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Performance verification of anti-HCV test kit developed according to requirement of Chinese Pharmacopoeia 2010 ver-
sion WANG Zuo (Sichuan Provincial Cancer Hospital ,Chengdu,Sichuan610041,China)
[ Abstract] Objective

requirement of the 2010 version of Chinese Pharmacopoeia. Methods

To perform the performance verification of the anti-HCV test kit developed according to
According to the Clinical and Laboratory
Standards Institute(CLSI) document EP12-A2 User Protocol for Evaluation of Qualitative Test Performance, Ap-
proved Guideline and China National Accreditation Service for Conformity Assessment (CNAS) document Guidance
on the Application of Medical Laboratory Quality and Competence Accreditation Criteria in the Fields of Clinical Im-
munology, the performances of anti-HCV was evaluated. Results The critical concentration at HCV blood serum in
our laboratory was 0. 3 NCU/mL. Sensitivity: 95. 83% . specificity: 100 % , compliance rate:97. 5%. Strong positive
CV of within-run precision; <12, 94 % , weak positive: 13. 67%. Between-run precision; 14. 83%. Conclusion The

performance verification of the anti-HCV test kit is accord with requirement of Chinese Pharmacopoeia 2010 version

and better than previous similar products.
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