


Cortisol Fast Test Kit (Immunofluorescence Assay) " "
result as reported by the system (example) nmo;
The reported example results equal: 0.4 pg/dL

Others: Measuring range of the Cortisol Fast Test Kit is 11-1655
nmol/L.

PERFORMANCE CHARACTERISTICS

1. Measuring Range 11-1655 nmol/L

2. Limit of Detection <11 nmol/L
3. Within-Run Precision <15%
4. Between-Run Precision <20%

LIMITATIONS

1. The test results of this kit are only for clinical reference and
cannot be used as the basis for confirming or excluding
cases alone. In order to achieve the purpose of diagnosis,
this test result should be used in combination with clinical
examination, medical history and other examination results.

2. Do not use the test card if the foil pouch or the cartridge is
damaged.

3. Do not open pouches until performing the test.

4. Getein 1200/ Getein 1600 test card cartridge, keep dry and
put back to the foil bag for 7 days if not used up.

5. Patient samples may contain heterophilic antibodies (e.g.
human anti-mouse antibodies (HAMA) and rheumatoid
factors) that could react in immunoassays to give a falsely
elevated or depressed result. This assay has been designed
to minimize interference from heterophilic antibodies.
Nevertheless, complete elimination of this interference from
all patient specimens cannot be guaranteed.

6. Triglyceride and bilirubin in the sample may interfere with the
test results, and the maximum allowable concentrations are
18 g/L and 0.1 g/L respectively.

EXPECTED VALUE

The expected normal value for Cortisol was determined by
testing samples from apparently healthy individuals.
Reference range of cortisol:

95% Reference range (nmol/L)
185-624

Group n
275

Healthy human

Expected values may vary with age, sample type, diet and
geographical location. Each laboratory should verify the
transferability of the expected values to its own population, and
if necessary, determine its own expected values according to

good laboratory practice.
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DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on Cortisol
Fast Test Kit (Immunofluorescence Assay) are the most
common ones appearing on medical devices and their
packaging. They are explained in more details in the European
Standard EN ISO 15223-1:2021.
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Thank you for using Cortisol Fast Test Kit (Immunofluorescence
Assay). Please read this instructions for use carefully before
operating to ensure proper use. Please report any product
problems or adverse events to the below manufacture or
authorized representative in the European Community in time.
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