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Comparative evaluation of the sensitivities of SARS-
CoV-2 antigen rapid tests

Goldsite COVID-19 SARS-CoV-2 Antigen Kit Goldsite Diagnostics Inc.
(Colloidal Gold)
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Goldsite Diagnostics Inc.

No.103C, 503C & 504D, Technology Building & No. 3A & 4A,

Technology Building Annex, Zhaoshang Sub-District,
Nanshan District, Shenzhen, China, 518067

CMC MEDICAL DEVICES & DRUGS, S.L.
C/ Horacio Lengo No 18, CP 29006, Malaga-Spain

SARS-CoV-2 Antigen Kit (Colloidal Gold)
(for self-testing)

SARS-CoV-2 antigen IVD, kit, immunochromatographic
test (ICT), self-testing. GMDN Code: 65454

We herewith declare that the above-mentioned products
meet the provisions of the following EC Council Directives
and Standards. All supporting documentations are retai-
ned under the premises of the manufacturer.

In Vitro Diagnostic Medical Devices DIRECTIVE
98/79/EC OF THE EUROPEAN PARLIAMENT AND OF
THE COUNCIL Of 27 October 1998

Classification: Device for self-testing

Directive 98/79/EC, Article 9, Annex Il C € 1434
EN ISO 13485:2016  ISO 15223-1:2016

BS EN 13612:2002 ENISO 18113-1: 2011

ISO 14971:2019 ENISO 18113-4: 2011

EN ISO 23640:2015  EN 62366-1: 2015

Place, date of issue: Shenzhen, P.R. China, November 10, 2021

Signature of General Director
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CERTIFICATE

EC Certificate No. 1434-IVDD-483/2021
EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Polish Centre for Testing and Certification certifies
that manufactured by:

Goldsite Diagnostics Inc.
No. 103C, 503C & 504D, Technology Building & No. 3A &
4A, Technology Building Annex, Zhaoshang Sub-District,
Nanshan District,
Shenzhen, China

in vitro diagnostic medical devices
self-testing

SARS-CoV-2 Antigen Kit (Colloidal Gold)

REF: CG123001, CG123003, CG123005, CG123007, CG123025

in terms of design documentation, comply with requirements
of Annex Ill (Section 6) to Directive 98/79/EC (as amended)
implemented into Polish law,
as evidenced by the audit conducted by the PCBC
Validity of the Certificate: from 10.11.2021 to 27.05.2024

The date of issue of the Certificate: 10.11.2021
The date of the first issue of the Certificate: 10.11.2021

An Nna Elektronicznie
podpisany przez Anna
Issued under the Contract No. MD-40/2021 Ma’fgorzata Malgorzata Wyroba
Application No: 397/2020 Data: 2021.11.10
Certificate bears the qualified signature. Wyr'o ba 16:14:07 +01'00'
Warsaw, 10/11/2021 Vice-President
Module Al Mgr. Anna Wyroba

POLISH CENTRE FOR TESTING AND CERTIFICATION o02-844 Warsaw, 469 Putawska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl



