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Chemistry Reagent Inspection Report

Product Name
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Immunoglobulin A (IgA) Assay Reagent Kit (Immunoturbidimetric)

Mm% RI: 45ml X1, R2: 7=
15ml X1, £ifE: 1ml /
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Batch No. Expiration Date
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Production Date

2025. 04. 27 ] ]
Inspection Date

2025. 04. 30

AL [EWDIEERA S
20250427 Expiration date of 2026/4/26
Reagent batch number
Reagent
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Calibrator/Control 20250427 Expiration date of 2026/10/26
batch number Calibrator
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Inspection Items Inspection Standard Inspection Results| Judgment
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1 Rl is colorless and R2 is slightly yellowish, .
. L . ; Meet with the
Appearance semitransparent liquid, without sediments or . Pass
. requirement
floccules.
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2 . The net content of liquid reagents should not Meet with the
Net volume ] T . . Pass
be less than the indicated value. requirement
i FASH i 26 AN B I 4 15% &tk
3 Accuracy . L ) ] P -0. 75%
The relative deviation should not exceed = 15%. Pass
q AT o RECV=4% “ik
4 e . 1. 48%
Repeatability Coefficient of Variation (CV) <4% Pass
5% 7E0. 08g/L~8. 4g/L (37°C) JulBlN, #HLRE () M .
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Li Gty e Within the range of0.08g/L~8.4g/L(37°C), the
tnearity ranse . rrelation coefficient (r) should be = 0.990
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Conclusion Pass
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Inspector Reviewer
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2025. 04. 30
Date Date
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Note:If there is no information
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Storage Life:

please fill with”/”

10 years




