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HCV Rapid Test Kit

Instruction for use
[Product Name] HCV Rapid Test Kit

A10021001B, A10021001C, A10021001D, A10021001E
[ Specification] 1 test/kit, 5 tests/kit, 10 tests/kit, 25 tests/kit

[Intended Use]
The HCV Rapid Test is a colloidal gold immunochromatography intended for the qualitative detection of
antibodies to hepatitis ¢ virus (HCV) in human whole blood, serum or plasma in vitro. The test may be used in
conjunction with other test methods and clinical information to aid in the diagnosis of individuals with symptoms
of hepatitis and in individuals at risk for hepatitis C infection.

[Summary]

Hepatitis C virus (HCV), which was formerly described as the parentally transmitted form of non-A, non-B
hepatitis (NANBH), causes chronic disease in 50% of patients. HCV can also be transmitted through
intravenous drug abuse and sexual contact. Hepatitis C virus is a single-stranded RNA virus with structural
similarities to the flavivirus family. Nucleic acid sequences of HCV cDNA clones provide the basis for the
construction of recombinant peptides representing putative hepatitis C virus proteins. Anti-hepatitis C virus
antibody screening of blood using synthetic or recombinant proteins helped to identify apparently healthy blood
donors with anti-HCV antibodies who otherwise might have transmitted the virus.

[ Test Principle]
The test is a sandwich immunoassay. If there are HCV antibodies in the sample, it will be combined with
colloidal gold labeled HCV antigen, form a complex. Under the action of chromatography, the complex flows on
the nitrocellulose membrane. Then, the complex will combine to another HCV antigen (T line) coated on the
nitrocellulose membrane. The control line (C line) must appear in the control area of the cassette for the result
to be valid. The colored lines will appear in the test line area, indicating a positive result.

[Main Components]

Materials Provided:

Specification
Material 1 test/kit 5 tests/kit 10 tests/kit 25 tests/kit
Test Cassette 1 5 10 25
Whole Blood Buffer 1 1 1 1
Disposable Pipettes 1 5 10 25
Instruction for Use 1 1 1 1
1. Alcohol pad
2. Safety lancet
M ials R ired but Not Provided:
1.Timer

2.Tube rack for specimens
3.Any necessary personal protective equipment

[ Storage Conditions and Validity ]
1.This product should be stored in a dark and dry place at 2~30°C.The validity period of the kit is 24 months.
2.After unpacking the aluminum foil bag of the test cassette, It should be used in the specified environment
(Temperature 2-35°C,Humidity 40%-90%) within 1 hour.
3.Please see label for the information about the date of manufacture and shelf life.

[Samples Collection Handing]

1. This kit is used to detect human serum/plasma/whole blood samples. The plasma and whole blood
samples are recommended to use EDTA, heparin or sodium citrate for anticoagulation. Other body fluids
and samples may not get accurate results.

2. After the blood samples are collected, if they cannot be tested in time, the serum/plasma should be
stored at 2-8°C for 7 days.The sample can be stored for 30 days under -15°C. The whole blood samples
should not be frozen and can be stored for 3 days at 2-8°C.

[ Test Method]
1.Read the instructions for use completely before testing.
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2.Before use, take out the reagents and specimens, places the reagent on a flat table and balance them to
room temperature (18-25°C).

3.The operators take the test cassette out of the packaging bag and place it on the platform table.

4.Add the specimens

Eor serum or plasma samples
a.Collect and process blood samples according to standard operating procedures to obtain
serum/plasma samples.
b.The operator uses a disposable pipette to absorb 2 drops (60 uL) of the serum or plasma sample,add it
to the sample well.After finish adding sample,the operators start timing and keep it react for 15 minutes.
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For venous whole blood samples
a.Collect and process blood samples according to standard operating procedures to obtain venous whole
blood samples.
b.The operator uses a disposable pipette to absorb 2 drops (60 pL) of the venous whole blood
sample,add it to the sample well. Immediately add 1 drop of whole blood buffer to the sample well.After
finish adding sample,the operators start timing and keep it react for 15 minutes.

Venous whole

blood:2 drops
Whole blood
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Eor fingertip whole blood samples

a.Clean the puncture site with the alcohol pad

b.After the alcohol is dried, the fingertips are punctured with safety lancet to form blood droplets

c.The operator uses a disposable pipette to absorb 2 drops (60 uL) of the fingertip whole blood sample,add it
to the sample well. Inmediately add 1 drop of whole blood buffer to the sample well.After finish adding
sample,the operators start timing and keep it react for 15 minutes.

NOTE: After the formation of blood drops, should wipe the first drop of blood before using a
disposable pipette dropper to take fingertip blood samples.
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Fingertip whole blood: 2 drops

Whole blood buffer:1 drop A e

WAIT 15 MINUTES
READ AT 15-20 MINUTES

[Interpretation of Test Results]
Positive(+):There is coloration on line C,and a colored line appeared T line.
Negative(-): There is coloration on line C only showing as following picture
Invalid: There is no coloration on line C, as shown in the following pictures. The test is invalid or an error in
operation occurred. Repeat the assay with a new cartridge.

Positive Megative Invalid

[Reporting of Results]

Positive test:
If any Positive, there is currently a suspicion of Hepatitis C virus infection. Please contact your doctor or local
health department immediately. Perform another test to confirm the result.

Negative test:
Negative test results do not 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 Hepatitis C virus. It is recommended that these results be confirmed by
other testing methods, if necessary, for patient management Control.

Invalid:
If the control line C is not visible, the result is invalid. An invalid result may have been caused by the incorrect
execution of the test. Please perform a new test with a new sample and a new test cassette. If the result is
invalid again, you should consult a doctor or a test center.

[Limitation of The Test]

1. The kit can be used for the detection of human serum,plasma or whole blood samples.The reliability of
the determination of this substance in other types of samples has not been fully confirmed.
Positive test results do not rule out co-infections with other pathogens.
Results of Hepatitis C virus test should be correlated with the clinical history, epidemiological data, and
other data available to the clinician evaluating the patient.
A false-negative test result may occur if the sample was collected or transported improperly; therefore, a
negative test result does not eliminate the possibility of HCV virus infection.
Failure to follow the test procedure may adversely affect test performance and/or invalidate the test
result.
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[ Performance Characteristics]
1. Sensitivity and Specificity
The clinical performance of HCV Rapid Test Kit was evaluated in comparison to a commercial HCV test using
clinical specimens. The results are shown in the following tables.

Total

l

1095(a+c) |

1533(b+d)

| 2628(a+b+c+d)

Coincidence rate and 95% confidence interval

Coincidence 95% Confidence Interval
Clinical sensitivity 98.90% 98.09%~99.43%
Clinical specificity 99.28% 98.72%~99.64%
Total coincidence rate 99.12% 98.69%~99.44%

2. Limitati £D ion (LoD)
The LoD of HCV Rapid Test Kit is 1:64.

3. Cross-reactivity
The HCV Rapid Test Kit does not cross with the antibody of following common Potential Cross-Reactants.

S.N. | Potential Cross-Reactant | S.N. | Potential Cross-Reactant
1 HAV 9 Vzv
2 HBV 10 Parvovirus, Mumps
3 HEV 1 Dengue
4 HGV 12 TBEV
5 HIV 13 Rubella
6 HSV 14 Toxoplasma gondii
7 CcMmv 15 Treponema pallidum
8 EBV

4. Interfering substances
The concentrations of triglycerides 40mmol/L, hemoglobin 2g/L, rheumatoid factor 10001U/mL, bilirubin 350

mol/L and HAMA 600ng/mL have no effect on the test results.

[Precautions]

1. After opening the package, the kit should be ready for use as soon as possible and avoid placing it in a
high temperature (over 30°C) and high humidity environment for a long time.

2. All samples (whole blood, serum and plasma) and test cassettes after use should be considered
potentially dangerous and should be treated as infectious materials, and the waste should be disposed of
in accordance with the regulations of the hospital or environmental protection department.

3. The test strips with any color lines before the test should not be used and the reagents with damaged
packaging bags or invalid seals should not be used.

4. The kit is for in vitro diagnostic use only.The kit is for single-use,please do not use the product after it
expires.
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. . Commercial HCV test
HCV Rapid Test Kit Positive Negative Total
Positive 1083(a) 11(b) 1094 (a+b)
Negative 12(c) 1522(d) 1534(c+d)
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[Basic Information]
Anbio (Xiamen) Biotechnology Co.,Ltd.
Add: No.2016,Wengjiao West Road, Xinyang Street, Haicang District, Xiamen,Fujian,China.
Tel:+86-592-6312399,Email:info@anbio.com
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