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Specimen Requirement for ICON® 25 Pregnancy Test:
« Preferably first morning urine specimen collected in a clean, lab approved container with a

tight fitting lid e
e Urine may be stored in the fridge for up to 48 hours before testing
e If stored in the fridge, urine must be at room temperature prior to testing
e Urine must be clear. Specimens exhibiting visible precipitate should be allowed to settle

to obtain a clear specimen for testing.

The test device must remain in the sealed pouch until use.
Devices must be stored in a temperature-controlled and monitored environment. DO NOT FREEZE the test device.

Step Action
Bring the pouch to room temperature before opening; remove the test device from the sealed pouch

1 and use it as soon as possible.
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Holding the dropper vertically, transfer 3 full drops of
3 urine to the sample well (S) of the test device.
Avoid trapping air bubbles in the sample well.

Start a timer; read the results at 3 minutes

DO NOT interpret the result beyond 3 minutes

Interpret the test results:

POSITIVE - 2 distinct red lines appear Control line= C (o c c
5 NEGATIVE - One red line appears in the control Testline o7 T T T

region (C)

INVALID - Control line fails to appear Positive Negative Invalid Invalid

6 Document test results on Patient Worksheet. Refer to 110-10-14

e Does not detect hCG concentrations < 25 mLU/mL
Limitations | ® Urine concentration of hCG are lower than serum concentrations
of e Dilute urine may give a negative result when a serum hCG would be positive
Procedure | «  Will not detect pregnancy prior to a missed period in most cases
. This test detects hCG. Conditions other than pregnancy may cause elevated hCG levels
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