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GHZE] B X Orion Gy IR IE IR FIAE 1 (mALB) #0000 & O TERESEAT S0 IE. 73k AR
PP AR N RSN TAEAT P ARIE (WS/T) 492-2016 SCIFHEA TG % 2 HLE A J38 Bk , AR 5 [ s PR R S 6 %8
PRfERI2 (CLSI) 19 EP6-A2 SCHFEAT LR MEVE IS0 E , AR 46 CLSI f C28-A2 SCHFHEAT A5 7% X [ BriiE ..
BRI S HE 10 DRAS, HEPRE B R 0.7% ~ 1.0% , HERIRG R 1.5% ~ 1.8%,/NF 1/4 £ [E IR
SR IEIERL 1988 (CLIA'88) (1 AL VL AN 1/3 CLIA'88 (1) FRi/Fyt il 5 TR 2 S0 E S0 W/ iy AR vk
JE KA I i A 4 7 A DX TRV PRI P 5 2R B 6 IE /R TE 6.45 ~ 151.40 mg/L 5240k 5 S X [ BiE
INSHIXH R & R Orion Gl ELPE R mALB Ristial SR B 4F, il LA I R A B 2K
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[Abstract] Objective To verify the performance of an urine microalbumin (mALB) measurement kid with
Orion immunoturbidimetry. Methods The precision and accuracy verification are based on People's Republic of
China health industry standard (WS/T) No.492-2016 file. The linear range verification is based on American Clinical
and Laboratory Standards Institute (CLSI) No.EP6-A2 file. The biological reference interval validation is based
on CLSI No.C28-A2 file. Results Within batch precision was 0.7%-1.0%, inter batch precision was 1.5%-—
1.8%, and both of them were less than 1/4 Clinical Laboratory Improvement Amendments of 1988 (CLIA'88) and 1/3
CLIA'88 allowed ranges; the accuracy test experiment showed that low and high concentration levels of two calibrator
target values were within the scope of the confidence interval; the linear range verification showed that at the levels of

6.45-151.40 mg/L, presented a liner relationship; reference interval verification showed reference interval being

effective. Conclusion The mALB measurement kit with Orion immunoturbidimetry has good performance and

can meet the clinical quality requirements.
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