M EF 5K 20114 11 A% 8% % 21 1 Lab Med Clin, November 2011, Vol. 8, No. 21

T A 2 9 PR R A ) 2 e AR 1 U7 SR AR A

I, 36

[(HE]1 BN ZLHREDEBAEMNZAGHRE G AP RLANLRGEHM, AL R IR
M, Ak RHFE(GB/T 21415-2008/1SO 17511:2003) P ey B FRAR-E R4 X B A EH R ED N R ALE ;B £
%% MR NIST SRM 909b, B ) MR EZRNBEEALZ DR . REHZ R ERMNEE B TR E R, I
R R E S, TR R T SRR ARG EAH R, R BTN TN R AT b F AR AR AT R LA, B AR
AEWREA LB R AR A SPSS17. 0 B4T %t F 547,024 97X 8 Tl R 1] F= 4ol R B 1/4CLIA'88 ¥ A #Fi%
EHFAED AN FHAEBIEZR. BT AT RALTE. RREMENE A, it HRAWHENRAREK
D F R R T IR, RIT Z SRR BRI ZH T H R KR A 4 R 69 A

[3£437]1 NIST SRM 909b; S E#MR; fB; KM@ EA,; CLIA'SS; #H M4

DOI:10. 3969/j. issn. 1672-9455.2011. 21. 013  X#iFREM:A XEHRS:1672-9455(2011)21-2585-02

% Z.A LR ERLIE BN B R AEDAR AR FTAENSE R 611731)

Experiment report on uric acid tracing by Sinew Bio-technology test CHEN Wei ,ZHOU Shuai . HAN Shuai ,DENG
Zht-wu s TAN Tao (Sichuan Sinew Bio-technology Co. Ltd. Chengdu 611731 ,China)

[Abstract] Objective To create the traceability of Sinew Bio-technology test’s uric acid measurement system,
and to improve the accuracy of customers' final test results,and to contribute to the mutual recognition of the test re-
sults. Methods  Sinew Bio-technology test's own traceability flow chart was created on the basis of traceability chain
map in the “GB/T 21415-2008/1SO 17511;2003” of international standards; reference materials were purchased
(NIST SRM 909b). Firstly, the manufacturers’ working calibrator was traced to reference material. Then the product
calibrator was traced to uric acid working calibrator and the uncertainty of the combination was calculated, and to
complete the tracing of the value of uric acid product calibrator made by Sinew Bio-technology test. Results Clinical
comparisons were made by testing and fresh clinical serum samples,in order to ensure the interoperability of the ref-
erence materials. Meanwhile, SPSS17. 0 was used to carry out statistical analysis the 1/4 CLIA'88 total allowable er-
ror and 97 % prediction interval were set as the standard,in order to meet the requirement of value transferring verifi-
cation, to confirm the uncertainty degree and complete the tracing job. Conclusion Sinew Bio-technology test success-

fully assigns value to the product calibrator due to the creation of self-built traceability process,achieves the tracing of

product calibrator and improves the accuracy of the test results of reagents manufactured by Sinew Bio-technology test.

[Key words] NIST SRM 909b; traceability; uric acid; linear regression model; CLIA'88; Sinew Bio-
technology
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