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Final Release Results:

Conc. Measured value Acceptable range
lower limit target value upper limit

U/mL OD OD OD OD
CAL A 0 0.049 < 0.100
CAL F 60 2.023 > 1.000
CONTROL - - 0.094 ≤ 0.300
CONTROL + - 1.013 ≥ 0.500 ≤ 1.600

Validation criteria (manual)
Measured value Acceptable range

lower limit target value upper limit
U/mL U/mL U/mL U/mL

CONTROL - 0.5 ≤ 2.0
CONTROL + 14 10 16 22

Factor for qualitative assay evaluation 0.37
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Quality Control Certificate

U1-RNP-Ab ELISA

25070116 2026-09-30

This product has been tested successfully by the Quality Control Department and was released for sale according 
to the existing specifications.


