


  

09. Biological Testing

09.002 Microorganisms

　

End.

Test method Materials/
Products

Standard
designation Test range Site Field

testing

ISO 22442-3:2007 Microorganis
ms

Medical devices utilizing
animal tissues and their
derivatives-Part 3:
Validation of the
elimination and/or
inactivation of viruses
and transmissible
spongiform
encephalopathy (TSE)
agents
[Exception]
5.4 TSE agents
Annex C. Guidance on
the elimination and/or
inactivation study for
TSE agents

Reduction factor
(Log 10 TCID 50):
greater than 0

BS N

KS P ISO22442-
3:2007

Microorganis
ms

Medical devices utilizing
animal tissues and their
derivatives-Part 3:
Validation of the
elimination and/or
inactivation of viruses
and transmissible
spongiform
encephalopathy (TSE)
agents
[Exception]
5.4 TSE agents
Annex C. Guidance on
the elimination and/or
inactivation study for
TSE agents

Reduction factor
(Log 10 TCID 50):
greater than 0

BS N
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