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(In Vitro Cytotoxicity Testing)

1 Qualitative evaluation: The achievement of a numeric grade greater than 2, based on below table, is considered a cytotoxic effect.

Table - Qualitative morphological grading of cytotoxicity of extracts

Grade Reactivity Conditions of all cultures
0 None Discrete intracytoplasmatic granules, no cell lysis, no reduction of cell growth
1 Slight Not more than 20 % of the cells are round, loosely attached and without intracytoplasmatic granules, or show changes in

morphology; occasional lysed cells are present; only slight growth inhibition observable.

2 Mild Not more than 50 % of the cells are round, devoid of intracytoplasmatic granules, no extensive cell lysis; not more than 50 %

growth inhibition observable.

3 Moderate Not more than 70 % of the cell layers contain rounded cells or are lysed; cell layers not completely destroyed, but more than

50 % growth inhibition observable.

4 Severe Nearly complete or complete destruction of the cell layers.

2. Quantitative evaluation: Reduction of cell viability by more than 30 % is considered as a cytotoxic effect.

81984 : ISO 10993-5:2009 Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity
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(In Vitro Hemolysis Testing) (Composition analysis)
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>5 nalgasengunss 1989 : ASTM D3516 Standard Test Methods for Ashing Cellulose

814989 : ASTM F756-13:2019 Standard Practice for Assessment of Hemolytic

properties of Materials
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(Sterility Testing)
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814989 : ISO 11737-1: 2018 Sterilization of medical devices - Microbiological
methods — Part 1: Determination of a population of microorganisms on products

AMENDMENT 1

814989 : ISO 11737 - 2 :2019 Sterilization of medical devices -
Microbiological methods - Part 2: Tests of sterility performed in the

validation of a sterilization process
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819849 : CLSI M02 13" edition: 2018 Performance standards for antimicrobial

disk susceptibility tests
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susceptibility tests for bacteria that Grow aerobically
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Mean tissue viability is < 50% in at least one extraction vehicle

Irritant ()

Mean tissue viability is > 50% in at least two extraction vehicles

Non-irritant (NI)
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