


TEST PROCEDURE

. Collect specimens according to manual.
Test card, sample and reagent should be brought to room
temperature before testing.
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Perform “SD card” calibration when necessary.

Remove the test card from the sealed pouch immediately before
use. Label the test card with patient or control identification.
Put the test card on a clean table, horizontally placed.
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sample well on the test card (for whole blood sample, one drop

of whole blood buffer must be added after loading 100 pL

sample on the test card).
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and press "ENT" button or click on “Start” icon (for Android
Getein 1100) after reaction time is elapsed. The result will be
shown on the screen and printed automatically.

Notes:

. Itis required to perform “SD card” calibration when using a new

batch of kits for Getein1100.

It is suggested to calibrate once for one batch of kits for

Getein1100.

3. Make sure the test card and the sample insertion is correct
and complete.
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TEST RESULTS

Getein1100 can scan the test card automatically and display the
result on the screen. Please follow the procedure in user manual
of Getein1100 for result printing. For additional information,
please refer to the user manual of Getein1100.

Table 1 NT-proBNP reference value

Age Statistic
Percontie <44 | 45-54 | 55-64 | 65-74 | 275 | apalysis
95 98.5 130 215 290 530 185
97.5 116 170 270 350 740 300

EXPECTED VALUE

The expected normal value for NT-proBNP was determined by
testing samples from 2,500 apparently healthy individuals. The
95" percentile of the concentration for NT-proBNP is 185 pg/ml
and the 97.5" percentile of the concentration for NT-proBNP is
300 pg/ml. Because of the apparent difference of the concentration
of NT-proBNP among different age groups, the reference values
of the NT-proBNP are reported in groups. Details see below:

Confirm SD card lot No. in accordance with test kit lot No..

Using sample transfer pipette, deliver 100 pL of sample into the

Reaction time: 10 minutes. Insert the test card into Getein1100

Table 2 Standard of excluding/diagnosing HF by NT-proBNP

Age <50 50-75 =75 Diagnosis of HF
2450 2900 21800 | High probability of HF
NT-proBNP Low probability of HF,
(pg/ml) | 300-450|300-900 | 300-1800| need to combine with
other clinical evaluation
<300 <300 <300 Exclude HF

The expected normal value for cTnl was determined by testing
samples from 500 apparently healthy individuals. The 99" percentile
of the concentration for cTnl is 0.10 ng/ml. (The probability that
value of a normal person below 0.10 ng/ml is 99%.)

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

PERFORMANCE CHARACTERISTICS

NT-proBNP cTnl

Measuring Range 100~15000 pg/ml 0.10~50.00 ng/m

Lower Detection Limit <100 pg/ml <0.10 ng/ml
Within-Run Precision <10%
Between-Run Precision <15%

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.

. Interferents in samples may influence the results. The table
below listed the maximum allowance of these potential
interferents.
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Interferent Hemoglobin | Triglyceride | Bilirubin
Concentration (Max) 5g/L 10 g/L 0.2g/L
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2: In vitro diagnostic reagents for professional use.

DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on NT-proBNP/
cTnl Fast Test Kit (Immunofluorescence Assay) are the most
common ones appearing on medical devices and their packaging.

They are explained in more details in
ISO 15223-1:2021.

the European Standard EN

Key to symbols

used

Manufacturer g

Use-by date

Do not re-use &

Date of manufacture

Cfonsult instructiolrtls
for use or consu

. electronic
instructions for use

Batch code

Temperature limit

In vitro diagnostic
medical device

Contains sufficient
for <n> tests

m
o

9~ 5 Pk

Authorized representative
in the European
ICommunity/European Union|

c E CE mark @

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

Catalogue number

Thank you for purchasing NT-proBNP/cTnl Fast Test Kit
(Immunofluorescence Assay). Please read this user manual
carefully before operating to ensure proper use.
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