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Application :

HelicotecUT® is designed to detect the urease activity of
Helicobacter pylori in gastric mucosal biopsies.

Product Description :
H. pylori produce large amounts of the enzyme urease
which exhibits the ability to hydrolyze urea into ammonium
ion and bicarbonate. When a tissue specimen from a patient
is immersed in the HelicotecUT® test gel, the elevated pH
level produced by the presence and activity of urease is
indicated by a color change of pH indicator in the test gel.

Urea+2H,0 +H' HCO; +2NH,"

Procedure :

1.Warm the test slide at room temperature for 10 minutes
before use.

2.Peel open the adhesive label on the slide. With a clean
applicator (e.qg., toothpick etc.), transfer the biopsy sample
into the yellow gel, make sure the sample is completely
embedded in the gel. Re-seal the slide label.

3. Record the biopsy date, time, and patient’s information on
the label.

4.Incubate the gel slide at 37°C for an hour for rapid results.
Alternatively, incubate the test at room temperature for
reading during 24 hours.
Observe any color change through the rectangular
opening on the back of the test slide.

Reporting Result :

1. Observe whether the gel surrounding the biopsy sample
changes color over time at fixed time intervals during 24
hours.

2.1f the gel changes color from yellow to pink or red, then the
test of Helicobacter pylori is positive.

3.1f the gel color remains yellow after 24 hours, then the test

is negative.
Reaction Temp. 37C Room Temp.
Reaction Time | 1 hour | 24hours | 24 hours | 24 hours
Pink to Pink to
Color of Gel Red Yellow Red Yellow
Diagnosis  ||cONTROL|+|||cONTRoL]-|||coNTRoL]+| |[conTRoL]-

Storage Instructions :
Store at 2-8°C.. Do not freeze. HelicotecUT® is stable for up to
18 months at 2-8°C and for 90 days at 25C.

Expiration Date :
Show on the slide label and outer package.

Notes :

1. HelicotecUT® is best stored between 2-8°C. Under normal
conditions, the gel is stable when it is yellow in color. If
the gel has become orange in color, it may produce false
positive readings, in which case, it is recommended that
the test be repeated for better results.

2. Patients should not take any antibiotics or bismuth salts for
at least three weeks prior to the biopsy. These agents
effectively scatter the H. pylori, making them more difficult
to detect, potentially leading to false negative readings.

3.1t is recommended that biopsy samples be taken in both
the antrum and the greater curvature of the stomach. H.
pylori thrive in healthy tissue rather than in areas already
damaged by ulceration.

4. For patients who have suffered a recurrence or who have
been treated prior to this test, biopsy samples should be
taken farther above the typical locations.

5.Standard biopsy forceps will provide a specimen of
sufficient size. (~2-3 mm)

6. This test is for in vitro diagnostics only, and should be
administered by a physician or medical technician.
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