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Product Name Creatine Kinase Isoenzyme (CK-MB) Reagent Kit (Chemiluminescent Immunoassay)
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@. The reagent M is a brown brown
suspension, after a long time, the brown brown
1 magentic beads are deposited on the bottom, and
the supernatant liquid should be clear
liquid; Meet with the
Appearance ——— Pass
®). Reagent R is colorless clear liquid; &
®). The calibration and the quality control
product are white lyophilized powder solid
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2 N 1 The net volume of liquid reagents should not Meet with the p
et volume be less than the indicated value. requirement ass
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3 The relative deviation of enterprise reference HER PR AL ~6. 09%
A standards should not exceed £10;number of Accuracyl: Pass
eeuracy quality control product relative deviation HERfPEREA 2
less than £20%. Accuracy?2: —4.61%
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Repeatability il 2.30% | Pass
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3 0. 5-300pg/mLPY, r=0.990 P
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ik ah ﬁ
Conclusion Pass #
1 5 sy "B i o
Inspector e Reviewer ﬁ AR% v
H 2025. 07. 14 R
Date Date

E: HEAFHESRAH “/7 .

Note:If there is no information, please fill with”/”.
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