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Q�O#@��@/O*#.์ 2Aห/?&2/-ค//&�-G�O1>'@�N*EP/'�'O/�#@�N B%ห@.Q�  
�DP�//�O&&QหOO%&N�O@�?&Q&ห%O@//&�-G�O1>'@� '/>�/& O/.O(N%�//�
/%F,@ค�%@ N1O� 2@./? 0C/1>ห/E/ค1O/�หG O1>O"&'/?&�/>�?& ? Q��-G�  
P .!O/�-CคF�2-&?!BQ%�@/�//�/%F,@คR O-@��/N@ห/E/N#N@�?& gc N'//์N�O%!์ 
�@/#%!N/�/�Nห1/ (Fluid  resistance) O1> �@/# 2/&ค/@-*/ C  
�?&Q&ห%O@ (Fit test) N*EP/'O/��?%2@/ค? ห1?P�N�O@ห/E///�2GN,@.%/�/N@��@. 
ห/E/1 �@/ 

!O/�-C-@!/�@%�O/Q �O/ห%DP� O1O/O!N�/�C  ?�!N/R'%CQ  
 (_) -@!/�@%(1B!,?��์/F!2@ห�//-ห%O@�@�Q�Oค/? Q�N C./�%B  N95  
1 ค/@-N2C P.��@/!B N�E Q/#@��@/O*#.์ -@!/�@%N1�#CP -/�. 2480 - 2562  
ห/E/#CP�>'/>�@0Q�O!N/R' #?Q�%CQ R-N//-"D�ห?/�O/Nค/EP/�ห-@.O1>�1@�  
 (`) -@!/�@%(1B!,?��์/F!2@ห�//-ห%O@�@�Q�Oค/? Q�N C./�%B  N99  
1 ค/@-N2C P.��@/!B N�E Q/#@��@/O*#.์ -@!/�@%N1�#CP -/�. 3189 - 2564  
ห/E/#CP�>'/>�@0Q�O!N/R' #?Q�%CQ R-N//-"D�ห?/�O/Nค/EP/�ห-@.O1>�1@�  
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1A ?& Nค/EP/�-E/O*#.์ -@!/�@%�/�Nค/EP/�-E/O*#.์ 
`_ 

(!N/) 
O*/N�/>�@.�/�N�E Q/P/ค N�N% N�E Q/O&ค#CN/C. N�E Q//@ N�E Q/R//?2 N'็%!O%  
/?%/@��N/QหON�B P/คห/E/�@/&@ N�O&�/�-%F1.์ห/E/2?!/์= 

 (a) -@!/�@%(1B!,?��์/F!2@ห�//-ห%O@�@�Q�Oค/? Q�N C./�%B  N100  
1 ค/@-N2CP.��@/!B N�EQ/#@��@/O*#.์ -@!/�@%N1�#CP -/�. 3190 – 2564 
ห/E/#CP�>'/>�@0Q�O!N/R' #?Q�%CQ R-N//-"D�ห?/�O/Nค/EP/�ห-@.O1>�1@�  
 (b) Guidance for Industry and FDA Staff, Surgical Masks – Premarket 
Notification [510(k)] Submissions '/>�@0N-E P/ March 5, 2004 ห/E/#C PQห-N�/N@  
Q%ห?/�O/ Fluid Resistance, Particulate Filtration Efficiency, Bacterial Filtration 
Efficiency, Differential Pressure (Delta-P) Test O 1 >  Flammability Testing  
P .Q%ห?/�O/ Particulate Filtration Efficiency !O/�# 2/&!@- NIOSH 42 CFR 
part 84 � O/ 84.174 Filter efficiency level determination test - non-powered 
series N, R, and P filtration  
    2Aห/?&ห?/�O/ Differential Pressure (Delta-P) Test ห@�(N@%�@/# 2/&
!@- NIOSH 42 CFR part 84 �O/ 84.172 Airflow resistance test QหO2@-@/"
Q�OO#%�@/# 2/&Q%ห?/�O/ Differential Pressure (Delta-P) Test R O  
    �/�C#CP NIOSH 42 CFR part 84 Q%ห?/�O/#CPN�CP./�?& Filter efficiency level 
determination test - non-powered series N, R, and P filtration O1 > 
Airflow resistance test -C�@/'/?&'/F�ห/E/O�OR�QหOQ�O'/>�@0#CPQห-N�/N@%?Q% 
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   (c) -@!/�@% EN 149:2001+A1:2009, Respiratory protective devices - 
Filtering half masks to protect against particles - Requirements, testing, 
marking ห/E/#CPQห-N�/N@ Q%ห?/�O/ 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 O1> Clogging O1>-@!/�@% EN 14683:2019+AC:2019, Medical face 
masks. Requirements and test methods ห/E/#C P�>'/>�@0Q�O!N/R' Q%ห?/�O/ 
Splash resistance (QหO# 2/&N�*@>ห%O@�@�#CP-C/> ?&�@/'O/��?%/> ?& Type IIR) 
O1> Bacterial filtration efficiency (BFE)  
   (d) -@!/�@% GB 19083-2010, Technical Requirements for Protective Face 
Mask for Medical Use ห/E/#C PQห-N�/N@ Q%ห?/�O/ Filtering efficiency, Gas flow 
resistance, Synthetic blood penetration, Surface wetting resistance, Flame 
retardationO1> Skin irritation  

(e) -@!/�@%/EP%#CPN#C.&N#N@ 
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