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Hepatitis B Virus (HBV) Nucleic Acid Detection Kit — O

(Fluorescence PCR Method)

KHB Hepatitis B Virus (HBV) Nucleic Acid Detection Kit is intended for quantitative detection of HBV DNA in human serum or plasma

Sensitivity requirements for HBV DNA testing in authoritative guidelines

samples. This is used for assessment of response to antiviral therapy and monitoring of therapeutic effect. This kit is not used for . o ) :
blood screening. American Association for the Study of Liver Diseases (AASLD) 2018 5-10 1U/mL
o N — — European Association for the Study of the Liver (EASL) 2017 <10 1IU/mL
High SenSitiVitY Wide linear ra nge World Health Organization (WHO) 2015 Chronic Hepaititis B Prevention Guidelines <15 1IU/mL

LoD: 5 1u/mL 10~1.0x10° IU/mL
Asian Pacific Association for the Study of the Liver (APASL) 2015 <121ufmtL
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Figure 1: Linear range validation amplification curve Figure 2: Non-competitive internal standard

amplification curve
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Broad genotype coverage Accurate quantification -

internal standard-based
quantification

covering HBV genotypes A-H

Accurately assess antiviral treatment response _ .

°
® Reliable monitoring of low-level viremia
® Supports detection of occult HBV infection (OBI) The product was subjected to clinical trials at three clinical trial institutions, with a total of 509 samples included. The positive, nega-
® Early warning of HBV reactivation risk in immunosuppressed patients tive, and overall coincidence rates of the product with the reference reagents were 100.00%, 95.00%, and 99.41%, respectively. The
® Helps identify virological breakthrough during therapy results are accurate and reliable.
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Minimize inter-tube variation and Reduced contamination risk and Total 449 60 509 S 0T 7T T v T T T %
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