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Components V‘():S g (mlf))r(:rlls) Lot # E:{:’

Heparin coated plate 12x8 wells 30 FB0592 2024-09-20
HIA IgG Positive control 3 vials 30 FBO685 2024-10-07
Anti-(h)-1gG -HRP 3 vials 42 FB0639 2025-09-25
immunoconjugate

HIA Sample diluent 2x50 30 FB0565 2024-09-13
Wash solution 1x50 42 FA2213 2025-05-12
Conjugate diluent 1x25 42 FB0595 2025-09-15
Cell lysate 3 vials 30 FB0594 2024-09-23
Negative control 3 vials 42 FA2223 2025-05-13
TMB substrate 1x25 210604D01 2025-06-30
Sulfuric Acid 0,45M 1x6 42 FB0237 2025-07-16
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QC Release: 2022-05-31 Expiration date: 2024-09-13
Analytical data Specifications
1. Reactivity
A450 for Positive control : 1.58 >1.00
Cv: 6% <10%
A450 for Negative control : 0.04 <0.25
2. Blank value
A450 for sample diluent = 0.011 <0.100
SD = 0.002 <0.015
N = 12 N=>10
3. Pathological Plasmas Tested
N=3 N>2
Measured value for A450
P1 1.346 OD Patho > 0.300
P2 1.603
P3 1.187
4. Normal Plasmas Tested
N= 31 Mean A450= 0.054 SD= 0.03 N>30
Mean+2SD= 0.114 M+2SD <0.30
Comments : o PASSED IN
e < COMPLIANCE

Date: 2022-05-31
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QC Manager: S.LECOURT
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