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e |SO 10993-10:2010 "Biological evaluation of medical devices - Part 10: Tests for
irritation and skin sensitization"
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sodium chloride injection (0.9%).

animals with an emulsion of the blank liquid with adjuvant.
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Site A: A 50:50 volume ratio stable emulsion of Freund's complete adjuvant mixed with the

Site B: The test sample (undiluted extract); inject the control animals with the solvent alone.
Site C: The test sample at the concentration used at site B emulsified in a 50:50 volume ratio
stable emulsion of Freund's complete adjuvant and the solvent (50 %); inject the control
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Reaction Grading scale

No visible change 0
Discrete or patchy erythema 1
Moderate or patchy erythema 2
Intense erythema and/or swelling 3
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Animal Time after removal of the patch
Number 24+2 hours 48+2 hours

Group Total

Group

2
3
4
Test b
6
7
8

Control 13
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o |SO 10993-10:2010 "Biological evaluation of medical devices - Part 10: Tests for irritation and skin
sensitization "

e [SO 10993-12:2012 "Biological evaluation of medical devices - Part 12: Sample preparation and
reference materials" '

e ISO 10993-02:2006 "Biological evaluation af medical devices - Part 02: Animal welfare
requirements"

|

w_’ %MG; :’&“u}i— '“M» i ‘//,/ ,/L‘//J

— I3 4 5
¢t .
l
|

t \,—»f‘/'““ /W4
!

}

= Uit

= 1481634615
@ www.kiabio.comi =
- @ info@kiz m

M) oS 33 Olaribo




