- 362 BRI ESLE 2016 55 2 A% 37 %% 34 Int ] Lab Med,February 2016, Vol. 37,No. 3
&
B 5 A3 A e T2 A
BFRHESBRIEEBELNAIE KRS E B/ 32 XIEMN
RINFRARERGE _AREREEA, S REY 518112)

A (MAD) (4l 2B (AMR ¥ .t # 5 ALT Is R TIRECH(CRR) A ARETELMER, Ak AR ERBA
FoiX 3 £ AF EAM A (CLSDEP6-A X#+, it EZ) £ 79 AMR 8 & &L & H R AR KB H & 7] 5 8 35 R B R JEAF At 47
ALT &80 & 2 %k, 5 A SPSS19. 0 %it k4 # 47 AMR $ R X =03 547534 A 5 W8I R EAR AT B M & L0 & ALT, A48
B EFRBEEMNYEXZHEZFS; A A3 ZHRE ALT AR A AR S KR T RRABEGFELSE RN, Lok F, 2
MAD, 5t 44 FS#& % CRR., &R &84 %K ¥ WX 7] £ A Beckman Dxc800 A ft 4L M) f2 & ALT # AMR % 5. 50~847. 50
U/L.FS 4 3.698 U/L,MAD % 1: 8,CRR % 3.698~6 780.000 U/L, Zit & A 4& &% ¥ X 7 & A Beckman Dxc800 A 4t AL
#AT i ALT el o) AMR ST £ F AT #3269 CRR T R RFAE &,

KB : AAREA; FHAL:; BATRELR

DOI:10. 3969/j. issn. 1673-4130. 2016. 03. 031 XERERIRES : A XEHS:1673-4130(2016)03-0362-03

Establishment and evaluation on the clinical reportable rang of serum alanine aminotransferase
Chen Qun s Luo Wenshen sWu Yuanru , Wu Xuemei

(Department of Clinical Laboratory ,sthe Second People's Hospital of Longgang ,ShenZhen,Guangdong 518112 ,China)
Abstract: Objective

ical reportable rang of the serum alanine aminotransferase (ALT) detected by Beckman Dxc800 automatic analyzer with the DiaSys

To explore the functional sensitivity, maximum allowable dilution, analytical measurement range and clin-
diagnostic biochemistry reagent kits. Methods According to the EP6-A document published in 2004 by American Clinical and La-
boratory Standards Institution(CLSI) , these samples with equal interval, proportional prepared with the low levels serum and the
high levels serum and their concentration exceeding the range claimed by manufacture, were detected twice each. The results were
registered and analyzed by the SPSS19. 0 statistic software with polynomial regression analysis to determine the analytical measure-
ment range. Five samples at the low concentration, which were prepared previously. were detected repeat at day interval. And the
functional sensitivity was determined with combining the coefficient of variation and the average value. Three samples, diluted to
different dilution ratio with physiological saline, were detected. The dilution recovery rate, which was required in the range of 90 %
—110% , was calculated to establish the clinical reportable rang by combining the Functional Sensitivity. Results The analytical
measurement range of the serum ALT detected by Beckman Dxc800 analyzer was 5. 50—847. 50 U/L, the runctional sensitivity was
3. 698 U/L,the maximum allowable dilution was 1 ¢ 8 and the clinical reportable rang was 3. 698—6 780.0 U/L. Conclusion The
analytical measurement range of the serum ALT detected by Beckman Dxc800 analyzer with the DiaSys diagnostic biochemistry rea-
gent kits, was wider than that of being claimed by manufacture,the clinical reportable rang could meet the need of clinic.
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