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INTENDED USE

The Bisaf Strep A Rapid Test is a lateral flow for the v detect
of Strep A antigen in human throat swab samples. It is intended o be for auiliary diagnosis of group A
hemolytic infection, For in vitro di

SUMMARY

Streplocoocus pyogenes is non-motile granvpositive cocci, which contains the Lancefield group A
antigen that can cause serious infections such as pharyngitis, respiratory infection, impetigo, endocardils,
meningitss, puerperal sepss, and arthritis,’ Left untreated, these infections can lead to serlous
complications, Including heumatic fever and poritonsiliar abscess Traditional identfication procedures
for Group A Streplococ! infection involve the isolalion and identification of viable organisms using
techniques thet require 24 to 48 hours or longer,™

The Bisaf Strep A Rapid Test is & rapid lest o qualitatively detect the presence of Sirep A anligen in
throat swab specimens, providing resulls within 5 minutes, The test uiilizes antibadies speific for whale
oell Lancefield Group A Streptococcus to selectively detect Strep A anfigen in a throat swab specimen.

PRINCIPLE

‘The Bisaf Strep A Rapid Test is alatera flow i hased on inciy the double-antibody
sandwich technique, The test davice/strip consists of: 1) a burgundy colored conjugate pad containing
manoclanal ant-Group A Streptococcus monoclonal antibody conjugated with colloid gold (Strep A Ab
conjugates), 2) & nitracellulose membrane sirip containing a test line (T line) and a cantrol line (C line).
The T line is pre-coated with anofher anti-Group A Streptocoscus monodanal anfibody, and the C line is
pre-costed with & goat ant-mause |9G.

When an adequate volume of test specimen is dispensed into the sample well of the device/strip, the
specimen migrates by capillary action across the devicefstrip. The Strep A Antigen, if present in the
‘specimen will bind to the Strep A . The o

by the pre-coated ant-Group A Streptococcus manoclonal antibody reagent, farming a burgundy colored
T band, indicating a Strep A positive test resulf,

The test contains an intemal contro| (C ling) which should exhibit a burgundy colored band of the
immunocomplex of the control antibodies regardiess of the calor development on the T line, Otherwise,
the test result is invalid and the specimen must be retested with anather devicaistrip.
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