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TECHNOTHROMBIN® TGA Reagent RD

5006220
7G83A03
&l 07 - Oct - 2008
E 30 -Jun - 2015
Analytische Verfahren Anforderung Ergebnis
Analytical Procedure Requirement Result
pH 6.5-7.5 7.0 OK
Restfeuchte
Residual moisture s1% 0.070% OK
-~ TGA Control High
Homogenitat .
Homogeneity (nM Peak Thrombin) CV=s5% 3.1% OK
Losungsstabilitat
8 Stunden bei RT
Technotrombin TGA (RFU) 0.85-1.15 0.97 0K
Reconstituted stability
8 hours at RT
) ) TGA Control High
Kontroliwiederfindung | (1M peak Thrombin) 166 — 308 2524 | OK
1B12B01
Recovery of controls TGA Control Low
(nM Peak Thrombin) 129 — 239 180.9 OK
[O7 2B02BRYV '
Lagerstabilitat )
4 Wochen bsl 37°C TGA Control High
(nM Peak Thrombin) 0.90-1.10 1.08 OK
Storage stability 1B12B0OA1
4 weeks at 37°C
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