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5) O= FDAUIM olz7|7|ee8)E e, #FILE: FXX
FDA, 2L} HIO|[HA IKEH Hl| 2 7|7+5°J OHHOIAS A SZF0| CHSH Al FX(20.5), Surgical
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1. 'Surgical Masks-Premarket ~ Notification[510(k)] ~ Submissions; , FDA
Guidance, 2004

2. "Enforcement Policy for Face Masks and Respirators During the Coronavirus
Disease(COVID-19) Public Health Emergency(Revised) ; , FDA Guidance, 2020

3. NIOSH, 42 CFR Part 84, Approval of respiratory protective devices

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

5. 2577] S7FAIALAAL Sl ARE TE(AIE SRR A Al A2020-26 )

6. SlOr)E FES| AT A (Al ELIRERIAA TA] AR017403)

7. BAE viae] 71 Aol tik Tl =Rl A oREqkdA, 2019

8. BT QIS8 FHTA| AR017-645)

9. EN 149 : Specification for filtering half masks to protect against particles.

10. ASTM F2100 : Standard Specification for Performance of Materials Used in
Medical Face Masks

11. ASIM F2101-19 Standard Test Method for Evaluating the Bacterial Filtration
Efficiency(BFE) of Medical Face Mask Materials, Using a Biological Aerosol
of Staphylococcus aureus

12. ASTM F1862 Standard Test Method for Resistance of Medical Face Masks to
Penetration by Synthetic Blood(Horizontal Projection of Fixed Volume at a
Known Velocity)
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13. ASTM F299 Standard Test Method for Determining the Initial Efficiency of
Materials Used in Medical Face Masks to Penetration by Particulates Using
Latex Spheres

14. 1SO 10993-1:2018  Biological evaluation of medical devices — Part 1:
Evaluation and testing within a risk

15. ISO 22609:2004 Clothing for protection against infectious agents — Medical
face masks — Test method for resistance against penetration by synthetic
blood(fixed volume, horizontally projected)
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