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European Regulatory Services

DECLARATION
The undersigned, Mrs. Agnes Goris, Consultant at Qarad b.v.b.a.,

hereby declares that Guangzhou Wondfo Biotech Co. Ltd. has signed the EC Declaration of
Conformity in agreement with the Annex IIl 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:

name IVD Catalogue nr.

W5XX-CU7,T-Cup Plus
W5XX-CU8, Q-Cup Plus
Finecare™ One Step D-Dimer Rapid Quantitative Test | W227

Multidrug tests

Finecare™ One Step PCT Rapid Quantitative Test W224

The notification to the Belgian Competent Authorities has been carried out on June 13, 2017 by
Qarad b.v.b.a., the appointed Authorized Representative of Guangzhou Wondfo Biotech Co.
Ltd.

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

Qarad b.v.b.a.
Authorized Representative

Digitally signed by Varman Irina
Date 2020.02.28 17:14:18 EET
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