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[Abstract] Objective To produce an indoor quality control substance of HBsAg detected by the ELISA meth-
od, and evaluate its application performance. Methods The abandoned HBsAg positive serum was collected as the
source for production, and diluted as 0.5,4,8 U/mL indoor quality control substance. Kehua and DiaSorin HBsAg
kits were used to test the three different dilution indoor quality control substances. Then we compared the results. Re-
sults There was no difference between different diluted indoor quality control substances which were tested by Ke-
hua and DiaSorin HBsAg kits(¢=0. 058, t=0.049, P>>0.05). After 20 consecutive tests, the CV( %) ranges of Ke-
hua and DiaSorin HBsAg kits were 6. 75— 11. 65 and 4. 82— 10. 3 respectively, and after 30 days of consecutive test,

the CV(%) ranges of Ke Hua and DiaSorin HBsAg kits were 7. 37—12. 50 and 4. 84— 13. 92 respectively. Conclusion

Indoor quality control substance of HBsAg tested by ELISA is very stable and applicable in clinical laboratory.
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