SERION ELISA classic ESR125M LEPTOSPIRA IgM

Qualitatskontrollzertifikat / Quality Control Certificate

Kitcharge / Lot SLZ.DD 23.12.2009
Verw. Bis / Exp. 2011-11 Prafdatum /
Date of control
Verwendete Reagenzien / Reagents used Lot Standard Standard Kurve / Standard curve
Teststreifen / Antigen coated strips SLz.CC Ref.- Werte / Ref. Values Giltigkeitsbereich / Validity Range Parameter A -0,006
Standardserum / Standard serum SLZ.DC OD 0,89 B 0,855
Negativ Kontrolle / Negative control SLZ.DB oD 0,45 - 1,51 C 4,670
Konjugat / Conjugate SHZ.DK++ Units 14,7 U/ml D 5,780
Quantifizierungsgrenzen / Limits of quantification U/ml 3 - 100

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

045 - O,49|O,50 - 055 |O,56 - 060 | 061 - 0,66 |O,67 - 071 {072 - O

,77 1078 - 082 | 083 - 0,88 0,89 U/ml Interpretation
< 047 < 0,53 < 0,59 < 0,64 < 0,70 < 0,75 < 0,81 < 0,87 < 0,90 < 15,0 [neg
047 - 058 (053 - 065 (059 - o072 (064 - 079 (O70 - 086 (075 - 093 (081 - 100 (087 - 107 (090 - 1,11 15,0 - 20,0 |gw/ borderline
> 0,58 > 0,65 > 0,72 > 0,79 > 0,86 > 0,93 > 1,00 > 1,07 > 1,11 > 20,0 |pos

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

U/ml | 0,89 09 - 097 [098 - 105 |106 - 112 (113 - 120 |121 - 128 |129 - 136 (137 - 144 1,45 - 151 |Interpretation

< 15,0 < 0,90 < 0,94 < 1,02 < 1,10 < 1,18 < 1,26 < 1,34 < 142 < 1,50 [neg
150 - 200 |09 - 111 |094 - 116 |102 - 126 |110 - 136 |118 - 146 |126 - 155 |134 - 165 |142 - 175 1,50 - 1,84 |gw/ borderline
> 20,0 > 1,11 > 1,16 > 1,26 > 1,36 > 1,46 > 1,55 > 1,65 > 1,75 > 1,84 |pos
Formeln fur spezielle Auswertesysteme /  OD= 1,247 x MV(STD) entspricht oberem cut-off/corresponds to upper cut-off 20 Institut Virion\Serion GmbH
Special case formulas OD= 1,017 x MV(STD) entspricht unterem cut-off/corresponds to lower cut-off 15 Friedrich-Bergius-Ring 19
Concentration= exp(4,67-In(5,786/(MV(Sample) x0,89/ MV(STD)+0,006)-1)/0,855) D-97076 Wiirzburg

Barcode mit Formel fiir / Barcode with formula for
Revelation™ DSX/DS-Matrix ™




