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EC Certificate No.  1434-IVDD-474/2021 

EC Design-examination 
Directive 98/79/EC concerning 

in vitro diagnostic medical devices 

Polish Centre for Testing and Certification certifies  
that manufactured by: 

Hangzhou Sejoy Electronics & Instruments Co., Ltd 
Area C, Building 2, No. 365, Wuzhou Road, Yuhang Economic 
Development Zone, 311100 Hangzhou City, Zhejiang, China 

in vitro diagnostic medical devices 
for self-testing 

SARS-CoV-2 Antigen Rapid Test Cassette 
COVG-602ST 

in terms of design documentation, comply with requirements 
of Annex III (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 22.10.2021  to  27.05.2024 

The date of issue of the Certificate: 22.10.2021 

The date of the first issue of the Certificate: 22.10.2021 
  

 
 
Issued under the Contract No. MD-100/2021        
Application No: 192/2021 
Certificate bears the qualified signature. 
Warsaw, 22/10/2021 
Module A1 
FBM-30-E_10 
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EU DECLARATION OF CONFORMITY

Manufacturer:

Hangzhou Sejoy Electronics& Instruments Co.,Ltd.

Area C, Building 2, No.365, Wuzhou Road,Yuhang

Economic Development Zone,Hangzhou City 311100 Zhejiang

China

European Authorized

Representative:

Shanghai International Holding Corp.GmbH (Europe)

Eiffestrasse 80, 20537 Hamburg, Germany

Product Name:
SARS-CoV-2 & Influenza A+BAntigen Combo Rapid Test

Cassette

Specification: COIF-522

Classification:
Other device not listed under Annex II and self-testing of

Directive 98/79/EC

Conformity assessment route: Annex III,except Point 6,of Directive 98/79/EC

Applicable Standards:

EN ISO 13485:2016, EN ISO 14971:2012,

EN ISO 23640:2015, EN ISO 13612:2002, EN ISO

17511:2003, EN 13975:2003,

EN ISO 18113-1:2011, EN ISO 18113-2:2011,
EN ISO 15223-1:2016, EN 13641:2002

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 on

In-Vitro Diagnostic Medical Devices.

Hangzhou, April 09, 2021 General Manager
Place,date Legally binding signature, Position
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EU DECLARATION OF CONFORMITY

Manufacturer:

Hangzhou Sejoy Electronics& Instruments Co.,Ltd.

Area C, Building 2, No.365, Wuzhou Road,Yuhang

Economic Development Zone,Hangzhou City 311100 Zhejiang

China

European Authorized

Representative:

Shanghai International Holding Corp.GmbH (Europe)

Eiffestrasse 80, 20537 Hamburg, Germany

Product Name: SARS-CoV-2 Neutralizing Antibody Rapid Test Cassette

Specification: COVB-602

Classification:
Other device not listed under Annex II and self-testing of

Directive 98/79/EC

Conformity assessment route: Annex III,except Point 6,of Directive 98/79/EC

Applicable Standards:

EN ISO 13485:2016, EN ISO 14971:2012,

EN ISO 23640:2015, EN ISO 13612:2002, EN ISO

17511:2003, EN 13975:2003,

EN ISO 18113-1:2011, EN ISO 18113-2:2011,
EN ISO 15223-1:2016, EN 13641:2002

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 on

In-Vitro Diagnostic Medical Devices.

Hangzhou, April 07, 2021 General Manager
Place,date Legally binding signature, Position
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Self-testing Belgium

Professional use Portugal

Germany Bfarm (self test & professional use)



France(self test & professional use)

Switzerland(professional use)



Italy (self-testing)



Spain(self-testing)

Common List



China white list


