e 1450 M E¥5EK 2011 £ 6 A% 8%% 12# Lab Med Clin,June 2011, Vol. 8,No. 12
AY -+
. 'L/t\ %— .

Bl F XM EMRNLMLAE S ERERIIIE

H . E . FIALAEFTRTERLFEERERF 20005D)

[HEE] BH NEALFENERLLLEORITHIEIHRAEGRIE, FiE AL 2EBRRGAEREFE
HERARN I ALK LSS TEERTBLZEN T BN AL EGRTHEE ERAEO >N LA
EMAEREFRATFN . TR ERERE T FREGHOTBREI N AG R ERFRTK., §8 HALEHZ
F(CV) 0.87%~1.29% 318 CV 1.74% ~2.12% /£ 3. 0% ~16. 0% e B M &M R 4F Y=1.010X—0.004,r=
0.999 7, F ¥k & 101.37% ;% %5 %5 TOSOH G7T B F X SR MEN F AR EZFALATFELNY =
0.962 2X+0.045,r=0.994 0,P>>0.05); 54 M ZF LB (AMR) BRiEf A A X R A BiEL EH F SR T LXK,
HEif BALPENERLLAEEGIEZSNBREFESRETARER.ESBARERALM,

[XEiRY bk d; BHALFE; HiEkiE

DOI:10.3969/j. issn. 1672-9455.2011. 12. 020 XX#AtREM: A XEHFS :1672-9455(2011)12-1450-02

Verification of the analytical performance of haemoglobin Alc measurements tested by chemico-enzymatic method XI-
AO Hong' ,\WANG Min®,LI Xiao-sheng' (1. Department of Clinical Laboratory , TianShan Hospital of Tradition
Chinese Medicine of Changning District ,Shanghai 200051, China;2. Department of Clinical Laboratory ,Shanghai
Tongren Hospital of Changning District s Shanghai 200050, China)

[ Abstract])
enzymatic method. Methods

Objective To verify the analytical performance of haemoglobin Alc(HbAlc) tested by chemico-
Referring to NCCLS evaluation protocols and pertinent literature and based on our prac-
tical work,we tested the precision,accuracy,analytical measurements range and biotic interval of HbAlc by chemico-
enzymatic method, then compared the result with quality index of the manufacturer or generally accepted. Results

The within-run coefficient of variation(CV) was 0. 87% —1. 29% and between-run CVwas 1. 74% —2.12%. The lin-
ear correlation coefficient of the method was satisfactory(Y =1, 010C—0. 004,r=20. 999 7) in 3. 0% —16. 0% ,and
the average recovery rate was 101. 37%. The difference of the coefficient of correlation between enzymatic method
and high performance liquid chromatography(HPLC) was significant(Y=0. 962 2X+0. 045,7=0. 994 0,P>>0. 05).
The results of the verification for analytical measurements range( AMR) and biotic interval were accorded with the
request of the quality. Conclusion The HbAlc measurements for enzymatic method is accorded with the request of

the quality, which can be applied on automatic diagnose.
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