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S0 2735 4404 61% 5593 4283 -23% 3476 3379 -3%

S1 16730 21682 30% 64752 123109 90% 13629 16466 21%

S2 44214 62577 42% 168995 222513 32% 59197 67959 15%

S3 82116 117360 43% 1380065 1378213 0% 482111 647779 34%

S4 169942 246055 45% 2563073 2535327 -1% 2649370 3374689 27%

S5 467854 669166 43% 4906001 4669847 -5% 9632052 10744397 12%

S1/S0 6.12 4.92 -20% 11.58 28.74 148% 3.92 4.87 24%

灵敏度 0.41 0.8 0.04 0.01 0.003 0.004

线性 r 0.9991 0.9998 0.9996 0.9938 1.0000 1.0000

QC1 2.4% 2.2% 3.4% 4.5% 3.5% 6.5%

QC2 1.9% 2.7% 3.5% 5.6% 4.2% 5.4%

QC3 1.1% 3.1% 2.5% 4.7% 4.0% 5.1%

QC1 44.86 46.23 3% 9.67 7.56 -22% 0.17 0.19 11%

QC2 105.33 109.52 4% 106.18 98.17 -8% 4.83 5.03 4%

QC3 166.55 178.71 7% 222.88 234.98 5% 47.61 47.78 0%

临床血样 一致率

CA50 CEA HBsAg

质控测值

重复性

发光值

及信噪

比

项目

100.0% 100.0% 99.0%

检测内容

           FBD-MSP-ZSAV for chemiluminescence immunoassay
Examiner: Evaluation group in R&D department; 2016.11.16~12.16; at Suzhou Laboratory
1. Examination systems
Equipment: AE-180 automated chemiluminescence immunoassay equipment

Biomarker: CEA, CA50 and HBSAg
The test group: FBD-MSP-ZSAV replacing MSP-SAV through OEM in issued reagent kits

The control group: the issued intact reagent kits themselves 

Quantity: FBD-MSP-ZSAV at 10 g; MSP-SAV through OEM at 15g

Operation: following all those described in documents of the issued reagent kits

Range of references: calibrator S0 through S5, quality control sample, clinical specimens

Parameters: signal/noise ratios, sensitivity, linear ranges, reproducibility, consistence
2. Results (original print screen result)
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3. Conclusion
3.1 The test group gave generally higher chemiluminescence signals than the control group, with some exceptionality. For CEA, somewhat lower signals were observed at higher levels.
3.2 Signal/noise ratios: basically consistent between the test group and the control group.

3.3 Reproducibility: the test group gave slightly larger CV than the control group.

3.4 Sensitivity: the test group gave comparable or higher sensitivity than the control group.

3.5 Linear range: consistent linearity within the tested ranges.

3.6 Consistence: one false positive result with HBsAg in clinical specimens. 
3.7 Overall conclusion: FBD-MSP-ZSAV was applicable, after the adjustment of formulations.
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