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European Medical Device Regulation (EU)
2017/745

European In Vitro Diaghostic Device Regulation
(EU) 2017/746

Risk management applied to Medical Devices

Systematic literature review for medical
devices

Post Market Surveillance and Vigilance

The Clinical Evaluation Report (CER)
requirements under the EU MDR 2017/745

Technical Documentation per European
Medical Device Regulation (EU) 2017/745

Technical Documentation per European In Vitro
Diagnostic Device Regulation (EU) 2017/746

Medical Device Electrical Safety

Medical device software lifecycle per IEC
62304

Biocompatibility of medical devices

Cleanliness of hewly manufactured medical
devices

Radiation sterilization of medical devices

Medical Device Single Audit Program for
manufacturers

ISO 13485 requirements
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