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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 .
Meet with the

Appearance clear liqui d; . Pass
requirement

(®). Reagent R is colorless clear liquid;

®). The calibration and quality control should
be colorless clear liquid.
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2 Net vol The net volume of liquid reagents should not Meet with the P
et votume be less than the indicated value. requirement ass
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3 The relative deviation of enterprise HEF R AL -9, 29%
reference standards should not exceed * Accuracyl:
Accuracy Pass
10%: number of quality control product VTP RE A2
relative deviation less than $20%. ’ 3. 90%
Accuracy2:
=R fikf 2. 78% B
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Repeatability Lt Tovels 1. 65% Pass
2R 5-600 IU/mLPY, r=0.9900 A H
5 Within the range of 5-600 IU/mL, the 7 %ﬁﬁé | 0.9999
Linearity range correlation coefficient (r) should be = esult: r= Pass
0. 9900.
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Note:If there is no information, please fill with”/”.
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