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g2 Z9HF: Quality Management Standard for Digital
Medical Devices in according with the

enforcement of the Digital Medical Products Act.
Abstract(3 &)

With the enforcement of the Digital Medical Products Act, a new regulatory framwork has been
introducted to establish systematic quality management Standards for digital medical devices.
This paper analyzes the key quality management requirements derived from the Act and their
implications for the medical devices industry.

The proposed standards integrate digital technology-specific elements such as software lifecycle
processes, artificaial intelligence(Al), data security and cybersecurity risk management into

conventional medical device quality systems.
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