Biocompatibility / Safety Testing
TESTS FOR CONSIDERATION

[Based on ISO 10993-1:2003(E) and FDA G95-1 Guidelines]
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" “Tissue” includes tissue fluids and subcutaneous spaces.
2 . . . -
For all devices used in extracorporial circuits.

@® — ISO Evaluation Tests for Consideration

807

{0 — Additional tests that the FDA considers may be applicable

3 Pyrogenicity / Materials Mediated should be considered.

Supplemental tests for consideration.

For reproductive and biodegradation tests, contact your

WuXi AppTec Account Manager.




