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Development of the Calibration Specification for Dry Biochemistry
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[ Abstract] The accuracy of the dry biochemistry analyzer's analytical results directly impacts the clinical diagnosis
results. The main metrological characteristics and specific calibration methods are determined by analyzing the technical
principles of dry biochemistry analyzers, and representative dry biochemistry analyzers are selected for experimental
validation. Based on the calibration method, the metrological characteristics of the dry biochemical analyzer were verified,
and the verification results met the requirements of the determined metrological characteristics. The calibration specification

of the dry biochemical analyzer was formulated to promote the standardization and standardization of the traceability of the

dry biochemical analyzer.
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Tab.1 Main metrological characteristics of dry
biochemistry analyzers

TR S ity CIEl
GLU +10%
RERE K 6%
ALT +20%
GLU 5 ~ 22 mmol/L <5.0%
L K" 2 ~ 8 mmol/L <2.0%
wEME
40 ~ 60 U/L <12%
ALT
100 ~ 300 U/L <5.0%
GLU 2 ~25 mmol/L r=0.975
7 K* 2 ~ 12 mmol/L r=0.975
ALT 10 ~ 800 U/L r=0.975
2 F#R

1E5% 4= VITROS 4600 F17% Bl 5k EZ SP-4430 T
A AT X R T YR AT IR SE 5, R
E R 2200 H LA 3 Yl g (A E A7 31550, () B X0
ST AW E BEVERE, G536 2 ~ 3£ 5 Fim.

FR 2 584 VITROS 4600 REREMES HIGIFLIEER

Tab.2 Johnson & Johnson VITROS 4600 indication error and repeatability verification experimental results

T H FrifEfi RN P RSD  REIRE U (k=2)
7.02 6.76 6.73 6.64 6.71 6.68 6.71 0.6% —4.4% 2.6%
GLU (mmol/L)
15.94 1484 1466 1473 1476 1481 14.77 14.74 0.4% =7.5% 1.9%
. 441 4.49 4.60 4.54 4.55 4.51 4.54 1.2% 3.0% 2.9%
K" (mmol/L)
7.02 7.31 7.27 7.23 7.31 7.27 7.27 0.5% 3.6% 2.4%
52.3 (P5P) 57.0 56.5 56.0 57.0 56.0 56.5 0.9% 8.0% 2.7%
ALT (U/L)
106 (P5P) 116.0 1150 1140 1150 117.0 116.0 115.0 0.9% 8.5% 2.6%
#*3 B4 VITROS 4600 Z I8 IFSLIN R
Tab.3 Johnson & Johnson VITROS 4600 linearity verification experimental results
W35 H e 25 2R AN REL
X; 22.54 11.27 7.51 5.63 4.51
GLU (mmol/L) 0.9999
Vi 22.54 11.13 7.39 5.7 4.59
K ( I X; 9.75 4.87 3.25 2.44 1.95 0.9999
mim
¢ v 975 487 3.16 2.36 1.94 '
X; 291 145.5 97 72.8 36.4
ALT (U/L) 0.9990
Vi 291 155.7 102.7 74 36

W R 2 ~ 2 5 20, AR JIF 1094-2016 i &
ISR PR ) A B R PO 5 A4 VITROS 4600 F1%

Bl & EZ SP-4430 1) GLU 1 ALT 7 {H 1% 22 I & A~
T 5 BE 240 2 U< 1/3MPEV(Hod U Sl AN Hf 8
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Tab.4 ARKRAY EZ SP-4430 indication error and repeatability verification experimental results

M H FRUE(E M FEME RSD  AMEDEE U(k=2)
7.02 6.94 7.01 6.99 7.04 6.99 6.98 0.6% -0.6% 2.6%
GLU (mmol/L)
15.94 1586 1579  15.81 15.81 15.84 15.82 0.2% -0.8% 1.9%
- 1L 441 4.26 4.28 4.26 43 4.26 4.27 0.4% -3.3% 2.6%
(mmol/L) 7.02 688 689 682 686 684 686  04%  —22% 2.4%
52.3 (P5P) 54.0 53.0 53.0 53.0 53.0 533 1.0% 2.0% 2.8%
ALT (U/L)
106(P5P) 110.0 109.0 111.0 110.0 111.0 110.0 0.7% 3.8% 2.5%
k5 ZERKkEZSP-4430 & MBIFLBER
Tab.5 ARKRAY EZ SP-4430 linearity verification experimental results
W H eae LRI OC RAL
22.75 11.38 7.58 5.69 4.55
GLU (mmol/L) 0.9999
22.75 11.24 7.57 5.49 4.56
K ( I X; 9.72 4.86 3.24 2.43 1.94 0.9994
mm
° v oom 485 3.10 2.35 2.10 :
281.3 140.7 93.8 70.3 352
ALT (U/L) 0.9999
281.3 138.3 95 71.7 38
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