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Test Aricle.  VONO1BEW-3-1
WOND1BEW-3-2
VOMO1BSW-3-3
VOMO1B5W-3-4
VOMD1BEW-3-5
Study Mumber  S5TE2G-S01
Study Receved Date: 10 Apr 2017 p
Test Plocedure(s)  Standard Tes! Pralocal (STPpNumbes B01-STPO00 Rev 14

Sumimary: The BFE test s performed 1o determinge the Mration efficiency of test aricias by eomparing
MmmﬂmmummufhﬂMMhmlmunﬁmm A Suspengiaon
ol Staphylococcus BUEwS wes Bernsolized Using 8 nebulizer and delivered to the test at @ constant
i rate and fixed air pressure. The chalenge dedvery was maintained &t 17 - 27 210 n:luﬂylu‘mng
units (CFL) with a mean particle siza (MPS) of 30+ 03 um.  The serosols weng drawn thicug

stape, viable particle, Andersen samgler for collection. This test method comphas with

and EN 148E2 2014, Annex B,

The Delta P test is performad to detenmine the breathabdity of test arficles by measuing the differential
air pressure on either sida of the test anticle using @ manomeler, at 8 canstant fioy

W raie hia et
was designed to complywith MIL-M-36854C, Section 4412 Endwnpim with |EN 14683 2014, |A
c

All test method scceptance criteria were mel. Testing was performed in compliance with US FDA good
mm {GMP) regulabons 21 CFR Paqis 310,211 and 820

Test Side.  Inside

BFE Test Area.  -40 cm’

BFE Flow Rate: 28 3 Liters per minute (Limin)

Deita P Flow Rate: 8 Limin )
Conditioning Parameters: 85 + 5% relative humidity (RH) and 21 £ 5'C for a minimural4 hours
Test Article Dimensions.  ~175mm x ~155 mm
Positive Control Average: *1 % 107 CFU
Negative Monitor Count =1 CFU
MPS. 31um
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e Study Number B5T828-501
e Bacterial Féiraton Efficeency (BFE)
ang Differential Pressure (Delta P) Final Repord
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Results:
TestArtle Perconl BEE(%) | DeMa P (mm HyOicm®)  Delta P (Palcm’)
WONO1BSW-3-1 a9 % 26 258

S VOND1BEW-3-2 985 29 287
VONO18EW-3-3 882 25 285
VONO1BEW-3-4 804 25 ok 248
VONO1BEW-3-5 q04 26 254

The filtration eficensy percentages were calculsted wsing tha fallewing equation
€=T C = Positve control average
% BFE s o x 100 T = Plale count total recovered downstream of the test aricle
€ Note: The piate count total is available upon request
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