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Product Name Troponin I (cTnI) Reagent Kit (Chemiluminescent Immunoassay)
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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; TIRR
Appearance requirement Pass
®). Reagent R is colorless clear liquid; 4 €
®. 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 be Meet with the P
et volume less than the indicated value. requirement ans
) kS GARSHRZE AL +15%; Fiis MAHSREAD al: 1. 85% N
Jeg ) = 407 Q2: -13. 79%
The relative deviation of enterprise reference MR AL 8. 33%
standards should not exceed % 15%;number of Accuracyl: ’
Accuracy . : o Pass
quality control product relative deviation less HERMEREA
than +20%. Accuracy?2: 0. 25%
'B#EM® fiRAe 4. 02% “i%
Low—level:
CV=8% =0
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Repeatability i gh-Tevel s 3. 05% Pass
o EeN ] 0.01750 ng/mLPY, r=0.990 ks
~ &R 0.9993
14 " Within the range of 0.01750 ng/mL, the Result: r= O p
inearily range | ., .relation coefficient (r) should be = 0.990. ass
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Conclusion Pass j
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Inspector s Reviewer . i =11}
R 2025. 06. 27 HA ﬁmg
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Note:If there is no information, please fill with”/”.
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