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Test Article.  VONO1BEW-3-1
VOND185W-3-2
VONO1BSW-3-3
VOND1BEW-3-4
VONO1B5W-3-5
Study Number, " 847851-501
Study Received Dates 22 Feb 2017
Test Procedurs]  Standard Test Protocal (STP) Nurmibit, B01-STPO00S Rev 05

Summary: This procedure was performed to evafuate the non-viable|particle filtration efficiency 5P‘F§|;|q1'
the test aricle. Monodispersed polystyrene atex spheres (PSL) were nebutzed, dried and passed
through inédest article  The partcles that passed thigugh the 1Bt anticle were enumerated using @ laser
particle counter

Three cne-minute mnNMmm.mmnmammmaw.mmMmm
‘Thres one-minute control counts wera parformad, without & test article in the sysism; before and after
each test articie and the counts were averaged, Control counts were parformed 1o defermine the average
number of particles delivered fo the tast artcle. The fitration efficiency was calculated using the average
number of particles penatrabing the 1est articke compared ta the average of the contrl values.

The procedurs employed tha basic paricle firation mathod descrbed In{ASTM F22808] with some
axceptions; notably the procedure incorporated a non-neutralized H’mﬂum in real use, parlickes cany a
change, thus this challenga represants a more natural siate. The n lized aerosol 15 also specified
in the FDA guidance:document on surgical face masks AN test method accaptance critania were met
Tasting was performed = compliance with US FDA good manufacturing practice (GMP) regulations 21
CFR Parts 210,21 1'and 820.

Tast Sade  Inside
Ares Tested:  015em?
Particle Size: 0.1 um
Laboratary Conditiong:  21°C, 24% relative humidity (RH) af 0758, 21°C, 23% RH at 1030,
Average Filtration Efficiency.  §5.74%
Standard Deviaton 0032

Rasults:

Test Atticke mmm Average Control Gounts | Fillration Efficency (%)
WVRND1BEW-3-1 13,428 go.74
WONO1BEN-3-2 of & 34 13,140 LD b
WVONDTESW-3-3 3N 13,057 2878
VONO1BEW-3-4 3 15990 %" 89.768
WVONO185W-3-5 42 13.288 99.68
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