SERION ELISA classic ESR125G Leptospira IgG EO0079

Qualitatskontrolizertifikat / Quality Control Certificate

Kitcharge / Lot EO0079 IFU-Version 125-17 04.05.2023
Verw. bis / Exp. 2025-04-30 Prufdatum /
Date of control

el

Verwendete Reagenzien / Reagents used Lot Standard Standard Kurve / Standard curve
Teststreifen / Antigen coated strips ECNO0362 Ref.- Werte / Ref. Values Giiltigkeitsbereich / Validity Range Parameter A 0,022
Standardserum / Standard serum ECO0190 OD 0,97 oD 049 - 1,65 B 1,074
Negativ Kontrolle / Negative control ECO0189 C 2,705
Konjugat / Conjugate KJNO047++ Units 19,4 U/ml D 1,685
Quantifizierungsgrenzen / Limits of quantification U/ml 2 - 100

Grenzwertbereich / Borderline range U/ml 10 - 15

OD Bereich / OD Range 405 nm, Standardserum / Standard serum

049 - 054|055 - 060 |O61 - 066 |067 - 072073 - 078 |0,79 - 084 |08 - 090|091 - 096 0,97 U/ml Interpretation
< 0,36 < 0,40 < 044 < 0,49 < 0,53 < 0,57 < 0,61 < 0,66 < 0,68 < 10,0 |neg

036 - 045|040 - 050 |[044 - 055|049 - 061 |0583 - 066 |0O057 - 071 [061 - 0,77 | 066 - 082 [068 - 085 | 10,0 - 15,0 [gw/borderline
> 0,45 > 0,50 > 0,55 > 0,61 > 0,66 > 0,71 > 0,77 > 0,82 > 0,85 > 15,0 |pos

"OD Bereich / OD Range 405 nm, Standardserum / Standard serum

U/ml | 0,97 098 - 105|106 - 1,14 | 115 - 122 | 123 - 1,31 1,32 - 139 | 1,40 - 148 | 1,49 - 1,56 1,57 - 1,65 |Interpretation
< 10,0 < 0,68 < 0,71 < 0,77 < 0,83 < 0,89 < 0,95 < 1,01 < 1,07 < 1,13 |neg
100 - 150|068 - 085 |(0O,71 - 089 (077 - 097 (083 - 104 (089 - 1141 |095 - 119 (1,001 - 126 | 1,07 - 1,34 1,13 - 1,41 |gw/ borderline
> 15,0 > 0,85 > 0,89 > 0,97 > 1,04 > 1,11 > 1,19 > 1,26 > 1,34 > 1,41 |pos
Formeln fiir spezielle Auswertesysteme oD = 0,881 x MV(STD) entspricht oberem cut-off/corresponds to upper cut-off 15 Institut Virion\Serion GmbH
Special case formulas oD = 0,697 x MV(STD) entspricht unterem cut-off/corresponds to lower cut-off 10 Friedrich-Bergius-Ring 19

Concentration= exp(2,705-In(1,663/(MV(Sample) x0,97/ MV(STD)-0,022)-1)/1,074) D-97076 Wiirzburg



SERION ELISA classic ESR125G Leptospira IgG EO0079

Zusatzliche Barcodes mit Formeln fiir / Additional Barcodes with formulas for
Revelation™ DSX / DS-Matrix ™

4PS- Formel / 4PS-formula : 1

=l
exp(2.705-In(1.663/(Sample*0.970/S-0.022)-1)/1.074) d. 3

‘ n
Giiltigkeitsbereich / Validity Range I“‘ ﬁ%g@gl ‘H

I
If OD Sample < Parameter A mul'r " =
if Ti<(0.022*(S1/0.970)) then Ti=(0.022+0.001)*(S1/0.970) %ﬁﬁzﬁl
If OD Sample > Parameter D -.'.
if Ti>(1.685*(S1/0.970)) then Ti=(1.685-0.001)*(S1/0.970)
I 1 '1 lI

Institut Virion\Serion GmbH

Friedrich-Bergius-Ring 19
D-97076 Wiirzburg

0.485<=S1<=1.649

If OD Negative control < Parameter A

if NC1<(0.022*(S1/0.970)) then NCi=(0.022+0.001)*(S1/0.970)




