SERION ELISA classic ESR116M BRUCELLA IgM SMA.BV

Qualitatskontrollzertifikat / Quality Control Certificate ¥ '
L]
Kitcharge / Lot SMA.BV 17.01.2011 H
. L
Verw. Bis / Exp. 2012-06 Prifdatum / Y
Date of control v
Verwendete Reagenzien / Reagents used Lot Standard Standard Kurve / Standard curve
Teststreifen / Antigen coated strips SFA.CI Ref.- Werte / Ref. Values Giiltigkeitsbereich / Validity Range Parameter A -0,011
Standardserum / Standard serum SMA.BU OD 0,97 oD 049 - 1,65 B 0,930
Negativ Kontrolle / Negative control SMA.BT C 4,730
Konjugat / Conjugate SKA.DT++ Units 20,0 U/ml D 5,896
Quantifizierungsgrenzen / Limits of quantification U/ml 5 - 100
Grenzwertbereich / Borderline range U/ml 15 - 20
OD Bereich / OD Range 405 nm, Standardserum / Standard serum
049 - 054 | 055 - 060 [061 - 066 | 067 - 072 | 073 - 0,78 |079 - 084 |085 - 090 [091 - 096 0,97 U/ml Interpretation
< 041 < 045 < 0,50 < 0,555 < 0,60 < 0,65 < 0,69 < 0,74 < 0,77 < 15,0 |neg
04 - 051|045 - 057 (050 - 063 |055 - 069 [060 - 075 |065 - 0,81 069 - 087 |074 - 093 |077 - 097 150 - 20,0 |gw/borderline
> 0,51 > 0,57 > 0,63 > 0,69 > 0,75 > 0,81 > 087 > 0,93 > 0,97 > 20,0 [pos
OD Bereich / OD Range 405 nm, Standardserum / Standard serum
U/ml | 0,97 | 098 - 1,05 1,06 - 1,14 1,15 - 1,22 1,23 - 1,31 1,32 - 139 1,40 - 148 1,49 - 156 1,57 - 1,65 |Interpretation
< 15,0 < 0,77 < 0,81 < 0,88 < 0,94 < 1,01 < 1,08 < 1,14 < 1,21 < 1,28 |neg
150 - 200|077 - 097 |081 - 102 |088 - 110 |094 - 119 1,01 - 127 1,08 - 136 1,14 - 144 121 - 153 1,28 - 1,61 [gw/borderline
> 20,0 > 0,97 > 1,02 > 1,10 > 1,19 > 1,27 > 1,36 > 1,44 > 1,53 > 1,61 [pos
Formeln fiir spezielle Auswertesysteme oD = 1,001 x MV(STD) entspricht oberem cut-off/corresponds to upper cut-off 20 Institut Virion\Serion GmbH
Special case formulas oD = 0,795 x MV(STD) entspricht unterem cut-off/corresponds to lower cut-off 15 Friedrich-Bergius-Ring 19
Concentration= exp(4,73-In(5,907/(MV(Sample) x0,97/ MV(STD)+0,011)-1)/0,93) D-97076 Wiirzburg
SERION ELISA classic ESR116M BRUCELLA IgM SMA.BV

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

4PS- Formel / 4PS-formula ' . E
exp(4.730-In(5.907/(Sample*0.970/5+0.011)-1)/0.930) 4. d
1

Giltigkeitsbereich / Validity Range - L

iy
If OD Sample < Parameter A L I 1
if Ti<(-0.011%(S1/0.970)) then Ti=(-0.011+0.001)*(S1/0.970) I“ %ﬁ% 'ﬁl‘ “

lI . ﬂ lI

If OD Sample > Parameter D

if Ti>(5.896*(S1/0.970)) then Ti=(5.896+0.001)*(S1/0.970)

If OD Negative control < Parameter A

if NC1<(-0.011*(S1/0.970)) then NCi=(-0.011+0.001)*(S1/0.970)

Institut Virion\Serion GmbH
Friedrich-Bergius-Ring 19
D-97076 Wiirzburg



