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e 1SO 10993-10:2010 "Biological evaluation of medical devices - Part 10: Tests for
irritation and skin sensitization "
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Reaction Irritation score
Erythema and eschar formation

g No erythema 0

§ Very slight erythema (barely perceptible) 1

Well-defined erythema 2

! Moderate erythema 3

Severe erythema (beet-redness) to eschar formation preventing grading of erythema 4

Oedema formation

No edema 0
Very slight oedema (barely perceptible) 1
Well-define oedema (edges of area well-defined by definite raising) 2
Moderate oedema (raised approximately 1 mm) 3
Severe oedema (raised more than 1mm and extending beyond exposure area) 4
Maximal possible score for irritation 8
Other adverse changes at the skin sites shall be recorded and reported
= bl o (0,25 grly elgil 51 (Ko TS cadyl Sy e U Jgaz 4 4z b
Mean score Response category
0to0.4 Negligible
0.5t01.9 Slight
2t04.9 Moderate
5t0 8 Severe
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. Irritation score in interval hours
Rabbit No. Group 2412 2812 7212
Test sample 0 L1 L
1 P 0/0 0/0 0/0
0/0 0/0 0/0
" 0/0 0/0 0/0
0/0 0/0 0/0
, Test sample 0/0 0/0 00
- 0/0 0/0 0/0
0/0 0/0 0/0
0/0 0/0 0/0
5 Test sample 0/0 0/0 0/0
Control 0/0 0/0 0/0
0/0 0/0 0/0
Total 0/0
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ISO 10993-10:2010 "Biological evaluation of medical devices - Part 10: Tests for irritation and skin
sensitization "

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

o [SO 10993-02:2006 "Biological evaluation of medical devices - Part 02: Animal welfare
requirements" \
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