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ANALYSENZERTIFIKAT
CERTIFICATE OF ANALYSIS

DQ1PODAZ.O2.

Coagulation Control N

50 200 50 (50 x 1mi)
50 200 40 (5 x 1mi)
50 200 30 (HFP)
1P14B00
Herstelldatum / ' 15.06.2011
Date of manufacturing
g 2018 — 06 — 30
zifikati .
Test :g:ci:ilg::ilgg ! Ergebnis / result
Restfeuchte % <1% 0,07%
pH Wert / pH-Value 74-78 7.7
Tribungsmesswert / Measurement of turbidity <20 7.0
HBsAg Megativ / negative Negativ / negative
HIV-AK Negativ / negative Negativ / negative
HCV-AK Negativ / negative Negativ / negative
Homogenitst f Homogeneity: TT: s 3% 2,6%
VK / CV% Coagulation Control N (sec)
, - Unbelasiet | 4 Stunden
Lésungsstabilitat /
Stability of solution aPTT (sec) Abw i Dey 10% |-nSiressed |4 hours
31,4sec 31,3sec
Abweichung:
Unbelastet / 4 Stunden Unbelastet 43}}‘:}‘;‘12"
Deviation: Thrombotest (%) Abw J Dev 20%
Unstressed / 4 hours 80,8% 89,0%
Lagerstabilitét / 37°C
Storage stability 37°C aPTT (sec) Ratio: 0,90 - 1,10 1,04
Abweichung: Thrombotest (%) Ratio. 0,80 - 1,20 0,92
Unbelastet / 8 Woche —
Deviation: Factor VIt (1: ' Ratio: 0,90 - 1,1 1
Unstressed / 8 weeks actor (1:5) (sec) atio: 0,90 - 1,10 01
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ANALYSENZERTIFIKAT DQ1PO0AZ.02.
CERTIFICATE OF ANALYSIS

Erstelit / created:

Unterschrift / signature: / ; /’{1/_("__) Datum / date: zfj:,./-. b.A 2.
Charge freigegeben / batch is released: E—-Ja | yes [ ] Nein/no
Freigegeben / released: o s

Unterschrift / signature: =K Datum / date: /. ¢, /)
Ceveron® Softwear Eingabe / Ceveron® Software input :

@ [HJalyes [] Nein / no
Unterschrift / signature: ‘ ?L} [/ ﬁ Datum / date: (' / /"‘2
/

(4) orr. ?7’14/1/ A0.{0- €042,
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