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ISO 10993-1:2018 Biological evaluation of medical devices —Part
1:Evaluation and testing within a risk management process

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

ISO 10993-7:2008 Biological evaluation of medical devices— Part 7:Ethylene
oxide sterilization residuals

ISO 10993-10:2021 Biological evaluation of medical devices — Part 10:
Tests for skin sensitization

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 11607-1:2019 Packaging for terminally sterilized medical devices —Part
1: Requirements for materials, sterile barrier systems and packaging systems
ISO 13485:2016 Medical devices — Quality management systems —
Requirements for regulatory purposes

GHTF/SG3/N99-10:2004 Quality Management Systems — Process Validation
Guidance

ISO 14971:2019 Medical devices — Application of risk management to
medical devices

ASTM F2100-23 Standard Specification for Performance of Materials Used
in Medical Face Masks

ASTM F1862/F1862M-17 Standard Test Method for Resistance of Medical
Face Masks to Penetration by Synthetic Blood (Horizontal Projection of
Fixed Volume at a Known Velocity)

ASTM F2101-23 Standard Test Method for Evaluating the Bacterial
Filtration Efficiency (BFE) of Medical Face Mask Materials, Using a
Biological Aerosol of Staphylococcus aureus

ASTM F2299/F2299M-03(2017) Standard Test Method for Determining the
Initial Efficiency of Materials Used in Medical Face Masks to Penetration by
Particulates Using Latex Spheres

EN 14683:2019 Medical face masks. Requirements and test methods

JIS T 8062:2010 Clothing for protection against infectious agents -- Face
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https://www.iso.org/en/contents/data/standard/07/52/75279.html
https://www.iso.org/en/contents/data/standard/07/52/75279.html
https://www.iso.org/en/contents/data/standard/05/97/59752.html
https://www.iso.org/en/contents/data/standard/05/97/59752.html
https://www.iso.org/en/contents/data/standard/07/27/72704.html
https://www.iso.org/en/contents/data/standard/07/27/72704.html
https://www.astm.org/f2100-23.html
https://www.astm.org/f2100-23.html
https://www.astm.org/f1862_f1862m-17.html
https://www.astm.org/f1862_f1862m-17.html
https://www.astm.org/f1862_f1862m-17.html
https://www.astm.org/f2101-23.html
https://www.astm.org/f2101-23.html
https://www.astm.org/f2101-23.html
https://www.astm.org/f2299_f2299m-03r17.html
https://www.astm.org/f2299_f2299m-03r17.html
https://www.astm.org/f2299_f2299m-03r17.html
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masks -- Test method for resistance against penetration by synthetic blood

(fixed volume, horizontally projected)
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