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« ISO 13485, Medical devices—Quality management systems—Requireme
nts for regulatory purposes

- JIS T 14971, BEFEHHR—V A7 v X P A v b OERES ~ D5 ]

« ISO 14971, Medical devices—Application of risk management to med

ical devices

< JIS T 2304, EWEHESRY 7 "I =2T -V 7 " 72T T4 7 A 70Ttk
A

« IEC 62304, Medical device software —Software life cycle processes
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- JIS T 62083, [EHESHas—HUTBIGREIE S AT L DORRERFIH
- IEC 62083, Medical electrical equipment — Requirements for the sa

fety of radiotherapy treatment planning systems
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- IEC 62366-1, Medical devices —Part 1: Application of usability en

gineering to medical devices
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« IEC 82304-1, Health software —Part 1: General requirements for pr

oduct safety

« IEC 81001-5-1, Health software and health IT systems safety, effe

ctiveness and security—Part 5-1: Security—Activities in the produ
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« DICOM #if% (Digital Imaging and Communications in Medicine)
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