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Rapid immunochromatographic test for the qualitative
detection of Helicobacter pylori Antigen in stool samples
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HELICOBACTER PYLORI TECH SPECS
Helicobacter pyloriis a bacterium whose ideal habitat is the hu- OVERALL
man gastric mucosa. The infection is estimated to affect 2/3 of CUT-OFF SENSITIVITY  SPECIFICITY ACCURACY
the world's population and it is often asymptomatic, but it can
sometimes cause gastritis and ulcers in the stomach or in the 10 ng/mL 95,20% 96,60% 96,00%

duadenum segment of the small intestine. Ulcers can sometimes
bleed, causing anemia over long periods of time.

In the long term, infected people are 3 to 6 times more likely to
develop stomach cancer.

WHO ARE THE INTENDED USERS

Healthcare professionals with patients who present the following
symptoms: heartburn or pain in the upper part of the abdomen,
especially in fasting or in the early morning - when the stomach
is empty - nausea, reflux, loss of appetite, burping, weight loss
and diarrhea.

The test is also indicated to those healthcare professionals who
frequently get in touch with potential infected faeces samples to
monitor thirself.

TEST PRINCIPLE

HELICOBACTER PYLORI ANTIGEN RAPID TEST is a rapid immuno-
chromatographic lateral flow assay for the detection of Helico-
bacter pylori antigens in human faeces, thanks to special gold
conjugate antibodies embedded to a test strip.

HOW TO USE IT

Performance data obtained by clinical study with 100 partici-
pants enrolled. ImmunoCard STATI® HpSA® has been utilized as
reference method.
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CONTENT: 20 test cassettes; 20 vials with collection stick and diluent; 1 instructions for use leaflet.
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