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REGISTRATION NO. 04720Q10000330

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

Pro-med COVID-19 Antigen Rapid Detection
Kit

This is to certify that the quality management system of

Pro-med (Beijing) Technology Co.,Ltd.

Beijing Pro-med Technology Co., Ltd.

Registered Address: C-3F, 8#, 738 Changliu Rd., Machikou Town, Changping District,
Beijing

Manufacturing Address: C1, C-3F.C-1F, 8%, 738 Changliu Rd., Machikou Town, Changping
District, Beijing
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Has been assessed and conformed to the following standard(s)
YY/T 0287-2017 idt ISO 13485:2016

The certificate is valid for the following scope:

The Design, Development, Production and Service of Quantitative Immunoassay

Analyzer, ¥ 1 aphi  Analyzer and Thrombelastograph

Instrument. D ProdUTEn SLAEN JEFERITEETS MY, -y irs degnastic Srder suTimar
Date of issue: August 15,2020

COVID-19 Antigen Rapid Datection K[ Calloids o),
Date of expiry: August 14,2023

COVID-18 Nestralizing Astibody Rapid Detection Kit{Celloidsl Ged),
COVID-19 IgM /1gh Antibody Rapid Detection Kib|Collaldal Gold )
[gean merknmam ] {ML-CADDI 2021-33492]

¥ Irfluenca &+0 Aol COVWID-19 Antigen Comsa Rapid Detaction
ﬁ)ﬂ Kib{Calloidad Gold),
General Manager: j COVID-19 mre COYTO-1% Mutant SarainB.1 1.7 Strain]Asiiges Repid
Dabaction Kit{Callaidel Gold)
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AT PCR ZBIRE
& 1E(+) =%(-) =1l
R BRI (+) 126 1 127
TURIREFY b | atk(-) 7 178 185
&3t 133 179 312
R 94.74% (95% CI: 89.53%-97.43%)
HE R 99.44% (95% CI: 96.90%-99.90%)
AR 97.44% (95% CI: 95.02%-98.70%)




