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ISO 11135:2014 - Sterilization of health-care products — Ethylene
oxide — Requirements for the development, validation and routine
control of a sterilization process for medical devices

ISO 10993-7:2008 - Biological evaluation of medical devices —
Part 7: Ethylene oxide sterilization residuals
http://www.inchem.org/documents/icsc/icsc/eics0155.htm
https://www.who.int/ipcs/publications/cicad/en/cicad54.pdf
https://www.epa.gov/sites/production/files/2016-
03/documents/ethylene oxide 2004guide.pdf
https://www.cdc.gov/infectioncontrol/guidelines/disinfection/steriliz
ation/index.html
https://www.cdc.gov/infectioncontrol/guidelines/disinfection/steriliz
ation/ethylene-oxide.html
https://www.fda.gov/medical-devices/general-hospital-devices-and-
supplies/ethylene-oxide-sterilization-medical-devices
https://www.fda.gov/media/74445/download
https://www.epa.gov/stationary-sources-air-pollution/ethylene-
oxide-emissions-standards-sterilization-facilities
https://eur-lex.europa.eu/legal-
content/EN/TXT/PDF/?uri=CELEX:31993L.0042&from=EN
https://www.fda.gov/medical-devices/general-hospital-devices-and-
supplies/fda-innovation-challenge-1-identify-new-sterilization-
methods-and-technologies
https://www.iso.org/obp/ui/#iso:pub:PUB400001:en
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