


before use and put the test card on a clean table, horizontally
placed.

4. Use disposable pipet or pipette, deliver 100 pL of sample into
one tube of sample diluent, mix 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 immediate-
ly after sample loading. The analyzer will count down the
reaction time (15 minutes) and automatically test the card
after reaction time is elapsed. The result will be shown on the
screen and displayed automatically.

For in 1200/ in 1 :

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

2. Put 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 and select the right test item, 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.

LIMITATIONS

1. 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. 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 18 g/L
Bilirubin 0.2g/L

PERFORMANCE CHARACTERISTICS

0.50-100.00 COI
<10%

Measuring Range
Within-run Precision

Between-lot Precision <15%

DISPLAY AND INTERPRETATION OF TEST RESULTS

1. Getein 1100/Getein 1160/Getein 1180/Getein 1600/Getein
1200 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 1600/Getein 1200.

2. The test result is displayed numerically in terms of cut-off
index (COI) value. Test result is negative if COl is <1.00 and
positive if COl is 21.00.

Item Display Judgenment
Positive test for dengue IgM antibody (Dengue IgM
COI21.00 ueld Y (Dengue g
antibody present)
Dengue IgM
Presumptive negative test for dengue IgM antibody
COI<1.00
(no dengue IgM antibody detected)
Positive test for dengue IgG antibody (Dengue IgG
COI'=1.00 oued v (Dengue g
antibody present)
Dengue IgG
Presumptive negative test for dengue IgG antibody
col<1.00 :
(no dengue IgG antibody detected)
Test invalid, repeat the test (some procedural error or
Invalid Test
malfunction of test cards and/or analyzers)

3. Cut-off index of dengue antibody has been determined and
validated using 500 negative samples, 92 dengue IgG
positive samples and 84 dengue IgM positive samples.

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

Note:

1. Due to the limitation of immunochromatography methodolo-
gy, the negative test result does not exclude the infection of
dengue. In the early stage of infection, the lack of IgG/IgM
antibody production or very low concentration will lead to
false negative results.

2. False positive results may occur due to cross-reacting
antibodies from previous infections, or from other causes.

3. Samples with positive results should be confirmed with
alternative testing method(s) and clinical findings before a
diagnostic determination is made.

4. The individual immune response following dengue infection
varies considerably and might give different results with
assays from different manufacturers. Results of assays from
different manufacturers should not be used interchangeably.
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DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on Dengue
1gG/IgM Antibody 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.

Key to symbols used

Manufacturer Use-by date

Do not re-use Date of manufacture

Consult instructions
for use or consult

. electronic

instructions for use

Batch code

In vitro diagnostic
medical device

Authorized representative
in the European
ICommunity/European Union

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

Temperature limit

Contains sufficient
for <n> tests

CE mark
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Catalogue number Caution

Thank you for using Dengue IgG/IgM Antibody Fast Test Kit
(Immunofluorescence Assay). Please read the instructions for
use carefully before operating to ensure proper use.
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