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INSTRUCTIONS FOR USE

INTENDED USE: Test for qualitative detection of Malaria P. falciparum and P. vivax in human whole blood samples.

EXPLANATION OF TEST

Malaria is a serious parasitic disease characterized by fever, chills
and anemia and is caused by a parasite that is transmitted from
one human to another by the bite of infected Anopheles
mosquitoes. There are four kinds of malaria that can infect
humans: Plasmodium falciparum, P. vivax, P. Ovale, and P.
Malariae. In humans, the parasites (called sporozoites) migrate
to the liver where they mature and release another form, the
merozoites.

PRINCIPLE

The Malaria Antigen Test contains a membrane strip, which is
pre-coated with two monoclonal antibodies as two separate
lines across a test strip.
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One monoclonal antibody (test line 1) is specific to the P.
falciparum histidine rich protein-2 (pf HRP I} and another
monoclonal antibody (test line 2) is pan specific to lactate
Dehydrogenase (Pan LDH) of plasmodium species (P.Falciparum,
Vivax, Malariae, Ovale). Conjugate pad is dispensed with
monoclonal antibodies conjugated to the colloidal gold, which
are specific to P. Falciparum histidine rich protein-2(pf HRP-II)
and pan specific to the Lactate Dehydrogenase (Pan LDH) of
other Plasmodium species.

KIT COMPONENTS

Test Device, Assay Buffer, Sample Dropper and Instructions For
Use.

STORAGE & STABILITY

Store as packaged in the sealed pouch at 2-30 °C. The test
device is stable through the expiration date printed on the
sealed pouch. The test device must remain in the sealed pouch
until use. Do not freeze.

PRECAUTIONS

1. Wear protective gloves while handling specimens. Wash
hands thoroughly afterwards.

. The device is sensitive to humidity as well as heat. Therefore,
take out the device from seal pouch just before test.

3. Do not mix reagents from different lot.

4. Dispose all the samples and kits properly as per the
instruction after test in accordance in GLP.

. Follow the testing procedure exactly as mention in the insert.
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SPECIMEN COLLECTION AND STORAGE

1. Use Blood samples collected from the venipuncture into a
collection tube containing EDTA, citrate or heparin.

.If specimens are not immediately tested, they should be
refrigerated at 2-8 °C for upto three days before testing.

. Anticoagulant such as EDTA, Citrate or Heparin, do not affect
the test report.

4. Fresh sample can also be collected using finger-prick method.
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TEST PROCEDURE

1. Add 5ul of whole blood into sample well ("S" small well) (Do
not use excess blood).

2. Add 3 drops of assay buffer into developer well ("A").

3. Read the test result at 20-25 mins
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INTERPRETATION OF THE RESULTS

NEGATIVE RESULT:
A pink coloured band appears only at the control region (C),
indicating a negative result for Malaria infection.
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POSITIVE RESULT:

P. falciparum Positive:

The presence of two colour bands (C and 1) indicates a positive
result for P. falciparum. The pf HRP |l present in the sample
reacts with the pf HRP Il conjugate and move through the test
strip where the pf HRP Il is captured by the anti —P falciparum
specific HRP IL.
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P. vivax and other Plasmodium sp. Positive:

The presence of two colour bands (C and 2) indicates a positive
result for P. vivax. The pLDH present in the sample reacts with
the other malaria antigen anti-pLDH conjugate and moves
through the test strip where the plLDH is captured by pan
specific anti-pLDH.
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P. falciparum and cther Plasmodium sp. Positive:

The presence of 3 coloured bands indicate a positive result for P.
falciparum and P Vivax, The pf HRP Il present in the sample
reacts with the pf HRP Il conjugate and move through the test
strip where the pf HRP Il is captured by the anti P. falciparum
specific histidine rich protein 2 (pf HRP Il) The pLDH present in
the sample reacts with the pan anti pLDH conjugate and move
through the test strip where the plDH is captured by pan

specific anti pLDH.
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INVALID TEST:

Mo visible band at the control region. Repeat with a new test
device.

e ~

™y
cz1 J c 21 )
ra 'S ™
__-\-"\.I - _"‘\
10| CHO
. ' A e /
QUALITY CONTROL

Although the testing device contains an internal gquality
control (pink coloured band in the control region), good
laboratory practice recommends to run a known positive and
negative control sample to ensure proper performance. All
controls should be handled in the same manner as patient

PERFORMANCE CHARACTERISTICS

The malaria Pf/Pv antigen has been evaluated with positive
negative sample Tested by microscopic examination:

P.f. Pv
Sensitivity 100% 100%
Specificity 99.80%
LIMITATIONS

1. The test procedure, precautions and interpretation of results
for this test must be followed when testing.
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.The test is limited to the detection of antigen of Malaria
Plasmodium sp. Although the test is very accurate in
detecting pLDH, a low incidence of false results can occur.
Other clinically available tests are required if questionable
results are obtained. As with all diagnostic tests, a definitive
clinical diagnosis should not be based on the results of a
single test, but should only be made by the physician after all
clinical and laboratory findings have been evaluated.
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