Dear Alexander

We are sending samples out to customers. However, they are asking for a declaration or proof of the tests that have been carried out.

Cytotoxicity   
to ISO 10993-5

Sensitization 
to ISO 10993-10

Irritation 
to ISO 10993-10
Currently you are stating:

6.1.6.2 Bio-compatibility
In consideration of the contact level(Skin contact) and contact time(Less than 24 hours),and in accordance to EN ISO10993-1:2009,the main issue related to the bio-compatibility is as follows:

1.Cytotoxicity shall not be more than 2.

2.Sensitivity response: N/A

3.Skin irritation: N/A
When you state Cytoxtoxicity shall no be more than 2. Do you mean Grade 2 , which is Mild. Also what does it relate to? Is it:

Qualitative morphological grading

and/or

Reactivity for agar and filter diffusion test and direct contact test

For sensitization and irritation tests, which scoring systems were used and what were the results?

Regards

