












CERTIFICATE 

EC Certificate No. 1434-IVDD -491/2021 
EC Design -examination 

Directive 98/79/EC concerning 

in vitro diagnostic medical devices 

Polish Centre for Testing and Certification certifies 

that manufactured by: 

Shenzhen Microprofit Biotech Co., Ltd. I 

Rm. 405,406, Zone B /4F, Rm. 205, 206 -1, 207, West 

Side of Zon e B/ 2F, Haowei Building, No. 8 Langshan 

2nd Road, Songpingshan, Songpingshan Community, 

Xili Street, Nanshan District, Shenzhen, P.R.China 

in vitro diagnostic medical devices 

for self-testing 

SARS -CoV-2 Antigen Test Kit (Colloidal Gold 

Chromatographie lmmunoassay) REF: MF-68 

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 22.11.2021 to 27.05.2024 

The date of issue of the C ertificate: 22.11.2021 

The date of the first issue of the Certificate: 22.11.2021 

C E 1434
lssued under the Contract No. MD-76/2021 
Application No: 111/2021 

Certificate bears the qualified signature. 

Warsaw, 22/11/2021 
Module Al 

Vice -President 
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Product Service 

No. QS 109172 0001 Rev. 00 

Applied Standard(s): 

Facility(ies): 

EN ISO 13485:2016 
Medical devices - Quality management systems -
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016 

Shenzhen Microprofit Biotech Co., Ltd 
Rm. 405, 406, Zone B /4F, Rm.205,206-1,207, West Side of Zone 
B/2F, Haowel Building, No. 8 Langshan 2nd Road, Songpingshan, 
Songpingshan Community, Xili Street, Nanshan District, 518057 
Shenzhen, PEOPLE'S REPUBLIC OF CHINA 

See Scope of Certificats 
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