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« IEC 60601-1-3, Medical electrical equipment — Part 1-3: General
requirements for basic safety and essential performance -
Collateral Standard: Radiation protection in diagnostic X-ray
equipment
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« IEC 60601-2-28, Medical electrical equipment — Part 2-28:
Particular requirements for the basic safety and essential
performance of X-ray tube assemblies for medical diagnosis
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« IEC 60601-2-54, Medical electrical equipment — Part 2-54:
Particular requirements for the basic safety and essential
performance of X-ray equipment for radiography and radioscopy
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« IEC 60601-2-63, Medical electrical equipment — Part 2-63:
Particular requirements for the basic safety and essential

performance of dental extra—oral X-ray equipment
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« IEC 61223-3-4, Evaluation and routine testing in medical imaging
departments — Part 3-4: Acceptance tests—Imaging performance of

dental X-ray equipment
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« IEC 60601-1, Medical electrical equipment — Part 1: General
requirements for basic safety and essential performance
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« IEC 60601-1-2, Medical electrical equipment — Part 1-2: General
requirements for basic safety and essential performance -
Collateral Standard: Electromagnetic disturbances — Requirements
and tests

« IEC 60601-1-6, Medical electrical equipment — Part 1-6: General
requirements for basic safety and essential performance -
Collateral standard: Usability
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« ISO 13485, Medical devices — Quality management systems —
Requirements for regulatory purposes

- JIS T14971, BERME#R— U A7 v RV A h OEFHEISR~O#EH

« IS0 14971, Medical devices — Application of risk management to
medical devices

- JIS T2304, EHMARY 7 bU =T =Y T U =T ITATHA I LT rER
IEC 62304, Medical device software — Software life cycle processes
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