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e UNI EN ISO 10993-5:2009 - Biological evaluation of medical devices -
Part 5: Test for in vitro cytotoxicity
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mean of OD sample
icitv%=1-
oxicitye=t mean of OD control x100

Viability%: 100-Toxicity%
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Test Sample Blank Positive Negative
10% 5% Control Control
Average (OD) 2.272 2.316 2.464 0.044 2.452
STDV 0.04 0.05 0.04 0.04 0.03
Viability % 92.234 94.006 100 1.786 99.526
Toxicity % 7.766 5.994 0 98.214 0.474

Expanded uncertainty'=+4.34 % Reading
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¢ UNI EN ISO 10993-5:2009 "Biological evaluation of medical devices - Part 5: Tests for in vitro
cytotoxicity"

e UNIEN ISO 10993-12:2012 "Biological evaluation of medical devices - Part 12: Sample preparation
and reference materials"

\021- 44024023

ele




