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AlBEHE SO 10993-5:2009(E) Tests for in vitro cytotoxicity = Test on extracts method

L-929 (ATCC#CCL-1)
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1x10° cells/ mL, 2mL/plate

10 % FBS Supplemen

ted MEM with Eagle's salt
oA ZDEC Polyurethane film (RM-A)
Q=283
24 High-density polyethylene film (RM-C)
2|8 4 g/20 mL
EEZZ0 10 % FBS Supplemented MEM with Eagle's salt
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1 2.7 x 10° 3.3 x 10 3.4 x 10 1.0 x 10°
) 3.0 x 10° 3.3 x 10° 35 x 10° 16 x 1
3 2.5 x 10° 3.3 x 10 3.4 x 10° 1.0 x 10
73t 2.7 x 10 3.3 x 10° 3.4 x 10° 1.0 x 10°
REC* (%) 7.4 ar.1 100.0 2.9
Cel| number of test group
% RCC(Relative Cell Count, %) = : x 100
Cell number of negative control group
> E 2 HASAMAZI (48AZ XHelz)
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Grade Reactivity

Conditions of all Cultures

0 None Discrete intracytoplasmic granules ; No cell lysis, no reduction of cell growth.
Not more than 20% of the cells are round, loosely attached, and without intracytoplasmic

1 Slight  granules ; or show changes in morphology: occasional lysed cells are present: only slightly
growth inhibition cbservable.

> Mild Not more than 50 of the cells are round, devoid of intracytoplasmic granules, no extensive
cell lysis; not more than 50 % growth inhibition coserveble.

3 it Not more than 70% of the cell layers contain rounded cells or are lysed; cell layers not
comletely destroyed, but more than 50 % growth inhibition observable.

4 Severe  Nearly complete destruction of the cell layers.
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