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* ISO 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
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

Very slight oedema (barely perceptible)

Well-define oedema (edges of area well-defined by definite raising)

Moderate oedema (raised approximately 1 mm)

Severe oedéma (raised more than 1mm and extending beyond exposure area)
Maximal possible score for irritation
Other adverse changes at the skin sites shall be recorded and reported
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Mean score Response category
0to 0.4 Negligible
0.5t01.9 Slight
2t04.9 Moderate
5t0 8 Severe

3 50 digad glp 25,28 e o) Jous 5 i esmlive o 8 Edle asS o Olaalice lul ,
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: Irritation score in interval hours
Rabbit No. Group 2452 282 7212
Test sample i 0/0 -
1 0/0 0/0 0/0
Chikl 0/0 0/0 0/0
0/0 0/0 0/0
Test sample o/0 A —
5 0/0 0/0 0/0
Control 0/0 0/0 0/0
0/0 0/0 0/0
Test sample L £ oy
3 0/0 0/0 0/0
Conie 0/0 0/0 0/0
0/0 0/0 0/0
Total 0/0

L 021-44024023
| 09333672386

R 1481634615 ot Ponsand 1ol alg
& www.kiabio.com :

@ info@kiabio.com V) o) - Salg & dids DA S ) Ol 33 pleidl (b palb HLLA Ll 5¢h;MQ¢pALD P39S asld s Q




¥ 1Axdo 6 5lods K l'r B
T-1813  :hyl58 osledd S jy <l gl JS 6151 g 913 9 13 ¢lo jlw 150 68 Siuslo jT AJ

310t lo lo jlu UL (515 52 03903 § (7 b KiaNanoBioVista

10905 990 diged 1 guai

A (Ogrms S aonil o8 L5 Slawd S o) 9o S 90 digas 0,lac b a5 wisls \Lis g5l s
R Py Oj.o)'] 3,90 digod ua')k.ia)."u PAE ousas LS aS N R0 Eyome )0 Loyl 5 Lool

el
* SO 10993-10:2010 "Biological evaluation of medical devices - Part 10: Tests for irritation and skin
sensitization "

» 1SO 10993-12:2012 "Biological evaluation of medical devices - Part 12: Sample preparation and
reference materials"

* ISO 10993-02:2006 '"Biological evaluation of medical devices - Part 02: Animal welfare
requirements"
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