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Kitcharge / Lot
Verw. Bis / Exp.

31.08.2011

Priifdatum /

Date of control

A
1]

Verwendete Reagenzien / Reagents used Lot Standard Standard Kurve / Standard curve
Teststreifen / Antigen coated strips SEB.ER Ref.- Werte / Ref. Values Giiltigkeitsbereich / Validity Range Parameter A 0,011
Standardserum / Standard serum SHB.CU oD 0,87 oD 0,44 - 1,48 B 1,140
Negativ Kontrolle / Negative control SHB.CK C 4,332
Konjugat / Conjugate SGB.AM++ Units 22,2 U/ml D 4,365
Quantifizierungsgrenzen / Limits of quantification U/ml 2 - 150
Grenzwertbereich / Borderline range U/ml 10 - 14
OD Bereich / OD Range 405 nm, Standardserum / Standard serum
044 - 048 | 049 - 053 [054 - 059 | 060 - 0,64 | 065 - 070 [0,71 - 075 | 076 - 081 [082 - 0,86 0,87 U/ml Interpretation
< 021 < 024 < 0,26 < 0,29 < 0,31 < 0,34 < 0,36 < 039 < 0,40 < 10,0 |neg
021 - 029|024 - 033 (026 - 036 |029 - 040 (031 - 043 |[034 - 047 |036 - 050 [039 - 054 | 040 - 056 10,0 - 14,0 [gw/borderline
> 0,29 > 0,33 > 0,36 > 0,40 > 0,43 > 047 > 0,50 > 054 > 0,56 > 14,0 [pos
OD Bereich / OD Range 405 nm, Standardserum / Standard serum
U/ml 0,87 | 08 - 095 |09 - 102 |103 - 110 | 1141 - 117 | 118 - 125 | 126 - 133 | 134 - 140 1,41 - 1,48 |Interpretation
< 10,0 < 040 < 042 < 045 < 049 < 0,552 < 0,56 < 0,59 < 0,63 < 0,66 |neg
10,0 - 140 (040 - 056 (042 - 059 (045 - 064 |049 - 069 |052 - 073 |05 - 078 |059 - 083 |063 - 088 | 066 - 0,93 |gw/borderline
> 14,0 > 0,56 > 0,59 > 0,64 > 0,69 > 0,78 > 0,78 > 0,83 > 0,88 > 0,93 [pos
Formeln fiir spezielle Auswertesysteme oD = 0,647 x MV(STD) entspricht oberem cut-off/corresponds to upper cut-off 14 Institut Virion\Serion GmbH
Special case formulas OD = 0,463 x MV(STD) entspricht unterem cut-off/corresponds to lower cut-off 10 Friedrich-Bergius-Ring 19

Concentration= exp(4,332-In(4,354/(MV(Sample) x0,87/ MV(STD)-0,011)-1)/1,14)
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Zusitzliche Barcodes mit Formeln fiir / Additional Barcodes with formulas for

LS

Revelation™ DSX / DS-Matrix ™

4PS- Formel / 4PS-formula

exp(4.332-In(4.354/(Sample*0.870/S-0.011)-1)/1.140)

Giltigkeitsbereich / Validity Range

0.435<=S1<=1.479

If OD Sample < Parameter A

if Ti<(0.011*(S1/0.870)) then Ti=(0.011+0.001)*(S1/0.870)

If OD Sample > Parameter D

if Ti>(4.365*(S1/0.870)) then Ti=(4.365+0.001)*(S1/0.870)

If OD Negative control < Parameter A

if NC1<(0.011*(S1/0.870)) then NCi=(0.011+0.001)*(S1/0.870)
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