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Test Type Rapid Antigen for the detection of Group A Streptococcus (POC)

Sample Type Throat Swab

Time to Result 5 minutes

Sensitivity 97.1%, Specificity 99.4%

Accuracy
Kit Contents 25 Test Strips, 25 Sterile swabs, 25 Disposable extraction tubes, 1 Reagent A, 1
Reagent B, 1 Positive Control, 1 Negative Control, 1 Instructions for Use
Strep A Symptoms Fever, chills, and aching body, red and swollen tonsils, pain when swallowing,
pus on tonsils, and tiny red spots on the roof of the mouth
FDA 510(k)? Yes
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