3 Ply Medical Masks Sterile
(CE, FDA cer fied)

» Non-woven multi-layer design.

e Ultra-sonic weld ensures a strongly constructed mask,
eliminates holes and defects.

e Adjustable Nose Piece for better fit.

e Fluid Resistant.

e BFE > 95%.

e Size: 175mm x 90mm

* Package: 20pcs/Sterile sealed bag, 150bags/ctn
e G.W: 11kg 3000pcs/ctn

e N.W: 9.5kg

e Capacity: 200k/Day

e MOQ: 50k

e Delivery date: 2 days after receipt of payment
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Verification of the presence of the
Technical File in regards of the Medical
Devices Direclive 93/42/EEC Annex VII

Disposable Surgical Mask (no sterile)
Ear hook

Class | [no sterile)
[eccordingly 10 the Manulacturer's decianation)

we aoftest that a Technical Fie in relerence fo the
Directive 93/42/EEC s in ploce far the (€ Morking
process, Technical File identified with the no
TMDDMJ2003183551-AG172

The manulacturer & responsible for the CE Marking
process, and nol exempled fo cony out ofl necessary
complionce octivities. This document has been ssued
on the basis of the reguiation on ECM Voluniary Mark
for the cerfification of products. RGOI_ECM rev.d
availoble at: www.enlecerma.it

Ente Cerfilicazions Macchine
Via Cé Belic, 243 - 40053 Voliomoggia Loc, Costelio di Seravale [Bo) taly
| +IP0516705141 & +39.0516705156 -] infoWentecermait & www.entecemalt
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Bacterial Filtration Efficiency (BFE)
and Differential Pressure (Delta P) Final Report

Study Number:  1165455-S01
Study Received Date: 26 Mar 2019
Testing Facility. el egherms |65
ol T Sguwmor B
Wl e Oy LTI AR
Test Procedure(s) Tt “per Spmen BT e TPV S U
Deviation(s): None

Summary: The BFE test is performed to determine the filtration efficiency of test articies by comparing
the bacterial control counts upstream of the test article to the bacterial counts downstream. A suspension
of Staphylococcus aureus was asrosolized using a nebulizer and deliverad 1o the test article at & constant
fiow rate and fixed air pressure. The chalienge delivery was maintained at 1.7 - 2.7 x 10° colony forming
units (CFU) with a mean particle size (MPS) of 3.0 £0.3 pm. The aerosols were drawn through a six-

, viable particle, Andersen sampler for collection. This test method complies with ASTM F2101-14
and AS4381:2015,

The Deilta P test is performad to determine the breathabdity of test anicles by measuring the differantial
air pressure on either side of the test article using 3 manometer, at a constant flow rate. The Delta P test
was designed to comply with MIL-M-36954C, Section 4.4.1.2 and complies with AS4381:2015.

All test method acceptance crileria were met. Testing was performed in compliance with US FDA good
manufaciuring practice (GMP) regulations 21 GFR Parts 210. 211 and 820

Test Side:  Smooth Side
BFE TestArea:  ~40 em®
BFE Flow Rate: 28 3 Liters per minute (L/mn)
Delta P Flow Rate: 8 L/min
Conditioning Parameters: 85 1 5% relative humidity (RH) and 21 £ 5°C for a minimum of 4 hours
Test Anticle Preparation.  Swatches Cut from the Material
Positive Control Average: 2.5 x 10° CFU
Negative Monitor Count. <1 CFU
MPS: 30um
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Results:
[ TestAmce | Percent BFE (%) ] Delta P (mm H;Olcm’) | Detta P (Pafc) |
mb-sampieQ >88.8" 28 285

mb-sampie02 >59.9" 28 285
mb-sample03 >50.8* 29 283
mb-sample4 »>50.6" 27 284
mb-sample0s =95 9" 24 239

* There were no detected colonies on any of the Andersen sampler plates for this test article
The filtration efficiency percantages ware calculated using the following equation.

c-7 C = Posdive conlrol average
%BFE = —— x100 T = Plate count total recovered downsiream of the test anticle
Noté The plate count total is available upon request
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National Medical Administration certificate




Medical Manufacturer license




Product registration for medical masks
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