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Basic Principles of Biological Safety Evaluation Regquired
for Application for Approwval 1o Market Medical Devices

2re Edition B 7K EFEESFROEMFNLTEMTMEOERNERS
Annex Basic Principles for Biological Safety Evaluation of
Medical Devices
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Attachment Guidance on Test Methods for Biological
Safety Evaluation of Medical Devices
F1E MeaEER  (Part 1 Cytotoxicity Test)

28 BAEERER (Part 2 Sensitization Test)

F 35 E=EMaE  (Part 3 Genotoxicity Test)

BAL IBHERER (Part 4 Implantation Test)

FEHE FBUERER (Part 5 Irritation Test)

Fo63 25=MaE  (Part6 Tests for systemic toxicity)
BTE FREMUEMERAE (Part 7 Pyrogen Test)

F e8I mig@EaMaE (Part 8 Tests for hemocompatibility)
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