


1) Turn on the instrument and enter the sample test interface.
Insert the test card and scan the QR code (On the outer
packaging box) to complete calibration as prompted by the
instrument.

2) Select the corresponding “Sample” mode on the analyzer
(refer to the analyzer user manual for details).

3) Use disposable pipet or pipette to drop 100 pL of sample into
the sample well on the test card.

4) Press the “Start” button immediately after sample loading.
The analyzer will initiate a 3-minute reaction countdown, and
the test results will be automatically displayed on the screen
upon completion.

For Getein 1200/Getein 1600:

1) Place the reagent cartridge in the cartridge zone. 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.

LIMITATIONS

1. 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.

2. Interferents in samples may influence the results. The table
below listed the maximum allowance of these potential
interferents.

Interferent Creatinine Glucose Urea
Concentration (Max) 10 g/L 10 g/L 100 g/L
EXPECTED VALUE

The expected normal value for mAlb was determined by testing
samples from 500 apparently healthy individuals. The 95%
percentile of the concentration for mAlb is 20.0 mg/L. (The
probability that value of a normal person below 20.0 mg/L is

95%.)

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.

PERFORMANCE CHARACTERISTICS

Measuring Range 10.0-200.0 mg/L

Limit of Detection <10.0 mg/L
Within-Run Precision <10%
Between-Lot Precision <15%
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EN ISO 18113-1:2011 In vitro diagnostic medical devices -

Information supplied by the manufacturer (labelling) - Part 1:

Terms, definitions and general requirements.

EN ISO 18113-2:2011 In vitro diagnostic medical devices -

Information supplied by the manufacturer (labelling) - Part 2:

In vitro diagnostic reagents for professional use.
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DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on mAlb 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.

Thank you for using mAlb Fast Test Kit (Immunofluorescence
Assay). Please read the instructions for use carefully before
operating to ensure proper use.
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“ Manufacturer g Use-by date IF1009-10T Getein 1100 10 T/t
IF1009 Getein 1100 25 Thkit
® Do not re-use @ Date of manufacture IF8009-10T Getein 1150 10 Thit
Consult instructions - -
E_E] o e o Goneun Batch code IF8009 Getein 1150 25 Thkit
nsyeectronic IF5009-10T Getein 1160 10 T/kit
— Tn vitro diagnostic IF5009 Getein 1160 25 Thit
/ﬂ[ Temperature limit medical device IF3009-10T Getein 1180 10 T/kit
W Contains sufficient Authorized IF3009 Getein 1180 25 T/kit
for <n> tests representative 1F4009-24T Getein 1200 2512 Tt
Do not use if package IF4009 Getein 1200 2x24 T/kit
c E CE mark @ is damaged and consult - -
instructions for use IF4009-96T Getein 1200 2x48 Tikit
1F2009-24T Getein 1600 2x12 T/kit
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P from sunlight A Caution IF2009-96T Getein 1600 2x48 T/kit
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