Healgen® Rapid Strep A
Antigen Test

For Prescription Use | CLIA-Waived

For the rapid qualitative detection of Streptococcus pyogenes (Group A B-hemolytic Streptococcus, Strep A)
antigen from throat swab specimens of symptomatic patients to aid in the diagnosis of Group A
Streptococcus bacterial infection.

KEY FEATURES & BENEFITS

. . . Positive Percent Negative Percent
* 5 Minute Rapid Detection Agreement (PPA)  Agreement (NPA)

e 24 Months Shelf Life

. 96.5% 99.5%
e Quality Controls Included 0 0
* Excellent Test Performance (Compared to Culture)
TEST PROCEDURE .
X10
. ’ Keep swab in tube
for 1 minute
Collect throat swab sample
with sterile swab. Add 4 drops of Reagent A and Place swab into the tube and
Reagent B to extraction tube. agitate for 10 times, then wait 1 minute
Swirl the tube to mix solution.
5 minutes
Press swab against the tube Remove test strip from pouch. Wait for the colored line(s) to
side, withdraw the swab to Insert test strip into the extraction appear. Read the result at 5
squeeze out liquid inside the tube and start the timer. minutes. Do not read the result
swab. Discard the swab. after 10 minutes.

Please note: These visuals are not a substitute for the official testing instructions. Always consult the Instructions for Use for complete and accurate procedures.

REF/

Catalog # Quantity

Product

Healgen® Rapid Strep A Antigen Test GCSTR-501Ca 25 tests/kit
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