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OBN
BSJ
8YG
BYF
KGB
KHA

Humicifier, Resgicatory )

’ Device

% + Patwant | e
Mask, Gas. Ansthelic

Mask Oxygen

Mask, Oxygon, Low Concentrasion, Ventur

Mask, Oxygen. Non-Rebreathing

Mask, Scavanging

NMC
KLW
RFG
o) 74
BTK

QUK

Mask, Veolkator Non-Conlinuous, Reprocessed
Masker Tinnitus

Mictoelectronic Mask Or Chip Procussing. Checking, AndiOr Repaie

Padsatnc/Chid Facemask
Sirap. Hoad, Gas Mask

Surgical Mask With AntimicrobabAntviral Agent

¢ TNomber § Cise ¢
Respratory Gas Humdier 865 5450 2
Anesthelic Gos Mask | 8685550 |

Oxygen Mask 868 5580
Vontur Mask 868 5600
Nonrebreathing Mask 868 5570
Scavenging Mask 80685500

Surgical Appare! 8§78.4040 2

Noncontinuous Ventiator (IPPB) 863 5905 2

Tinevitus Masker 8743400 2

[ [ not classfied
Surgical Apparel 878 4040 2
Gas Mask Head Strap ! \ _}"?/" L'jJ”LTl]’r_'
Surgical Apparel 878 4040 2
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ke gelaf e FL SR YR S rgical N95 respirators and N95 filtering facepiece respirators are exempt

from the premarket notification procedures in subpart E of part 807 of this chapter subject to
878.9, and the following conditions for exemptionf

(1) The user contacting components of the device must be demonstrated to be biocompatible.
(ii) Analysis and nonclinical testing must:

(R) Characterize flammability and be demonstrated to be appropriate for the intended
environment of use; and

[B) Demonstrate the ability of the device to resist penetration by fluids, -~ .zh Fg_blpod apd
body fluids, at a velocity consistent with the intended use of the device. “{ ') éi’j:f_%”“ﬁ

(1i1) NICSH approved under its regulation.

OB N4MBEE ASTM BRE, WF:
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Fluid Resistance with synthetic blood ASTM F 1862
Delta P
Differential pressure mm H20/cm?2 MIL-M-36954C
Bacterial Filtration Efficiency (BFE) ASTM F 2101
Submicron Particle Filtration (PFE) @ 0.1 ASTM F 2299
Flammability Testing 16 CFR Part 1610
Cytotoxicity IS0 10993-5:2009 R A
Oral Mucosa Irritation & Sensitization I1SO 10993-10:2009 '
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NIOSH IAERFIOZBE/E 42 CFR Part 84 f9ER, Iidig
FREIEITESFE N (Exhalation Resistance Test), 15 &)t
i (Exhalation Valve Leakage Test). MRS BEAIME

(Inhalation Resistance Test) . 1M (Sodium
Chloride Test)&s,

FHEPA N S4RdE: NIOSH Standards (Title 42 CFR Part 84)
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N95/P95/R95 5% = 95% 35mm HO
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N100/P100/R100 0.03% = 99.97% 35mm HO
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