


3. Select the corresponding mode on the analyzer according to
the sample type (see the instructions for use of analyzer for
details).

For Getein1100:

1. Confirm SD card lot No. in accordance with test kit lot No..
Read the relevant information in the SD card for calibration.
2. Remove the test card from the sealed pouch before use.

Label the test card with patient identification.

3. Put the test card on a clean table, horizontally placed.

4. Using disposable pipet, deliver 700 uL of sample into one
tube of sample diluent, mix gently and thoroughly. Then drop
100 pL of sample mixture into the sample well on the test
card.

5. Reaction time: 15 minutes. Insert the test card into
Getein1100 and press "ENT" button or click on “Start” icon
(for Android Getein1100) after reaction time is elapsed. The
result will be shown on the screen and printed automatically.

DISPLAY AND INTERPRETATION OF TEST RESULTS

1. Getein1100 can scan the test card automatically and display
the result on the screen. For additional information, please
refer to the user manual of Getein1100.

2. Samples with concentration <1.00 S/CO are considered
negative and indicate no dengue NS1 antigen was detected.

3. Samples with concentration 21.00 S/CO are considered
positive and indicate the presence of dengue NS1 antigen.

4. 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.

Note:

. Positive results indicate the presence of dengue NS1 antige-
ns, but clinical correlation with patient history and other
diagnostic information is necessary to determine infection
status. A positive result does not rule out co-infections with
other pathogens.

2. Negative test results cannot preclude infection and should
not be used as the sole basis for treatment or other patient
management decisions, including infection control decisions,
particularly in the presence of clinical signs and symptoms
consistent with dengue or in those who have been in contact
with the virus. It is recommended that these results be
confirmed by a molecular testing method, if necessary, for
patient management.

PERFORMANCE CHARACTERISTICS

1. Measuring Range 1.00-50.00 S/CO
2. Within-run Precision <10%
3. Between-run Precision £15%

LIMITATIONS

1. As 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. A false-negative result could occur if the concentration of
dengue NS1 antigen is below the lower limit of detection. In
this case, further tests are required if signs of symptom
persisted.

DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on Dengue
NS1 Ag 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
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Thank you for purchasing Dengue NS1 Ag Fast Test Kit
(Immunofluorescence Assay). Please read this package insert
before operating to ensure proper use.
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