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(@ Guidance for Industry and FDA Staff, Surgical Masks - Premarket
Notification [510(K)] Submissions Uszmeidle March 5, 2004 videflazuszmaldsioly Tuinde
Flud Resistance, Particulate Filtration Efficiency, Bacterial Filtration Efficiency, Differential
Pressure (Delta-P) Test way Flammability Testing laglu#ide Particulate Filtration
Efficiency Aeenadauma NIOSH 42 CFR part 84 4@ 84.174 Filter efficiency level
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dmSuiale Differential Pressure (Delta-P) Test vnuun1sngeusa NIOSH 42
CFR part 84 o 84.172 Airflow resistance test lnaruisaladununisnaasuluiide
Differential Pressure (Delta-P) Test 1@

37l NIOSH 42 CFR part 84 luwadefiientu Filter efficiency level determination
test - non-powered series N, R, and P filtration wag Airfflow resistance test gn15U5 ‘U‘Uj N
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(@ w1z EN 149:2001+A1:2009, Respiratory protective devices - Filtering
half masks to protect against particles - Requirements, testing, marking vieflazlssmeldsely
Tuvva Practical performance, Total inward leakage, Penetration of filter material,
Compatibility with skin, Flammability, Carbon dioxide content of the inhalation air,
Exhalation valve (s), Breathing resistance waz Clogging Hazdnsgu EN 14683:2019+AC:2019,
Medical face masks. Requirements and test methods wSeflavUsenieldsiely Tuade
Splash resistance (Wivmaauannzmtinnfifissiunistestusediu Type IIR) wae Bacterial
filtration efficiency (BFE)

(o) uIMIg1U GB 19083-2010, Technical Requirements for Protective Face
Mask for Medical Use wSefiasusznaldsalu Tuade Filtering efficiency, Gas flow
resistance, Synthetic blood penetration, Surface wetting resistance, Flame retardation
ey Skin irritation”
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