


use. Horizontally place the test card.

(4) Deliver 10 pL of sample into one tube of sample diluent
using disposable pipet or pipette, mix gently and
thoroughly. Then drop 100 pL of sample mixture into the
sample well on the test card.

(5) Insert the test card into Getein 1160/Getein 1180
immediately after sample loading. The analyzer will
count down the reaction time (10 minutes) and automati-
cally test the card after reaction time is elapsed. The
result will be shown on the screen and printed automati-
cally.

For Getein 1200/Getein 1600:

(1) Each cartridge for Getein 1200/Getein 1600 contains a
specific RFID card (SD card) which can calibrate
automatically.

(2) Place the sample diluent at the correct position in Getein
1200/Getein 1600.

(3) Place samples in the designed area of the sample
holder, insert the holder, set parameters (more operational
details refer to the user manual of analyzer) and run the
instrument, Getein 1200/ Getein 1600 will do the testing
and print the result automatically.

Note:

1. It is required to perform “SD card” calibration when
using a new batch of kits for Getein 1100/ Getein 1160/
Getein 1180.

2. The directions for using disposable pipet are as follow:

Directions to use disposable pipet

Insert the disposable pipet
@ into the sample tube, gently
touch the liquid surface with
the capillary tip, and draw
the sample.
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@ Insert the disposable pipet

f' N (including the exhaust tube)

Note: Do not immerse the
exhaust pipe below the
liquid level.

into the dilution liquid, gently
squeeze the suction bulb to
perform  2-3  aspiration
washing cycles, then mix the
dilution manually.
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Insert the disposable pipet
(including the exhaust tube)
into the dilution liquid, firmly
squeeze the suction bulb to
aspirate the mixed sample.
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Squeeze the suction bulb
and drop the mixed sample
vertically into the sample
well on the test card.

RESULTS

Getein 1100/Getein 1160/Getein 1180/Getein 1200/Getein
1600 can scan the test card automatically and display the
result on the screen. For additional information, please
refer to the user manual of Getein 1100/Getein 1160/
Getein 1180/Getein 1200/Getein 1600.

LIMITATIONS

-

. As with all diagnostic tests, a definitive clinical diagnosis
should not be made based on the result of a single test.
The test results should be interpreted considering all
other test results and clinical information such as clinical
signs and symptoms.

. Some substances in blood as listed below may interfere
with the test and cause erroneous results. The maximum
allowance concentration of each is as follows:

N

Interferent Concentration (Max)
Creatinine 10 g/L
Glucose 10 g/L
Urea 100 g/L
Hemoglobin 5g/L
Triglyceride 25g/L
Bilirubin 0.1g/L
EXPECTED VALUE

The expected normal value for NGAL was determined by
testing samples from 319 apparently healthy individuals.

The 95" percentile of the concentration for NGAL in serum
is 200.0 ng/ml. The 95" percentile of the concentration for
NGAL in urine is 100.0 ng/ml.

It is recommended that each laboratory establish its own
expected values for the population it serves.

PERFORMANCE CHARACTERISTICS

Measuring Range 50.0~5000.0 ng/ml

Limit of Detection <50.0 ng/ml
Within-Run Precision <10%
Between-Lot Precision <15%
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DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on NGAL
Fast Test Kit (Immunofluorescence Assay) are the most
common ones appearing on medical devices and their
packaging. They are explained in more detail in the
European Standard EN ISO 15223-1:2021.

Key to symbols used
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Thank you for using NGAL Fast Test Kit (Immunofluores-
cence Assay). Please read the instructions for use
carefully before operating to ensure proper use.
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C number | Appli \% Package specification

IF1010-10T Getein 1100 10 T/kit

IF1010 Getein 1100 25 Tkit
IF5010-10T Getein 1160 10 Trkit

IF5010 Getein 1160 25 Tkit
IF3010-10T Getein 1180 10 T/kit

IF3010 Getein 1180 25 Tkit

IF4010 Getein 1200 224 Thkit
IF4010-96T Getein 1200 2*48 Tikit

IF2010 Getein 1600 224 Thkit
IF2010-96T Getein 1600 2*48 T/kit




