
SARS-CoV-2 Antigen Test kit
(Colloidal Gold Chromatographic Immunoassay)

Component Quantity Contain Weight Dimension
(mm)

Test card 25 packs Test card ×25 pcs
Desiccant×25 pcs

300g 200×115×80

Extraction 
tube 1 pack Extraction tube×25 pcs

Nozzle cap 2 packs Nozzle cap× 25 pcs

Swab 25  packs Nasopharyngeal 
swab×25 pcs

Extraction 
buffer 1 bottle Extraction buffer×8mL

Instruction for 
use 1 copy 1 copy



Product Label Template

Packing drawing of the kit:



CE Certificate in Spanish MOH
No. RPS/2401/2020



Declaration of Conformity



Shenzhen Ultra-Diagnostics Biotec. Co., Ltd 
was founded in 2016 in Shenzhen, China. Our brand is UD-Bio. It is a 

national high-tech company specialized in developing, researching, 

manufacturing and selling IVD products including instruments and reagents. 

Our products cover thromboelastography hemostasis system, coagulation 

system, specific protein system, immunofluorescence system and 

biochemistry reagents. 

We have professional R&D, manufacture, sales and service team, there are 

100 employees in total and 40% of our staff are engaged in R&D. 

The total area of our manufacturing plant and laboratories are more than 

5000 sqm. Our state-of-the-art manufacture facility is ISO13485:2016 and 

GMP requirement compliant. Most of our products are CE approved and 

have certificates for Exportation of medical products. 



Medical Device Manufacturing License



Business License



EN ISO 13485：2016



EN ISO 13485：2016



EN ISO 13485：2016



EN ISO 13485：2016
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