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“ HYPHEN BioMed
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France

HYPHEN
BioMed

A Company of Sysmex Group

HIA IgG Elisa Kit Lot: FF1415
QC Release : 11 JUIN 2026 Expiration date : 2028-07-28
Components V::S = (m?r(i't)l.\s) Lot # 5:::
Heparin coated plate 12x8 wells 30 FF0576 2028-08-19
HIA 1gG Positive control 3 vials 30 FF0701 2028-09-01
Q:’;:é:;%ﬁju::t: 3 vials 42 FF0757 2029-09-06
HIA Sample diluent 2x50 30 FF0457 2028-07-28
Wash solution 1x50 42 FE3949 2029-04-16
Conjugate diluent 1x25 42 FE3391 2029-02-12
Cell lysate 3 vials 30 FF0668 2028-08-25
Negative control 3 vials 42 FF0526 2029-08-10
TMB substrate 1x25 250904D02 2029-09-30
Sulfuric Acid 0,45M 1x6 42 FE4263 2029-05-28
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HIA IgG Elisa Kit Lot : FF1415
QC Release : 1 JUIN 2026 Expiration date : 2028-07-28
Analytical data Specifications
1. Reactivity
A450 for Positive control : 1.875 >1.00
Ccv: 5.8 <10%
A450 for Negative control : 0.039 <0.25
2. Blank value
A450 for sample diluent = 0.010 <0.100
SD = 0.002 <0.015
N = 12 N2>10

3. Pathological Plasmas Tested

N=3 N>2
Measured value for A450
P1 1.932 OD Patho > 0.300
P2 2.044
P3 1.786

4. Normal Plasmas Tested
N= 35 Mean A450= 0.059 SD= 0.045 N >30
Mean+2SD= 0.149 M+2SD < 0.30
leomments - PASSED IN
Comments : 5"< COMPLIANCE
Dates'  iuiedss QC Manager : %
Quality Control Approval b

11 JUIN 2026
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