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Approved for Ages 2+

Intended Use
The Healgen®  Rapid Check®  COVID-19/Flu A&B Antigen T est is a lateral flow immunochromatographic assay intended for the qualitativ e detection and 

differentiation of influenza A, and influenza B nucleopr otein antigens and SARS-CoV -2 nucleocapsid antigen dir ectly in anterior nasal swab samples fr om 

individuals with signs and symptoms of r espiratory tract infection. Symptoms of respiratory infections due to SARS-CoV -2 and influenza can be similar . This test is 

for non-pr escription home use by individuals aged 14 y ears or older testing themselv es, or adults testing individuals aged 2 y ears or older.

All negative results are presumptive and should be confirmed wi th an FDA-clear ed molecular assay when determined to be appr opriate by a healthcare provider. 

Negative results do not rule out inf ection with influenza and SAR S-CoV -2 or other pathogens. Individuals who test negativ e and experience continued or worsening 

respiratory symptoms, such as fever, cough and/or shor tness of breath, should therefore seek follow-up car e from their healthcare provider.

Positive results do not rule out co-inf ection with other respiratory pathogens and ther efore do not substitute for a visit to a healthcar e provider or appropriate 

follow-up.

Self-collected swabs for ages 14 + 
Adult collected swabs for ages 2-13

No Repeat Testing Required
Additional testing in 48 hours not  needed for a negative test result.

Two result windows for easy readability

Excellent Clinical Performance
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Test
For Over the Counter Use
510(k) cleared

One Test, Three Reliable Results
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Kit Contents
• Sealed test cassettes
• Steriles nasal swabs
• Pre-filled extraction tubes
• Extraction tube tips
• Quick Reference Instructions (QRI)
• Instructions for Use (IFU)

Ordering Information
Description

Healgen® Rapid Check® COVID-19/Flu A&B Antigen Test 

Kit Size

1/2/4 tests kit

REF/Catalog Number

GCFC-525SKa-HX

Test procedure*
*This is one example of a possible result. To see further result interpretation, please refer to the Quick Reference Instructions.

Sealed Test Casette Sterile Nasal Swab

Extraction
Tube Tip

Tube Holder

Prefilled
Extraction Tube

QRI
IFU

One (1) Instruction for Use 
(This Document)

One (1) Additional information for 

One (1) Quick reference instruction

Materials Required But Not Provided:

• Clock or timer

Storage 
35°F

86°F

• Check the expiration date on the box. Do not use the test kit i f expired.
• Keep the test kit away from direct sunlight ( ), moisture, and heat.
•  Store refrigerated or at room temperature.
• Allow the test kit to return to room temperature 46–86ºF (8–30°C) 

if refrigerated. 

Refrigerated 35–46°F (2–8°C)

Room Temperature 46–86°F (8–30°C)

General Storage 35–86°F (2–30°C)

• Do not freeze the kit or expose the kit to temperatures over 
86ºF (30°C). 

Sample Collection 
To ensure you get accurate results…

• Prepare a dry and clean receptacle to collect your sample. Your
should not come into contact with toilet water. 

•
• Do not use toilet paper as your receptacle, as it may contain substances that 

interfere with your results.
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Control line = C
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Wait 15 minutes. Read the test results.Add 8 drops of solution 
into sample well

Insert the extraction tube tip 
into the tube opening.

Swab both nostrils at 
least 5 times each.

Mix the swab in the tube 
with the liquid.

Leave the swab in the 
extraction tube for 1 minute.

Pinch the tip of the swab
from the outside of the tube 
to remove any excess sample.

Additional Information: Reading Results

Scan QR code for more information on reading results.

Webpage: https://www.healgen.com/covid19-influenza-a-b-OTC

X= kit size.
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