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] Cytotoxicity testing (ISO 10993-5) D Bioburden testing (ISO 11737-1)
I:l Hemolysis testing (ASTM F756-17) D Sterility testing (ISO 11737-2)
I:l Composition analysis (ASTM F D3516) D Agar diffusion (CLSI M02)
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1. Cytotoxicity testing > 200 cm’ > 10g
2. Hemolysis testing > 500 em’ >30g
3. Composition analysis >200 em’ > 10g
4. Microbiology testing
4.1 Bioburden testing > 3EA
4.2 Bioburden validation =10 EA
4.3 Sterility Testing > 3EA
4.4 Antibacterial susceptibility testing
4.4.1 Agar diffusion method 2 10 EA
4.4.1 Broth dilution method 2 10 ml
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