e 332 Erdh E #4074 2014 42 2 F % 35 %% 3 # Int ] Lab Med,February 2014, Vol. 35,No. 3

c RESHRA -
ETF 15015189 TR £ EF 2 MR AT T ik W

T k. EF RIS . RER.LaMH
GH M P BRI E 30,3903 0 434020)

# ZE:BH AR#HE CNASCL39 &R KT BRI R kiEs ik, ik 2 ELISA kx40 HBsAg A# . AT %
TR A AT A IR IEAR I L AR IR E O Kk TR KA 3R TR GG IR E 7 sk aT AR TR AT B HE , 4 B EP15-A2 ARE IR E L 5 ik a9 A B
JE R GE T ok B AT v e 2X2 P IR R B AR % ok a9 A AR R RS #9 HBsAg BB & A& i 2T cut off {5 3 4T B iE
GR LERMHFE(EARPPARED FEE2STHERAYRIELERAFESL K. GI8 AHF L 5K 1SO15189 &
CNAS-CL39 L AF & RKBATH SR F A MK B BRIES FARFHEMY,

KB A F T, TRRE; BRRRiE

DOI:10. 3969/j. issn. 1673-4130. 2014. 03. 033 XHkFRiIRAS A XEHRS:1673-4130(2014)03-0332-02

To investigate the verification method for immunological qualitative test performance based on ISO15189 requirements
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Abstract: Objective

CNAS-CL39 requirement. Methods

thentication methods, based on the detection limit of the blank and sample detection limit, according to the EP15-A2 standard au-

To investigate the verification method for immunological qualitative test performance in accordance with

HBsAg by ELISA method was taken as the example to verify the performance index based au-

thentication precision. A 2 X2 contingency table was taken to verify compliance rate of the method, HBsAg-negative patients were
used to verify the value of the cut off value. Results The detection limit and precision are in accordance with the rate, the cut off

value validation results are in accordance with requirements. Conclusion CNAS-CL39 file based immunological qualitative test per-

formance verification program is scientific and applicable.
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