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ISO 13485 Medical devices — Quality management systems —

Requirements for regulatory purposes

2 ISO 15197; 2013 (Invitro diagnostic test systems Requirements for blood
glucose monitoring systems for self-monitoring in managing

diabetes mellitus)

3 ISO 11135 Sterilization of health-care products — Ethylene oxide —
Requirements for the development, validation and routine

control of a sterilization process for medical devices

a4 ISO 11137-1:2025 Sterilization of health care products — Radiation — Part 1:
Requirements for the development, validation and routine

control of a sterilization process for medical devices

5 ISO 23908 Sharps injury protection — Sharps protection mechanisms for
single-use needles, introducers for catheters and needles used
for blood testing, monitoring, sampling and medical substance

administration — Requirements and test methods

6 ISO 10993-1:2025 Requirements and general principles for the evaluation of

biological safety within a risk management process
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