagnostic Kit for IgM/IgG Antibody to
Device Sieagcyiiame " Coronavirus (SARS-CoV-2) (Lateral Flow)
Type/model,
batch/serial number,
possibly sourcesand @ Model: 10 Test Sets/Kit 20 Test Sets/Kit

number of items
(Where applicable)

according to directive | Other device ,not in Annex I, not for self-
of class 98/79/EC " testing ,not for performance evaluation

meets all the provisions of the directive 98/79/EC which apply to it.

Applied harmonised EN ISO15223-1:2016 ENISO 13485:2016
standards, national EN 13612:2002 EN 236402015
standards or other EN 13641:2002 EN 13975:2003
normative documents 1 14971:2012 ENISO 18113-1:2011

EN ISO 18113-2:2011 1272/2008 EC
Conformity . )
assessment Annex I : EC Declaration of Conformity
procedure

Zhuhai Director of Quality & Regulation
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