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(ethylene oxide gas) T4l#¥uLmsgmuaIna ISO 11135
(Sterilization of health-care products—Ethylene oxide-
Requirements for the development, validation and routine
control of a sterilization process for medical devices)
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1) I1SO 11608-2 : Needle - based injection systems
for medical use — Requirements and test methods Part 2 :

Needles

2) 1ISO 11135: Sterilization of health-care products
- Ethylene oxide -Requirements for development,
validation and routine control of sterilization process for
medical devices.

3) 1ISO 15223 -1: Medical devices — Symbols to be
used with medical device labels, labeling and information
to be supplied - Part 1: General requirements

4) 1ISO 14971: Medical Devices — Application of risk
management to medical devices.

5) 1SO 10993 -1: Biological evaluation of Medical
Devices - Part 1 - Evaluation and testing within a risk
management process.

6) ISO 14644-1: Cleanrooms and associated
controlled environments - Part 1: Classification of air
cleanliness by particle concentration.

7)1SO 11607-1 : Packaging for terminally sterilized
medical devices — Part 1 : Requirements for materials,

sterile barrier systems and packaging systems.
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