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Abstract : Objective  To establish the limit of blank (LoB),the limit of detection (LoD) and the limit of quantitation (LoQ) for
the detection of f-PSA by the Axceed 260 automatic magnetic particles chemiluminescence immunoassay ( MCLIA) analyzer sys-
tem. Methods According to CLSI EP17-A2 protocol, {-PSA blank sample and a series of low concerntration samples were per-
formed by the Axceed 260 MCLIA detection. According to the data distribution, the corresponding statistical method was adopted to
establish the MCLIA detection of LoB,LoD and LoQ of {-PSA by the manual operation. Results LoB of {-PSA measured by the
manual operation was 0. 05 ng/mL,LoD was 0. 16 ng/mL and LoQ was 0. 35 ng/mL. Conclusion The established LoB,LoQ and
LoQ of {-PSA in the clinical laboratory,its detection capability meets the clinical requirements.
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*1 TAMME 51~60 L H{E (ng/L)

) X 1 LK 2
51 0.04 0. 04
52 0.04 0. 04
53 0.04 0. 04
54 0.04 0. 04
55 0.04 0. 04
56 0. 04 0.05
57 0.05 0.05
58 0.05 0.05
59 0.05 0.05

60 0.05 0.05
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ICAE A A (ng/mL) ik 1 Lk 2
0.06~0.10 20 19
0.11 3 3
0.12 1 2
0.14 1 2
0.15 2 1
0.16 3 3
0.17 5 3
0.18 5 7
0.19~0. 26 20 20
JE8n 60 60

®3  REMEE 26~31 LBE(ng/L)

¥ w1 Lk 1
26 0.15 0.14
27 0.15 0.15
28 0.16 0.16
29 0.16 0.16
30 0.16 0.16
31 0.17 0.17
32 0.17 0.17
33 0.17 0.17
34 0.17 0.18
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k1 #k 2 k1 Lk 2 Lk 1 Lk 2 Lk 1 #k 2 #fk 1 itk 2
1 0.093 0. 087 0. 081 0.020 0.020 — 0. 006 — 0.012 49. 82 55.04 52.43
2 0.114 0. 090 0. 099 0.012 0.014  —0.024 —0.015 42,54 37.19 39. 86
3 0.196 0.188 0.173 0.028 0.025 — 0. 008 — 0.023 32.96 37.58 35.27
4 0.216 0. 189 0.183 0.016 0.019 — 0.027 — 0.033 27.51 32.45 29.98
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