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 at

0.5 ml of the respective undiluted
drug will be spiked with 23.3 µl
corresponding blinded spike
solution (see table 2). Then dilute
the drug to its MVD according to
Table 3.
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 at

 at

at

unblinded blinded
dilution of drug up to MVD

 Í
Spiking of undiluted drug: 0.5 ml each

diluted
drug

NPC PPC
+ 23.3 µl + 23.3 µl + 23.3 µl + 23.3 µl + 23.3 µl

0.5 ml + 25 µl
 saline

+ 25 µl
PPC-LPS-spike

*

of
Spike 1

of
Spike 2

of
Spike 3

of
Spike 4

of
Spike 5

(final conc.
= 50 pg/ml)

dilution to MVD

Í
test test test test test test test

Substance MVD
(ELC/0.5
EU/ml)

_l of
substance

_l of
saline

1 Glucose 5% 70 40 2760
2 EtOH 13% 35 80 2720
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3 MCP 350 8 2792
4 Orasthin 700 4 2796
5 Binotal 140 20 2780
6 Fenistil 175 16 2784
7 Sostril 140 20 2780
8 Beloc 140 20 2780
9 Drug A 35 80 2720

10 Drug B 70 40 2760

µ

µ
µ
µ
µ
µ

µ

µ

ICCVAM In Vitro Pyrogenicity BRD: Appendix A5 May 2008

A-571



Sop-MM6v08 Page 16 of 25

µ µ
µ

ICCVAM In Vitro Pyrogenicity BRD: Appendix A5 May 2008

A-572



Sop-MM6v08 Page 17 of 25

x

±

ICCVAM In Vitro Pyrogenicity BRD: Appendix A5 May 2008

A-573



Sop-MM6v08 Page 18 of 25
ICCVAM In Vitro Pyrogenicity BRD: Appendix A5 May 2008

A-574



Sop-MM6v08 Page 19 of 25
ICCVAM In Vitro Pyrogenicity BRD: Appendix A5 May 2008

A-575



Sop-MM6v08 Page 20 of 25
ICCVAM In Vitro Pyrogenicity BRD: Appendix A5 May 2008

A-576



Sop-MM6v08 Page 21 of 25
ICCVAM In Vitro Pyrogenicity BRD: Appendix A5 May 2008

A-577



Sop-MM6v08 Page 22 of 25

µ
µ

ICCVAM In Vitro Pyrogenicity BRD: Appendix A5 May 2008

A-578



Sop-MM6v08 Page 23 of 25

µ

ICCVAM In Vitro Pyrogenicity BRD: Appendix A5 May 2008

A-579



Sop-MM6v08 Page 24 of 25

•
•
•
•
•
•
•

ICCVAM In Vitro Pyrogenicity BRD: Appendix A5 May 2008

A-580



Sop-MM6v08 Page 25 of 25
ICCVAM In Vitro Pyrogenicity BRD: Appendix A5 May 2008

A-581




