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[1] GB 19082-2023 [ M —xPER# Ak

[2] ISO 10993-1:2018 Biological evaluation of medical devices Part 1: Evaluation and
testing with in a risk management process

[3] ISO 10993-5:2009 Biological evaluation of medical devices Part 5: Tests for in
vitro cytotoxicity

[4] ISO 10993-23:2021 Biological evaluation of medical devices Part 23 Tests for
irritation

[5] ISO 11607-1:2019 Packaging for terminally sterilized medical devices Part 1:
Requirements for materials, sterile barrier systems and packaging systems.

[6] ISO 11737-1:2018 Sterilization of health care products Microbiological methods
Part 1: Determination of a population of microorganisms on products

[7] ISO 11810:2015 Lasers and laser-related equipment Test method and classification
for the laser resistance of surgical drapes and/or patient protective covers Primary
ignition, penetration, flame spread and secondary ignition

[8] ANSI/AAMI PB70:2022 Liquid barrier performance and classification of protective
apparel and drapes intended for use in healthcare facilities



