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BfArM special approval for self-test

File No.: 5640-S-151/21

Test name: COVID-19 Antigen Schnelltest 

(kolloidales Gold) Probenmaterial: 

vorderer Nasenabstrich

Sample type: Anterior Nasal Swab 



COVID-19 Antigen Schnelltest (kolloidales Gold) 
Probenmaterial: vorderer Nasenabstrich

⚫ Sample type: anterior nasal swab, noninvasive and
painless sampling;

⚫ Easy to operate, suitable for family and individual self test
of COVID-19;

⚫ Self-test, continuous self-monitoring of health status,
early detection, early isolation, early treatment

⚫High sensitivity, form the first line of defense of COVID-
19 screening, reduce the pressure of medical institutions

⚫ Suitable for multiple scenarios: medical institution
testing; screening before resumption of work and school,
continuous monitoring, etc.

⚫All necessary reagent provided & No equipment
required;

⚫ Time saving procedures, results are available in 15
minutes;

⚫ Storage temperature: 2~30 ℃ . No cold-chain
transportation needed;

⚫ Specification: 5 tests/box, 1 test/box;



Performance Characteristics
Sample type:

Anterior Nasal Swab

Sensitivity                           Specificity                           Accuracy

96.1% 98.7%99.2%

95% CI:(90.26%-98.92%)      95%Cl：(97.96%-99.78%) 95%CI：97.40%-99.42%



Test Procedure 
for COVID-19 Antigen Schnelltest (kolloidales Gold) Probenmaterial: vorderer Nasenabstrich



PACKAGE

5 Tests/box

500 Tests/CTN
CTN Size: 46*42*44cm 
N.W/G.W:9.5/10.5KGS

1 Test/box

300 Tests/CTN
CTN Size: 62*42*46cm 
N.W/G.W:10.5/12.0KGS

Specification



CERTIFICATE

ISO13485

Business license

Medical device production license


