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CERTIFICATE 
DIRECTIVE 98/79/EC 

EC DESIGN-EXAMINATION 
 

CeCert Sp. z o.o. hereby confirms that manufactured by 
 

Xiamen Hopegen Medical  
Technology Co., Ltd. 

Room 905, 253 Duiying Nan Road, Houxi Town, 
Jimei District, Xiamen, Fujian, P.R. China 

 
in vitro diagnostic medical device for self-testing 

  

COVID-19 Antigen Rapid Test Kit 
(Colloidal Gold) 

catalogue numbers: 
XJ-ZC-411, XJ-ZC-412, XJ-ZC-413, XJ-ZC-414 

 
in term of the design conforms to the requirements of Annex III 

section 6 to Directive 98/79/EC (as amended) implemented into Polish 
Law, as evidenced by the assessment conducted 

by CeCert Sp. z o.o. 

2934 
Validity date: 24.05.2022 – 26.05.2025 

Issue date: 24.05.2022 

 Kamil Szczurowski 
 Director of in Vitro Diagnostic Medical Device 

Certification Department  
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