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2 Chemiluminescence Reagent Inspection Report
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Product Name Procalcitonin (PCT) Reagent Kit (Chemiluminescent Immunoassay)
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Specification 50Tests/Kit Product Model
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Batch No. Expiration Date fi7e, B al
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Production Date Inspection Date
fa 4o H o Ber A v K dg ok B H5E
Inspection Items Inspection Standard Inspection Results Judgment
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@. The reagent M is a brown brown
1 suspension, after a long time, the brown brown
magentic beads are deposited on the bottom, and
the supernatant liquid should be clear liquid; Meet with the
Appearance s Pass
requirement
®). Reagent R is colorless clear liquid;
®). The calibration and quality control should be
colorless clear liquid
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2 N 1 The net volume of liquid reagents should not be Meet with the p
et volume less than the indicated value. requirement 33
; Aol B AR E AT £ 10%; FiiS AR R ZE A8 Ql: 0. 63% A
HER aiE
i £20% Q2: 0. 62%
3 The relative deviation of enterprise reference HERPERE AL 1. 24%
standards should not exceed = 10%;number of Accuracyl:
Accuracy : . s Pass
quality control product relative deviation less TR A2
than 20%. AouiEasy: 0. 19%
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BRI Low-level: 1. 126 Atk
4 CV<8% —
Repeatability i 1.32% Pass
High-level:
2R3 0.02-100 ng/mLA, r=0.9900 Lk
5 mR 0.9943
Li . ) Within the range of 0.02-100 ng/mL, the Result: ISeefemme. Pass
inearity range | ., ..olation coefficient (r) should be = 0.99. ,/17 ' QW:L-V” N ZTT;$
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