
High Precision

SARS-CoV-2 Antigen 
Rapid Test Kit



Product Name: SARS-CoV-2 Antigen Rapid Test Kit

Product SKU: EWA251020

Certification: CE

The SARS-CoV-2 Antigen Rapid Test is a relia-
ble, rapid chromatopgraphic immunoassay for 
the qualitative detection of specific antigens of 
SARS-CoV-2 present in the human nasophar-
ynx. 

This test is an aid in detecting antigen from the 
SARS-CoV-2 virus in individuals suspected of 
COVID-19. 

The box contains 25 test cards individually 
packed and 2 bottles of dilution fluid.

This product is intended for professional use in 
laboratory and Point of Care environment. 

Certificates

Fast and reliable assistance in 
identifying SARS-CoV-2 infection 
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For more information please contact 
Eastwest Medico Ltd
by phone Tel.: +45 70 70 17 11
or email: info@ewmedico.com 
www.ewmedico.com



HOW TO USE THE TEST



DECLARATION OF CONFORMITY

 

                                Document No.: CE-DOC-CG27 
                                          Rev.: 1/0 

Beijing Lepu Medical Technology Co., Ltd. 

Building 7-1 No.37 Chaoqian Road, Changping District, Beijing, 102200, P.R. China 

 

Manufacture Address: Beijing Lepu Medical Technology Co., Ltd. 
Building 7-1 No.37 Chaoqian Road, Changping District, 
Beijing, 102200, P.R. China 
 

European Representative: Lepu Medical (Europe) Cooperatief U.A. 
Abe Lenstra Boulevard 36, 8448 JB, Heerenveen, The 
Netherlands 
 

Product information: 
 

SARS-CoV-2 Antigen Rapid Test Kit (Colloidal Gold 
Immunochromatography) 
Model:  
1 test/kit; 5 tests/kit; 10 tests/kit; 25 tests/kit; 50 tests/kit 
 

Classification: Others (not in List A and List B) 
 

Conformity Assessment Route: Section 2 to 5 in annex III of IVDD 98/79/EC 
We herewith declare that the above mentioned products 
meet the provisions of the following EC Council Directives 
and Standards. 
All supporting documentations are retained under the 
premise of the manufacturer. 
 

General Applicable Directive: DIRECTIVE 98/79/EC OF THE EUROPEAN PARLIAMENT 
AND OF THE COUNCIL of 27 October 1998 on in vitro 
diagnostic medical devices 
 

Standards Applied: All applicable harmonized standards (published in the 
official journal of the European Communities on 25th March 
2020). 
The applicable standards are listed in Annex 1. 
 

Place, date of issue 
 

Beijing, P.R. China, 3th, Sept., 2020 
 

Signature of Management 
Representative 
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