B 5 7100 £ 4L 5474 BUN ., CK 35 47 69 M2 Ak 3o 4 Sport Science Research

$
H 3% 7100 ALY BUN.CK 3565018 BEISIE

Tkt

W E. Bey.x 8 7100 4 8 3 Ao AT AL Bk F R (BUN)  WUER % B (CK)
AN TR EAE HSER ST E RN SR TIZE, 7k,
AR E B Vs R E I T AR A TA (CLST) 84 38 & X AF EP5—-A EP6-A it 47 M A B2 3E
Z5R 7100 4 8 3h AL 5> A AL69 BUN.CK R B #t A5 %5 Z 3 T 1/4TEa (£ R %
RFBAR L) P FE Y T 1/3TEa; £ 7 3 s F 1/2TEa; A # K 4] B 3 i
dOREBRETAABMSE AT AREO AL RE, 48 5 7100 & 8 3h A5
A FERFN 25, Ao TSR EBAAZR,

KR 7100 & B Ao MDA BB EHE

PHEN>ET.0652.2 X#HARESL: A XF4HF.1006—1207(2018)04—0101-03
DOI ; 10.12064/ssr.20180417

Performance Verification of BUN,CK of Hitachi 7100 Biochemical Analyzer Detec-
tion System

WANG Yong mei

(Shanghai Research Institute Of Sport Science Shanghai 200030,China)

Abstract: Objective Objective: To verify the analytical performance of the precision, accuracy, ref-
erence range linearity of Hitachi 7100 biochemical analyzer so as to ensure the credibility of test re-
sults. Method: According to the documents (EP5-A and EP6-A) of the Clinical and Laboratory
Standards Institute (CLSI) to verify the analytical performance. Result: The within-run precision of
BUN and CK was less than 1 /4TEa (Laboratory permissible total error). The between-run precision
was less than 1/3TEa. The accuracy was not more than 1/2 TEa and the linearity range was within
the manufacturer's standards. The laboratory may directly use the reference range provided by the
manufacturer. Conclusion: The analytical performance of Hitachi 7100 automatic biochemical ana-
lyzer and the supporting reagent system meet the quality standards.
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Table T Test Result of the Within-run Precision (%)

miH fIAE e ! VATEa PN
BUN (mmol/L)  2.18 0.93 1.56 2.25 Bz
CK (U/L) 1.65 0.88 0.86 7.50 Bz
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Table IT Test Result of the Between-run Precision (%)

H LR IEN HE fEiL i U3TEa MY

BUN (mmol/L)  2.39 1.46 2.75 3.00 ez
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Table III First Accuracy Verification Result in 2016 (%)
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BUN (mmol/L) 0.96 0 227 374 319 450 B%
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Table IV Second Accuracy Verification Result in 2016 (%)
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BUN (mmolL) 0 360 373 252 286 450 %%

CK (U/L) 208 105 171 246 158 1500 %%
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Table V Verification Result of the Reference Range
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