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Technisches Datenblatt 

      Deepblue COVID-19 Antigentest  
 

Produkt-Bezeichnung   Deepblue Covid-19 Antigentest kolloidales Gold 

 
Artikelnummer   AGT-203226 

Hinweis  Dieses Produkt darf auf Grund einer Sonderzulassung des BfArM (Nr. 5640-S-

086/21) gemäß § 11 Abs. 1 MPG befristet in Deutschland erstmalig in Verkehr 

gebracht werden. 

 

Verwendung  Der COVID-19 Antigen Rapid Test ist ein Lateral-Flow-Immunoassay für den 

qualitativen Nachweis von SARS-CoV-2-Nukleokapsid-Antigenen in 

Nasenabstrichen von Personen ab 7 Jahren. 

 

Komponenten  Probenrack, Testkassette, Extraktionspuffer, Extraktionsröhre, Probentupfer, 

Spuckbeutel 

 

Testresultat    15min. 

 

Verpackung    1.000 Stück / Masterkarton 

 

Unterverpackung   5 Stück / Box 

 

Kennzeichnung    Markenzeichen des Herstellers (Logo) 

Produkt-Bezeichnung 

Gültige Norm 

Gebrauchsanleitung 

Informationen zur Prüfstelle und zum Hersteller 

Konditionen für die Lagerung 

 

 

Hersteller 

ANHUI DEEPLBLUE MEDICAL TECHNOLOGY CO., LTD 

4th Fllor, D-1# Zone, Pearl Industrial Park, 106 Innovation Avenue, High-Tech Development Zone 

23008 Hefei, China 

 

EU Repräsentant 

Luxus Lebenswelt GmbH 

Kochstr. 1, 47877 Willich 

Deutschland 

 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

Produktbilder 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

Packungsbeilage 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 
 



Anhui Deepblue Medical Technology Co.,Ltd.
Website:http://www.dbluemedical.com/

Address:4th Floor D-1# Zone, Pearl Industrial Park 106 Innovation Avenue,High-Tech Development Zone 230088 Hefei,Anhui,China

1. Introduction
DceepBlue Medical is a national high-tech enterprise specializing in the researh and

development, production and sales of POCT rapid diagnosis. Its main products include

infectious diseases, drugs, gynecology, pregnancy and childbirth testing and other

categories. It plans to build the world's first deep blue POCT testing brand. The company

has an advanced rapid diagnostic reagent production line, applying the latest clinical

molecular diagnostic technology, the product has the advantages of simple operation,

accurate and reliable, timely and convenient, and its technical performance has reached

the international advanced level. The company has passed the quality management system

audit of the Food and Drug Administration and the European Union, and established the

quality management system according to the YY/T0287-2017 idt ISO13485:2016 standard, and

obtained the European Union EN ISO 13485:2016 quality system certification and CE product

certification.

DeepBlue Medical actively carries out cooperation in production, education, and

research. It has established extensive technical exchanges and cooperation with

universities in the United States and Canada, and internally with the University of

Science and Technology of China, Hefei University of Technology, China Pharmaceutical

University, Wenzhou University, and various diseases The control center, etc. establish a

technology platform and cooperation center to quickly transform scientific research

results into productivity. One of the founders has a deep government background and

contacts in the pharmaceutical industry, and has studied and flexibly used China's

medical policies; the second founder has strong corporate management and operational

capabilities and levels in the pharmaceutical industry, and has served as an executive in

a number of listed companies. The third founder has a strong technical background,

returned scholars, doctoral supervisors, and has a very high academic level in the fields

of genetic engineering, molecular diagnosis, rapid diagnosis, disease diagnosis, tumor

detection, and food safety. Won the first prize of "Science and Technology Inspection

Award" twice by the General Administration of Quality Supervision, Inspection and

Quarantine (2010, 2013); published heavyweight papers in internationally renowned

journals for many times, and has a number of invention patents.

DeepBlue Medical Device Production License
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Deepblue business license
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CE EN ISO 13485 2016 Quality System Certificate
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2、Product Registration Information

DeepBlue Export Product Registration List

List of antigen tests for direct pathogen detection of
coronavirus SARS-CoV-2
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Exemption for COVID 19 Self test in Czech Republic 1
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Exemption for COVID 19 Self test in Czech Republic 3
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3、Test certificate of new coronavirus test kit, famous domestic customer

The VOC1 Kent, UK, B.1.1.7 and VOC2 South Africa, B.1.351. did not
identify a reduction in sensitivity in the Deepblue LFT .
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Oxford University and PHE

https://www.medrxiv.org/content/10.1101/2021.01.13.21249563v1.full
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