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NADAL® Hb/Hct plus microcuvette

INTENDED USE

The NADAL® Hb/Hct plus microcuvette, along with the NADAL® Hb/Hct plus
analyser, is an in-vitro diagnostic system for the quantitative measurement
of haemoglobin in blood obtained by fingerstick or venipuncture and the
subsequent calculation of hematocrit value.

For professional in-vitro diagnostic use only.

PRINCIPLE

The NADAL® Hb/Hct plus analyser functions as a spectrophotometer, mea-
suring the degree of light absorption within the NADAL® Hb/Hct plus micro-
cuvette. The optical distance between the cuvette walls is fixed and allows for
photometric determination of the haemoglobin in undiluted blood samples.

WARNINGS AND PRECAUTIONS

For in-vitro diagnostic use only.

o Carefully follow the instructions and procedures described in this package
insert.

e Do not use contaminated NADAL® Hb/Hct plus microcuvette.

e Do not reuse microcuvettes. Instruments used for sample collection
should only be used for processing one sample each.

e Ensure that the LOT numbers of all the test components (NADAL® Hb/Hct
plus microcuvette and ID chip) match.

e After inserting the NADAL® Hb/Hct plus microcuvette, ensure that the
holder is closed.

¢ Do not use the test components beyond the expiration date, as this may
lead to erroneous test results.

e Prior to testing, bring refrigerated samples to room temperature by al-
lowing them to stand for approximately 30 minutes. For shipping, sam-
ples must be packed in accordance with local/national regulations.

e Both NADAL® Hb/Hct plus microcuvettes and testing equipment should
be kept away from vibrations and/or magnetic fields. With normal usage,
it can be observed that the testing equipment causes minor vibrations.

e Used microcuvettes, capillary tubes and sample collection tools should be
handled carefully and disposed of using an appropriate method in accor-
dance with relevant local regulations.

e Exposure to larger quantities of sodium azide may cause a number of
health issues, including convulsions, low blood pressure and heart rate,
loss of consciousness, lung injury and respiratory failure.

STORAGE AND STABILITY

The NADAL® Hb/Hct plus microcuvettes are stable for up to 24 months, if
stored correctly at 15-35 °C (59-95 °F).

TEST SYSTEM LIMITATIONS
Certain factors may interfere with the test run and lead to erroneous re-
sults, including technical/procedural errors, worn out test components or
the presence of interfering substances in the test samples.

e Any clinical diagnosis based on the test result must be made in conjunc-
tion with the comprehensive judgment of the attending physician, taking
into account clinical symptoms and other relevant test results.

MATERIALS SUPPLIED
[REF]|1320101

e 200 microcuvettes (4 x 50 pc.)
e 1ID-Chip
e 1 Package insert

MATERIALS REQUIRED (NOT INCLUDED)

The following items can be purchased separately from nal von minden GmbH.
Please contact our sales division for more information.

e NADAL® Hb/Hct plus analyser [REF]1320100
e NADAL® Hb/Hct plus controls [REF]1320103
* NADAL® Hb/Hct plus calibrator [REF]1320104

SAMPLE COLLECTION AND PROCESSING

The test can be performed using human blood obtained by fingerstick or

venipuncture.

e |tis recommended to test the sample within 24 hours of collection.

e Samples may be stored for up to a week at 2-8 °C (35-46 °F) prior to being
tested.

TEST SETUP
Check the contents of the kit.

e Ensure that the microcuvettes and ID chips have matching LOT numbers.

e Leave refrigerated samples at room temperature for at least 30 minutes
prior to carrying out the test. Place the microcuvette on a clean, flat, dust-
free surface.

e If using a blood sample obtained by fingerstick, wipe away the first drop
of blood with a sterile gauze pad or cotton ball.

TEST PROCEDURE

1. Draw blood obtained by fingerstick into a microcuvette by bringing the
cuvette into contact with the blood drop, or otherwise apply 15 ul of
whole blood sample into the opening of the microcuvette using a micro-
pipette.

2. Wipe off excess blood from the surface of the cuvette using a soft gauze
or a sanitised absorption pad.

3. Insert the microcuvette into the microcuvette holder of the NADAL®
Hb/Hct plus analyser. Make sure you position the microcuvette in the di-
rection of the groove indicated on the holder.

4. Close the holder completely. The reader will run the test automatically.
If testing does not begin automatically, open and close the holder again.

5. Abeep tone will sound when the test result is ready. Read the test result
on the display screen of the NADAL® Hb/Hct plus analyser.

TEST RESULT INTERPRETATION

The NADAL® Hb/Hct plus analyser displays haemoglobin concentration of
the test sample in terms of ‘g/dL, ‘g/L’ or ‘mmol/L.

e Values above 20.0 g/dL (200 g/L; 12.4 mmol/L) must be confirmed using
a suitable laboratory method.

QUALITY CONTROL

e Quality control tests represent good laboratory practice by confirming
the expected results and validity of the assay, and should be performed
at regular intervals.

e The control tests should be performed immediately after opening a new
test LOT, in order to ensure the test performance is not altered.

e Quality control tests should also be performed whenever there is any
question concerning the validity of the test results.
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