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3 Layer Non-woven Disposable Face Mask

Disposable Face Mask Key Features:

-Skin Friendly High Quality PP Material, 3-Ply
-Low Breathing Resistance, Bacterial Filtration Efficiency(BEF)=95%

-Ear Loop, Elastic Band, Latex Free

-Anatomic Adjustable Integrated nose bridge

-Size:17.5%9.5cm




Face Mask Packing Info
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Packing Size: 52%*38%*34cm
Net Weight: 6.0KG

Gross Weight: 6.5KG
Quantity: 2000pcs/carton
(40box/carton,50pcs/box)
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Face Mask Certificates —EN14683 BFE & Delta P Test Report

Stwdy Number 1088913-S01
Sponsor “'Nelson Labs. Bactenial Filtrason Efficiency (BFE)
“'Nelson Labs Mavis CUI E et and Difterental Pressure (Detta P) Final Report
' N ncmed Medical Technical (Beijing) Co.. Ltd e bk sk
A Sotera Health tompany ¥ Room 119, No. 1111
South Huihe Road, Chacyang District
Beijing, 100000 Results:
CHINA | Test Ao Number | Percent BFE (%) ] Deta P (mm H:0lom) | Deta P (Paiom) |
Bacterial Filtration Efficiency (BFE) ! g0 36 352
and Differential Pressure (Delta P) Final Report : :: :: :::
: 4 >50.9 34 18
Tast Article:| Pro;tuum Non-woven Face mask 5 998 as 88
(o) CMALT14
Study Number: :00&9“‘?3-501 * There were na detected colonies on any of the Andersen sampler plates for this test article
Study Received Date. 23 Aug 2018
Testing Facity. Nelson Laboratories. LLC The filtration ol!h:or::y ;;ommgeowg (:doumdooumm following aguation
6280 S. Redwood Rd x. -
Sait Lake City, UT 84123 USA % BFE'= —— x100 T = Plate count total recovered downstream of the test article

The nt o83l =1 i
Test Procedure(s). Standard Test Protocol (STP) Number: STPO00 Rev 15 O T 0 U S Mg Whor g

Deviation(s): None

Summary: The BFE lest is performed to determine the filtration efficiency of test articles by comparing
the bacterial control counts upstream of the test article to the bactenal counts d tream. A Susp

of Stephylococous aureus was aeroscized using 3 nebulizer and delivered 1o the test article at a constant
flow rate and fored air pressure. The challenge delivery was maintained at 1.7 - 2 7 x 10° colony forming
units (CFU) with a mean parficle size (MPS) of 3.0 £0.3 ym The aserosols were drawn through a six-
stage, viabs particle. Andersen sampler for collection  This test method complies with ASTM F2101-14,
EN 146832014 Annex B, and AS43812015

The Delta P test s performed to determine the breathability of test articles by measuring the differential
air pressure on either side of the test article using 8 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 EN 14683:2014, Annex C
and AS4381:2015

All test method acceptance critéria were met  Testing was performed in compliance with US FDA good
manufacturing practice (GMP) regulabons 21 CFR Parts 210, 211 and 820

TestSide  Insice
BFE Test Area. -40 cm”
BFE Fiow Rate:  28.3 Liters per minute (L/min)
Delta P Fiow Rate' 8 L/min
Canditioning Parameters: 85 2 5% retative humidity (RH) and 21 £ 5°C for @ minimum of 4 hours
Test Article Dimensions. =177 mm x ~158 mm
Positve Controt Average: 25 x 10° CFU
Negative Monitor Count <1 CFU
MPS  31pm
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Face Mask Certificates —EN14683 MC Test Report

Study Number 1111909-S01

ﬁ- Nelson LabS ) Msazg“&;-‘ 6 NE|SO|"| LabS Miceobial Cleaniness (Bicburden) of Madical Masks Firel Report

Lyncmed Medical Technical (Bajing) Co., Lig A Sotera Health compary
A Sotera Health company Room 118, No. 1111, South Huihe Rd., Chaoyang District
Beijng, 100000

CHINA Tost Method Accaptance Criteria: If appiicable. anasrabic controls are accepsable for the bicburdan

i i i i i tast results.  The number of masks 10 ba tested shall be & minimum of 5 or Mare to Meet an Bcoaptabia
Microbial Cleanliness (Bioburden) of Medical Masks Final Report e R T o

Procedure:
Test Aticle:  Product Name: Non-woven Face mask Positive Cantrals/Menitors:  Bacilus atroph
- LOT ¥CMA4714 Extract Fluid:  Peptone Tween” with Sodium Chiloride
Stud: R‘::ay‘:ugger ;;%2?23%1 Extract Fluld Vokime: ~300 mL
Y Recened Dety; ; Extract Method:  Orbital Shaking for & mirefes at 250 mm
Testing Facility: Nelsen Laboratories, LLC Pisting Method:  Mernbeane Fitration
G280 S. Rm«:d Rd. Agar Medium:  Tryptic Soy Ager
Salt Lake City, UT 84123 U.S.A. Sabo Dextrose Agar with Ch -
Test Procedures).  Standard Test Ffvoloooi (STP) Numbsar. STPO0GS Rev 14 R EMciency:  Ext live Rirsee Method
Devistions) %:l:mav Speciication Sheet (CSS) Number. 201805306 Rev 01 Asrobic Bactena:  Plates ware incubated 3 days at 30-35°C, then enumerated,
. Fungal: Plates were incubated 7 days at 20-25°C, then enumerated.
Summary: The testing wes conducted n accordance with EN 14633:2014, with the exception of
approximate volumes of eluent used when parfoming the axtraction procedure and a temperature rangs
of 30.35°C used for asrobic incubaticn.
When biaburden msuls ame calculated using a software program, manuad calcuations may dier shightly
dus 10 rounding.  The counts delermined on products are colony forming units and may not always reflect
indvidual s The perioems oy statistical analysis and defermines the acceptable
limets. Testing was parformed n complance with US FDA goed manufacturing practice (GMP ) regulations
21 CFR Pans 210, 211 and 520,
Results:
_
1 <3 <3
z =3 <3
3 <3 «<3
4 <3 =3
5 <3 <3
Res oNery E’&. n i * uTD
< = No Organisims Detected
UTD = Unable 1o detammine
Note: Sample posilive tesfing was perormad using Bacillus albrophaevs.  Tha test article was nol
inhibitory using this test mathod,
Qlofe Tha rasulls are repoded as colony forming units (CFU) per mask,
7 UTD due to zero count on the frst rinse. An alemate method o inccuiated product reconery eficiency
15 recommended.
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Study Deactor Robert Putnam Study Completion Date and Time
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Face Mask Certificates —EN14683 Synthetic Blood Penetration Resistance Report

Q’ Nelson Labs. Mewis CUA

ASolecaaskigigmey S S o iy
South Huihe Road, Chaoyang Owstnct

Beijing. 100000

CHINA

SynMc Blood Penetration Resistance Final Report

Test Article: m me: Non-woven Face mask
LOT $CMA47 14
Study Number.  1088942-S01
Study Roce«nd Dater . 23 Aug 2018
Testng Faciity  Nelson Laboratonies, LLC
6280 S. Regwood Ra
Salt Lake City, UT 84123 US A
Test Procedure(s) Standard Test Protocol (STP) Number STPCO12 Rev 08
Deviation{s) None

Summary: Ths procedure was performed to evaluate surgical facemasks and other types of protective
clothing matenals designed o protect aganst fud The p of this p dure is 0
mmmﬂw“mmmmdmmmmnmmm”m
possble exposure to tlood and other body flucs. mmmmmmsmmumd
umuaosm Awmazma ¥ blood was empioyed using the targeting plate

This test method was designed fo comply with ASTM F1862 and ISO 22609 (as referenced in
EN 14883 2014 and AS4381:2015) with the following exception IS0 22608 requires testing to be
performed in an environmant With a temperature of 21 = 5°C and a relative hiumicity of 85 £ 10%. Instead
festing was performed of ambient conditions within one minute of removal from the envircamental

chambar held at those paramaters.
All 1est method acceptance crtena were met. Testng was performed In compliance with US FDA good
manutecturing p (GMP) regut 21 CFR Parts 210, 211 and 520
Numberof Test Articles Testes: 32
Number of Test Aticies Passes 30

Test Sde  Outside

Pre-Condioning.  Minimum of 4 hours at 21 2 5°C and 85 ¢ 5% relative humidity (RH)
Test Condibons:  18,8°C and 32% RH

Results: Per ASTM F1852 and I1SO 22606, an acceptable qualty Iimit of 4. 0% Is met for @ nomat single
sampling pian wnonmd&‘mmmm

Test Pressure: 120 mmHg (16 0 kPa)

| Synthetx Blood Penstratian |
1-18, 20-26, 28-32 None Seen
19.27 Yes
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Face Mask Certificate

Lut’;’!//’/ﬂ”h\\\\.\\:‘\\‘\w\
N

\\!"v

AN

N

/ N

v’"

".b

Q A 1)
Certificate No.: 2020LM191105

Declaration of Conformity

er: Ly d Medical Technology (Beijing) Co.,Ltd.
Room 119, Floor 1, Guotoushangke Building No.1111 South Huihe
Road, Chaoyang District, 100022 Beijing, China

Product : Face Mask
Class: Class I;
Standards: EN 14683:2019 Type |
Conformity assessment procedure: Annex VII

meets the provisions of the directive 93/42/EEC and its transpositions in national laws
which apply to it. The declaration is valid in connection with the “final inspection
report” of the device.

Authorized representative:

Lynane(‘l/"tecllnologyf o .SRi.

ITALY MILANO (MI) VIKI;ROCACCIN 1 GIULIO CESARE 32 CAP 20154

Tel: +39 3778578323

Email: tinatian@lyncmed.com

Beijing. 2019.7.17
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CE Certificate



