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« ISO 11608-1, Needle—-based injection systems for medical use -

Requirements and test methods — Part 1: Needle-based injection

systems

< DAl

< JIS T 3226-2, BEIRMANVIIEAG—H 2 & ERE —ZORFHLOZ

DFEBRITIE

« ISO 11608-2, Needle—-based injection systems for medical use -

Requirements and test methods — Part 2: Needles

« ISO 11608-4, Pen—injectors for medical use — Part 4: Requirements

and test methods for electronic and electromechanical pen—injectors

« ISO 11608-5, Needle-based injection systems for medical use -

Requirements and test methods — Part 5: Automated functions
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« ISO 13485, Medical devices — Quality management systems —

Requirements for regulatory purposes

« IS0 14253-1, Geometrical product specifications (GPS) —Inspection by

measurement of workpieces and measuring equipment —  Part



1:Decision rules for proving conformity or nonconformity with
specifications
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« ISO 14971, Medical devices — Application of risk management to
medical devices

« ISO/IEC Guide 98-3, Uncertainty of measurement —Part 3: Guide to the
expression of uncertainty in measurement (GUM:1995)
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- IEC 60068-2-6, Environmental testing—Part 2-6: Tests—Test Fc :
Vibration (sinusoidal)
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« IEC 60068-2-30, Environmental testing—Part 2-30: Tests—Test Db:Damp
heat, cyclic (12 h + 12 h cycle)
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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 62366, Medical devices—Application of usability engineering to

medical devices





