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Opis produktu
Zika Virus IgG/IgM Combo Test

Zika virus is a mosquito-transmitted flavivirus closely related to dengue virus, first isolated in the Zika
Forest of Uganda in 1947. The virus is commonly found in Africa but has spread to Asia, South Pacific
Islands and Latin America. It has reported that Zika virus may cause new born microcephaly and even
new born fatality. Clinical symptoms of Zika virus infection include fever, conjunctivitis, transient
arthritis/arthralgia and maculopapular rash that often starts on the face and then spreads thorough out
the body. There is no specific therapy for zika virus infection. Patients are treated with pain relief
medicine or anti-inflammatory medication if dengue infection can be ruled out. So far, the diagnosis is
based on the detection of virus by molecular methods.

TEST PRINCIPLE:

Zika Virus IgG/lgM Combo Test utilizes the principle of Immuno-chromatography. Mouse anti-
human IgM and human IgG antibodies are immobilized on the nitrocellulose membrane respectively,
as two individual test lines (IgM line and IgG line) in the test window of the test device. The IgG line in
the test window is closer to the sample well and followed by IgM line. As the test sample flows through
the membrane within the test device, the colored?Zika specific recombinant antigen-colloidal gold
conjugate complexes with specific antibodies (IgM and/or 1gG) of Zika virus, if present in the sample.
This complex moves further on the membrane to the test region where it is captured by the anti-human
IgM and/or human IgG antibodies coated on the membrane leading to formation of a colored band,
which indicates a positive test results. Absence of this colored band in the test window indicates
a negative test result. A built-in control line will always appear in the test window when the test has
performed properly, regardless of the presence or absence of anti-Zika virus antibodies in the
specimen.

REAGENTS AND MATERIALS SUPPLIED:
Each kit contains:

1. Zika Virus IgG/IgM Combo Test Card in foil pouch
2. Sample Buffer

3. Five (5) ?L Capillary Pipet

4. Instructions for Use

MATERIALS NOT PROVIDED:
1. Sepcimen collection container

2. Timer
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STORAGE AND STABILITY:
The sealed pouches in the test kit may be stored between 4-30?C for the duration of the shelf life as

indicated on the pouch.

PRECAUTIONS:
. This kitis for IN' VITRO diagnostic use only.

. This kit is for PROFESSIONAL use only.

. Read the instructions carefully before performing the test.

. This product does not contain any human source materials.

. Do not use kit contents after the expiration date.

. Handle all specimens as potentially infectious.

7. Follow standard Lab procedure and biosafety guidelines for handling and disposal of potentially
infective

material. When the assay procedure is completed, dispose specimens after autoclaving them at 121?
C for at least 20 min. Alternatively, they can be treated with 0.5% Sodium Hypochlorite for 1-2 hours
before disposal.

8. Do not pipette reagent by mouth and no smoking or eating while performing assays.

9. Wear gloves during the whole procedure.

o Uk, WNBE

SPECIMEN COLLECTION AND PREPARATION

1. No prior special preparation of the patient is required before sample collection by approved
techniques.

2. The test works best on fresh whole blood / serum / plasma samples. If testing cannot be performed
immediately, serum / plasma may be stored at 2-8?C up to 3 days in case of delay in testing. For long-
term storage, serum/plasma specimens can be frozen at -20?C for 3 months or -70?C for longer
period. Blood samples collected with a suitable anticoagulant such as EDTA or Heparin or Oxalate
may be stored at 2-8?C up to 3 days. Blood samples should not be frozen.

3. Repeated freezing and thawing of the specimen should be avoided.

4. Do not use haemolysed, clotted, contaminated, lipamic and viscous/turbid specimen.

5. Specimen containing precipitates or particulate matter must be centrifuged and the clear
supernatant only used for testing.

6. Do not inactivate the sample by heating.

7. Shipment of specimens should comply with local regulations for transportation of etiologic agents.
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QHe control bancps an |n ern !aﬂ'reagent and procedural control. It will appear if the test has been performed correctly and
the reagents are reactive.
2. Good Laboratory Practice recommends the daily use of control materials to validate the reliability of the device. Control materials which is not
provided with this test kit may be commercially available.

!'|1|r\1’"t e flor quaﬁatlve detection of anti-chikungunya antibody in human serum, plasma or blood sample and does not
indicate the quantity of the antibodies.

2. The test is for in vitro diagnostic use only.

3. As in case of all diagnostic tests, a definitive clinical diagnosis should not be based on the result of a single test but should rather be made
after all the clinical findings have been evaluated.

E:EJ%CI;:ORMANCE CHARACETERISTICS:

Zika Virus 1gG/IgM Combo Test was evaluated on sixty positive patient samples and 40 negative samples. From healthy blood donors. The
agreement is 100%.

Blood compounds:

Zika Virus IgG/IgM Combo Test has tested samples with high Rheumatoid Factor (RF), Bilirubin, Triglycerol and Hemoglobin. The results
showed that these compounds had no effect on the specificity of the assay up to the listed concentration.

Rheumatoid factor 167 IU/ml

Bilirubin 218 1U/ml

Triglycerol 24.68 mL/L

Hemoglobin 9 mg/ml
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