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FE AR RENERNE (REB-AARMERE
Product Name Urea Assay Reagent Kit (Urease-GLDH Method)
FEmiE y SIS R1: 40mL X4
Product Model Package Size R2: 20mL X2
T 530
Lot No. 20251111 Buplry D 2026. 11. 10
A=A R E#M
Manufacture Date 2025, 11,11 Inspection Date enah. L1.26
KR HsbR KR R
Subjects Inspection Standards Results Conclusion
S R1. RN EFZ IR, TIRM, TRIEEY sy otk
1 R1 and R2 are both colorless, transparent liquid, without Meet with the =
Appearance ; : . . Pass
cloudiness or undissolved materials requirement
s WARAFN G S BENA D TN E e A
2 = The net volume of liquid reagents should not be less Meet with the =
Volume .. . Pass
than the indicated value requirement
, WU SRR 10% o, 4% &
Accuracy The relative deviation should not exceed 110% ’ Pass
1B =
Low—level L. 38% Pass
4 HEM TR RHCV<E%
Repeatability [Coefficient of Variation (CV) < 5% =
i -
High-level |0.90% e
#£0. 2 mmol/L~50 mmol/L (37°C) JEEEM, MHRAREK () N
- LEvaE  |>0.990 X 0. 9995 &
Linearity range Within the range of 0.2 mmol/L ~ 50 mmol/L (37°C), the Pass
correlation coefficient (r) should be = 0.990

Wit o8
Inspection Conclusion Pass
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(Quality Engineer)
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FH4S /Form Number: RT-RFM-Q8506
REV: A.0/ 1#7EHAMR: 104E/Storage Life: 10 years




