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Chemistry Reagent Inspection Report

Product Name
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Bile Acids Assay Reagent Kit (5th Generation Colorimetric Method)
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Note:1f there is no information, please £i1l with”/”
#4842 /Form Number: RT-RFM-Q8503
REV: A.2/ BTEHIPR: 104/Storage Life: 10 years

G -4 R1: 50ml X3, PR
s . R2: 50ml X1, /
Specification KofE/Cal: ImlX1 Product Model
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20250703 . . 2026/7/2
Batch No. Expiration Date
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Production Date Inspection Date
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20250703 xpirati 2026/7/2
Reagent batch number Expiration date of
Reagent
W/ FisEits KA R
Calibrator/ Control 20250703 Expiration date of 2027/1/2
batch number Calibrator
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Inspection Items Inspection Standard Inspection Results| Judgment
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1 R1 is yellowish, clear liquid and R2 is .
. . . Meet with the
Appearance colorless or slightly yellowish, clear liquid, X Pass
. . requirement
without sediments or floccules
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2 Net vol The Net volume of liquid reagents should not be Meet with the P
el volume less than the indicated value. requirement ass
e HIXHRZE A B +10% e
3 urac 2. 41%
Accuracy The relative deviation should not exceed £10%. ’ Pass
(A=
EE’V’# Qﬁi %ﬁﬁ(ﬂ’ﬁl’?% Low— 1.43 éﬂ‘%
A level:
18
Repeatability Coefficient of Variation (CV) <5% High— 1.22 Pass
level:
. 765 | mol/L~190p mol/L (37°C) VEEIA, X R
A I+ EE Pas
AAHIE R (r) BZ=0. 9900 At
5 Within the range of 5mmmol/L ~ 45mmol/L (37°C), 0.9981
Linearity range the correlation coefficient (r) should be = Pass
0. 990.
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Conclusion Pass
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