
Coronavirus Ag Rapid Test

COVID-19 Overview

The novel coronaviruses belong to the β genus. COVID-19 is an 

acute respiratory infectious disease. People are generally 

susceptible. Currently, the patients infected by the novel 

coronavirus are the main source of infection; asymptomatic infected 

people can also be an infectious source. Based on the current 

epidemiological investigation, the incubation period is 1 to 14 days, 

mostly 3 to 7 days. The main manifestations include fever, fatigue 

and dry cough. Nasal congestion, runny nose, sore throat, myalgia 

and diarrhea are found in a few cases.

Antigen is generally detectable in upper respiratory specimens 

during the acute phase of infection. Rapid diagnosis of SARS-CoV-2 

infection will help healthcare professionals to treat patients and 

control the disease more efficiently and effectively.



Benefits

Specification

Contents

Performance Characteristics

Product Information

• Rapid testing for SARS-CoV-2 antigen within 15 minutes
• Facilitates patient treatment decisions quickly
• Simple, time-saving procedure
• All necessary reagents provided & no equipment needed
• High sensitivity and specificity

• 20 Test cassettes      • 20 Sterile swabs
• 20 Extraction tubes and dropper tips
• 1 Workstation    • 2 Buffers   • 1 Package insert

The Coronavirus Ag Rapid Test Cassette (Swab) has been evaluated with specimens obtained 

from patients. A commercialized molecular assay was used as the reference method. 

The results show that the Coronavirus Ag Rapid Test Cassette (Swab) has a high overall relative 

accuracy.
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The Coronavirus Ag Rapid Test Cassette (Swab) is an in vitro immunochromatographic 

assay for the qualitative detection of nucleocapsid protein antigen from SARS-CoV-2 in 
nasopharyngeal (NP) swab specimens directly or after the swabs have been added to viral 

transport media from individuals who are suspected of COVID-19 by their healthcare 

provider. It is intended to aid in the rapid diagnosis of SARS-CoV-2 infections. The 

Coronavirus Ag Rapid Test Cassette (Swab) does not differentiate between SARS-CoV and 

SARS-CoV-2.

Relative Sensitivity:  96.72%
Reative Specifity:  99.22%
Accuracy:   98.74%



Sample preparation

Performance Characteristics

1. Insert the test extraction tube into the workstation in this product. Make sure that the tube
is standing firm and reaches the bottom of the workstation.

2. Add 0.3 mL (about 10 drops) of the sample extraction buffer into the extraction tube.

3. Insert the swab into the extraction tube which contains 0.3 mL of the extraction buffer.
     Roll the swab at least 6 times while pressing the head against the bottom and side of the 

     extraction tube. 
4. Leave the swab in the extraction tube for 1 minute.
5. Squeeze the tube several times with fingers from outside of the tube to immerse the swab.

Remove the swab. The extracted solution will be used as test sample.
6. Fit the dropper tip with filter on top of the extraction tube tightly.
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Test Procedure & Interpretation

Specimen collection

Use the nasopharyngeal swab supplied in the kit. 

1. Carefully insert the swab into the nostril of the patient, reaching the surface of posterior 

     nasopharynx. that presents the most secretion under visual inspection. 
2. Swab over the surface of the posterior nasopharynx. Rotate the swab several times.
3. Withdraw the swab from the nasal cavity.



Test procedure & interpretation of results

Ordering Information
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√ CE Marked

Product Description

Coronavirus Antigen Rapid Test

Specimen

Nasopharyngeal Swab

Format

Cassette 

Catalog No.

GCCOV-502a √

Kit Size

20 Tests/Kit

3 4 5 66 Times

1 minute
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Achilles Alliance Partners, LLC
Bill Henerson
817-914-6242

For Ordering Information,
Please Contact:





EC Declaration of Conformity 
  In accordance with Directive 98/79/EC 

Legal Manufacturer: Healgen Scientific Limited Liability Company 

Legal Manufacturer Address:    3818 Fuqua Street, Houston, TX 77047, USA. 

Declares, that the products 
Product Name and Model(s) 

Coronavirus Ag Rapid Test Cassette (Swab) GCCOV-502a 

Classification:                   Other  
Conformity assessment route: Annex III (EC DECLARATION OF CONFORMITY) 

We, the Manufacturer, herewith declare with sole responsibility that our product/s mentioned 
above meet/s the provisions of the Directive 98/79/EC of the European Parliament and of the 
Council on In-Vitro Diagnostic Medical Devices. 

We hereby explicitly appoint  

EC Representative’s Name:     Shanghai International Holding Corp. GmbH (Europe)

EC Representative’s Address:   Eiffestrasse 80, 20537 Hamburg, Germany

to act as our European Authorized Representative as defined in the aforementioned Directive. 

I, the undersigned,hereby declare that the medical devices specified above conform with the directive 
98/79/EC on in vitro diagnostic medical devices and pertinent essential requirements 

Date Signed: July 20, 2020    

____________________________________ 
Name of authorized signatory:  Joyce Pang 
Position held in the company:  Vice-President 

CE-DOC-H070 
Version 1.0 



Manufactured in the USA
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