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ABSTRACT Objective: To compare the performance of the four pepsinogen detection reagent. Methods: To compare the calibration
and quality control, protease precision, linear range and detection sensitivity of the detection of two kinds of domestic reagents and another
two kinds of imported reagents by the method of turbidimetric immunoassay with the Beckman Coulter AU5S800 automatic biochemical
analyzer. Results: The calibration and quality control of all reagents were up to standard, the two imported reagents had better perfor-

mance in coefficient of variation, especially in precision, linear range, detection sensitivity and hook effect. Conclusion: The two kinds of

imported reagents had better performance than that of the domestic ones.
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Table 1 Testing results

SRAERPE ZAE AU E R T /N o AT At R I 25 2R s (O
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Domestic A Domestic B Import A Import B
Items NO.
Scale value Actual value Scale value  Actual value Scale value Actual value  Scale value  Actual value
PG1 1 30.5(25.9-35.1) 28.33 359 37.8 14(11.9-16.1) 15.2 38 38.78
2 69.0(58.7-79.4) 69.63 89.6 90.1 64.8(58.3-71.3) 66.8 95 96.34
PG I 9.9(8.4-11.4) 9.27 14.8 14.2 8.1(6.9-9.3) 9.0 13 13.14
36.6(27.5-42.1) 38.03 36.6 348 35.1(31.6-38.6) 372 37 35.7
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Table 2 Results of accuracy of PG 1

HA AL S R B,

Domestic A Domestic B Import A Import B
Items
Standard 1 Standard 2 Standard 1 Standard 2 Standard 1 Standard 2 Standard 1 Standard 2
Mean value 29.39 70.51 56.72 / 15.1 66.0 38.75 96.76
Test times 10 10 20 / 10 10 20 20
Standard deviation 0.69 1.70 1.18 / 0.3 0.5 0.85 1.18
Variable coefficient 2.36 2.41 2.09 / 1.8 0.7 2.2 1.22
xR3 PGUBEELRILE
Table 3 Results of accuracy of PG 11
Domestic A Domestic B Import A Import B
Items
Standard 1 Standard 2 Standard 1 Standard 2 Standard 1 Standard 2 Standard 1 Standard 2
Mean value 9.40 38.38 10.15 / 9.0 37.1 13.45 36.70
Test times 10 10 20 / 10 10 20 20
Standard deviation 0.39 1.5 0.4072 / 0.2 0.2 0.40 0.50
Variable coefficient 4.17 3.91 4.01 / 2.6 0.6 2.97 1.41
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Table 4 Linear range test results of PG I
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Items Domestic A Domestic B Import A Import B
Slope 0.943 0.986 1.026 1.014
R® 0.9954 0.9985 0.9995 0.9993
Upper limitation of detect ° 160 ng/mL 160 ng/mL 200 ng/mL 200 ng/mL

Note: a, Regression coefficient of square; b, Manufacturer statement detection limit
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Table 5 Linear range test results of PGII
Items Domestic A Domestic B Import A Import B
Slope 0.973 1.002 1.004 0.9052
R? 0.9922 0.9996 0.9996 0.9935
Upper limitation of detect 70 ng/mL 70 ng/mL 100 ng/mL 100 ng/mL

Note: a, Regression coefficient of square; b, Manufacturer statement detection limit.
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Table 6 Detection limit of PG I

Items Domestic A Domestic B Import A Import B
Detection limit 0.96 4.23 0.27 0.37
Analytical sensitivity 1.7 9.03 1.22 2.02
Functional sensitivity 4.3 9.03 5.54 4.14

7 PG H TRRE R (ng/mL)
Table 7 Detection limit of PG II

Items Domestic A Domestic B Import A Import B
Detection limit 0.64 0.33 0.414 1.116
Analytical sensitivity 1.7 1.36 1.19 1.72
Functional sensitivity 24 2.38 1.72
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