


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.

Notes:

1. It is required to perform “SD card” calibration when using a
new batch of kits.

2. It is suggested to calibrate once for one batch of kits for
Getein 1100/Getein 1160/Getein 1180.

3. Make sure the insertion of test card and the sample are
correct and complete.

TEST RESULTS

1. 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.

2. Due to different methodologies or antibody specificity, there
may be deviations between the test results of different
manufacturers, so they can’t be compared directly.

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. 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:

Interferent Concentration (Max)
Triglyceride 1800 mg/dL
Bilirubin 10 mg/dL
Hemoglobin 500 mg/dL
Cholesterol 400mg/dL
EXPECTED VALUE

The expected reference range for PRL was determined by
testing serum samples from apparently 355 healthy adult males
and females.

PRL expected range:

Reference Group N | Median | Range(ng/mL)
Male 146| 5.53 2.64-13.13
Female | Premenopausal (<50years) [121| 8.28 | 3.34-26.72
Postmenopausal (> 50 years) | 88 | 6.20 2.74-19.64

It is recommended that each laboratory determine the
applicability of the reference ranges through experimentation
and establish their own laboratory-specific reference ranges if
necessary.

PERFORMANCE CHARACTERISTICS

Measuring Range 0.50 ng/mL~200.00 ng/mL

Lower Detection Limit <0.50 ng/mL
Within-Run Precision <10%
Between-Run Precision <15%
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DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on PRL 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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Key to symbols used

Manufacturer g

Use-by date

Do not re-use &I Date of manufacture
Consult instructions for
use or consult electronic Batch code

instructions for use

In vitro diagnostic

Temperature limit ¢
medical device

Contains sufficient

in the European Community/
for <n> tests

European Union

Do not use if package is damaged
and consult instructions for use

EC |REP)

®
AN

Thank you for purchasing PRL Fast Test Kit (Immunofluores-
cence Assay). Please read this user manual 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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