
2019-nCoV
Antigen Rapid Test Cassette

• Rapid testing for SARS-CoV-2 antigen within 

  15 minutes

• Facilitates patient treatment decisions quickly

• Anterior nasal swab, time-saving procedure

• All necessary reagents provided & no 

  equipment needed

• High sensitivity and specificity

BENEFITS
The 2019-nCoV Antigen Rapid Test Cassette is a 

lateral flow immunoassay intended for the qualitative 

detection 2019-nCoV nucleocapsid antigens in 

anterior nasal swab. This test cassette can be used 

for self-testing.

INTENDED USE

diagnoable healthymedical

More Diagnosable
More Healthy
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More Diagnosable, More Healthy

Beijing Applied Biological Technologies Co.,LTD.

Main components

Test Method

Applicable Samples: anterior nasal swab.

Packing Specification

◎  Please open the extraction reagent and drop all the liquid into the extraction tube.

◎  

◎  

◎  Buckle the dripper

◎  Reverse the specimen extraction tube, holding the specimen extraction tube upright， add 3 drops (about 90μL)

       of the sample to be tested into the sample hole. Wait for colored lined to appear

◎  Wait for colored lines to appear. Interpret the test results at 15 minutes. Do not read results after 20 minutes. 

Test Cassette

Extraction Tube

 Sterilized Swab

Extraction Reagent

Positive Control（If required）

Negative control（If required）

1 tests/kit 30 tests/kit10 tests/kit5 tests/kit 20 tests/kit

Insert the swab into the extraction tube which contains the extraction reagent. Rotate the swab inside the tube 
using a circular motion to roll the side of the extraction tube so that the solution is expressed and reabsorbed 
from the swab. Pinch the extraction tube with fingers and elute the liquid on the swab as far as possible into 
the extraction reagent, then pull out the swab. The extracted solution will be used as test specimen.

Put the swab into one nostril. The swab tip should be inserted no less than 2.5 cm (1 inch) from the edge of 
the nostril. Roll swab at least 3 times along the mucosa inside the nostril. Leave swab in the nostril for several 
seconds. Using the same swab, repeat this process for the other nostril. Withdraw swab from the nasal cavity.
Caution: This may feel uncomfortable. Do not insert the swab any deeper if you feel strong resistance or pain.





EC Declaration of Conformity
Page 1/1

Declaration of Conformity

Manufacturer: Beijing Applied Biological Technologies Co., Ltd.
Room C 101, Building 1, 37 Science Park Road,
Changping District, 102206 Beijing, P.R.China

Manufacturer Address: Building 5 C101, Building 6 504, Building 7 304, No. 97,
Changping Road, Shahe Town, 102206 Beijing, P.R.China

whose single
Authorized EU-
Representative:

Luxus Lebenswelt GmbH
Kochstr.1, 47877, Willich, Germany
E-mail: info.m@luxuslw.de

Product Name: SARS-CoV-2 Antigen Rapid Test Cassette
Reference Numbers: CG9011(S)-1T-AN,CG9011(S)-5T-AN,CG9011(S)-10T-

AN,CG9011(S)-20T-AN,CG9011(S)-30T-AN

EDMA CODE: 15.04.09.01
Notify Body: POLISH CENTRE FOR TESTING AND CERTIFICATION
EC Certificate No: 1434-IVDD-511/2021
Classification: Self-testing
Conformity Assessment Route: Annex III - section 6

We herewith declare that the above mentioned products meet the transposition into
national law, the provisions of the following EC Council Directives and Standards. All
supporting documentations are retained under the premises of the manufacturer.

General applicable directives:
In Vitro Diagnostic Medical Devices DIRECTIVE 98/79/EC

Harmonized standards:
EN ISO 13485:2016
EN ISO 15223-1:2016
EN ISO 14971:2012
EN 13975:2003
EN ISO 18113-1:2011
EN ISO 18113-4:2011

EN 13612:2002
EN ISO 17511:2003
EN ISO 23640:2015
EN 13641:2002
EN 62366-1:2015
EN ISO 13532:2002

Signature:

Date: 2021-08-15
Title: General manager
Position: Beijing, China



 

POLISH CENTRE FOR TESTING AND CERTIFICATION 02-844 Warsaw, 469 Puławska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl 

 

 
EC Certificate No.  1434-IVDD-511/2021 

EC Design-examination 
Directive 98/79/EC concerning 

in vitro diagnostic medical devices 

Polish Centre for Testing and Certification certifies  
that manufactured by: 

Beijing Applied Biological Technologies Co., Ltd. 
Room C 101, Building 1, 37 Science Park Road, 

Changping District, 102206 Beijing, P.R.China 

in vitro diagnostic medical devices 
for self-testing  

SARS-CoV-2 Antigen Rapid Test Cassette 
CG9011(S)-1T-AN，CG9011(S)-5T-AN，CG9011(S)-10T-AN，CG9011(S)-20T-AN，CG9011(S)-30T-AN        

 

in terms of design documentation, comply with requirements 
of Annex III (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 26.11.2021  to  27.05.2024 

The date of issue of the Certificate: 26.11.2021 

The date of the first issue of the Certificate: 26.11.2021 
  

 
 
Issued under the Contract No. MD-126/2021     
Application No: 241/2021 
Certificate bears the qualified signature. 
Warsaw, 24/11/2021 
Module A1 

 

 
 

 
 
 
 

 
 

Vice-President 
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