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« ISO 15675, Cardiovascular implants and artificial organs —

Cardiopulmonary bypass systems—Arterial blood line filters
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« ISO 10993-1, Biological evaluation of medical devices —Part 1 :
Evaluation and testing within a risk management process

« ISO 10993-11, Biological evaluation of medical devices — Part
11:Tests for systemic toxicity
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« ISO 13485, Medical devices — Quality management systems —
Requirements for regulatory purposes
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« ISO 14971, Medical devices — Application of risk management to
medical devices





