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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)>98%
-Ear Loop, Elastic Band, Latex Free

-Anatomic Adjustable Integrated nose bridge

-Size:17.5*9.5cm
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Face Mask Packing Info
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Packing Size: 52*38*30cm
Net Weight: 6.0KG

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

A\ Nelson Labs.

s il Lyncmed Medical Technical (Bejing) Co

119 No H:g
South Huihe Road. Chaoyang District
Beijing, 100000
CHINA
Bacterial Filtration Efficiency (BFE)
and Differential Pressure (Delta P) Final Report

Test Artcle  Product Name: Non-woven Face mask
LOT No. CMA4T14
Study Number  1088913-S01
Study Received Date 23 Aug 2018
Testing Facity elocn Lsboretores LU

6280 S. Recwood R
sumcny ut uvu USA
1m9mm| suw est Protocol (STP) Number: STP0004 Rev 15

Summary: The BFE test & performed 10 determine the fitraton eficiency of test aricies by companing
mmmmmwﬂmwmbnmwmmmnﬂm A suspension
wm!mumwwlm Geirvered 1O the test articie at @ constant
fow rate and fxed ar pressure chasienge del maintained at 1 7 - :.x!ﬂ'ooianybmmg
u‘cru;m.mmmlu»sm)o.osm The aerosols wer
collecton oot malod compten R ok

stage. vable Andersen sampler for
EN 14883 2014 Annex B. and AS4381 2015
mmvuhmnmuwwuwmmnywvluNGMvnnlul

e pressure on either side of the best artcle USing & manomater. at @ constant flow rate  The Dalta P test
was designed to comply with MIL-M-38954C smuumcmmwsmmnuu Annex C
and AS4381 2018

Al test method acceptance critera Testing was performad in compiiance with US FDA good
mandachurng pracice (GMP) reguitons 21 CFR Para 210711 and 820

Test Side.  Inside
BFE Test Aea  ~40 cm®
BFE Flow Rate 28 3 Liters per minute (Limin)

8 LUmin
Conditioning Parametars 85 & 5% relative humidity (RH) and 21 £ 8°C for a minkmum of 4 hours
Test Aicle Dimensions.  ~177 mm x ~158 mm
Postive Control Average. 25 x 10° CFU
Negative Monitor Count. <1 CFU

MPS  31yum

Study Number 1088913-501
ﬁ,’ Nelson Labs. BacterialFitration Effciency (BFE)
A Sotera Health company 2nd Diferental Pressure (Deta P) Final Report
Results:
1 L] s 82
2 "we R} 6
3 w7 a7 e
4 08" 34 05
5 %o e %8

* There were no detected colonies on any of the Andersen sampler plates for this test atcle.

The raton sficercy paoeniages wers csted ve P lowkg equeton:
c-r C = Positive control
%o BFE = “—= x 100 T = Pats coun ol recovered dowsiraam of e est arice
¢ Note: The piate count total is avaiiable Upon request

011907300 onisbecom | (alerebionisb o - P e e
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Face Mask Certificates —EN14683 MC Test Report

@ Nelson Labs. " ""a‘:‘,:"‘"“’

Lyncmed
A Soters Heslth company Room 118, No. 1111, South Hue
Beyng. 100000
CHINA

Microbial Cleanliness (Bioburden) of Medical Masks Final Report

TestAdicle  Product Name: Non-woven Face mask

Study Number.  1088914-S01
Study Recewed Date 23 Aug 2018
Testing Faciity.  Neison Laboratories, LLC

Sait Lake City, UT 84123 USA
Test Procedure(s)  Standand Test Protocol (STP) Number: STPOOJS Rev 14
Customer Specification Sheet (CSS) Number 201805306 Rev 01
Deviation(s)

Summary: The testing was conducted in accordence with EN 145832014, with the exception of
of elvent used when performing the extracton procedure and a lemperature range
incubaton

When resuts are using a program, manual caiculations may differ sightly
due to rounding. The Counts determined on products are colony fOMMING uNits and may not ahways reflect
vMI.-muww!-n- The sponsor acceptatie

performs any statstcal analyss and determines the
mmusmme|W1w

was performed in
21 OFRMQGG 211 and 820

1 L] L 3

2 33 L ¥ 519 57

3 33 3 s 389 109

4 34 51 < 542 159

5 34 & ¢ ns 28
B5T%

5.1.2e
LU UL DR
osegrasot
B | b | e [ —
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Number 1088914-501
Final Report

@ Nelson Labs. (Boburden) o ek

ASotera Health company

r-nmmcm If appiicable, anaerobic controls are acceptable for the bioburden
test results. The: number of masks (o be tested shail be @ minimum of § o mare to Meet an acceptable
qQuality level of 4% The bioburden of the medical mask shall be < 30 chug tested

Procedure:
Postive ControlsMonitors  Bacifus atrophaeus
Extract Fluid.  Peptone Tween® with Sodium Chioride
Extract Fluid Volume:  ~300 ml.
©xract Mothod:  Orbhal Shakng o § mlukes o 260 e

Agar Medium:  Tryplic Soy Agar
Recovery Efficiency.  Exhaustive Rinse Method
Aerobic Bactera

Plates were incubated 3 days at 30-35°C, then enumerated.
Fungal  Plates were incubated 7 days at 20-25°C, then enumerated

L L . T 000 e ¢
Pagezef2
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Face Mask Certificates —EN14683 SBPR & EN14683 Blood Penetration Resistance Report

& Nelson Labs.

A Sotera Health company

Lymomed Madios Technoel m..,mg
119, No. 1111
South Huihe Road Cnny-nu District

Synthetic Blood Penetration Resistance Final Report

Tost Article:

Study Number
Study R.c-ma Date
ing Facilty

Test Procedure(s)
Deviation(s)

Product Name: Non-woven Face mask
LOT SCMA4T14

1088912-501

23 Aug 2018

Neison Laboratories. LG

us
Sllnd.ﬂ Test Protocol (STP) Numhm STP0012 Rev 00
None

LABORATORIES

nsor

LyncMed Group
No. 1111, South HuiHe Road,
100025, Beiiing CHINA

EN 14683:2005 Synthetic Blood
Penetration Resistance Final Report

Tost Adticle:
Labaratory Number-
Study Received Date
Test Procedure(s)

Non-woven Facemask

735314

27 Jan 2018

Standard Test Prolocol (STP) Number STP0012 Rev.05

Summary: This procedure was performed 1o evaluate surgical facemasks and ofher types of
materiais 1o

Summary: This procedure was performed to evaluate surgical facemasks and other types of protective
clothing materials designed to Broiect ageied fluid penetration  The purpase of this procedure is
simulate an arterial spray and eval

possibie exposure 1o blood and s body fuids. The distance from the target area surface to the tip of
the cannula is 305 cm. A test volume of 2 mi. of synthetic bicod s employed using the targeting plate
method

This test method was designed o comply wih ASTM F1882 and 80 22600 (as referenced i
EN 146832014 and AS43812016) with the folowing exceplion SO 22609 requires testing 1o be
performed in an environment with & temperature of 21 2 4°C and  relative humidity of 85 + 1% Instead
tosting was performed at ambient conditions within one minute of removal from the environmental
chamber held at those parameters

Al tast method acosptance criteris were mel. Testing was parformed in compliance with US FOA good
manutacturing practcs (GMP) regulations 21 CFR Parts 210, 211 and 820

mmmmnywmumnmmsn 148832005 Mnmmmm

Number of Test Articles Tested 32
Number of Test Articles Passed 32
Test Side  Outside

Pre-Conditioning  Minimum of 4 hours at 21 ¢ 5°C and 85 « 5% relative humidity (RM)

Test Conditions: 22 5°C aind 21% RM

Number of Test Articles Ti
Number of Test Atticie

(o
sod
Tost Side
Pre-Conditioning
Test Conditions

Per ASTM F 1862 and 180 2260,
sampiing plan when 220 of 32 test arich

n

30

Outsde

Minimunm of 4 hours at 21 4 8°C mnd 85 & 5% relative humidity (RH)
18.8°C and 32'% RM

an sccactable cusiy i o 4,0% s mt for  normal single
\OW pasKing results

Test Prossure 120 mmig (18.0 kPa)

1418, 20-26, 28-32

19,27

o.1.2¢e

o

waiesehomisin com

None Seen
Yeos
[0Sep20/8

“Study Cdmpletion Date

o FRTGE.0008 A 6
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Face Mask CE Certificate

Technical Data Sheet

Lyncmed Medical Technology(Beijing) Co., L1d.

c E EC DECLARATION OF CONFORMITY c €

Manutacturer:

whose single Authorized Representative:

We declare under our sole responsibility
that ;

Lyncmed Medical Technalogy(Beijing) Co., Ltd.
i 140, W11 Bocih Hlfia W, liseyong Dioret 96341 Bl

SUNGO Certification Company Limited
RM101, MAPLE HOUSE, 118 HIGH STREET, PURLEY, LONDON,
ENGLAND

-Non-woven products:Surgical gowns, | drapes, Surgical packs,
Pouches, Caps, Coveralls, F Sults,
Towels.Wipes, Shoets, Packs, Shoo covers, Aprons, Gowns,

Trousers, Sleeve covers, Pillow covers, Beard covers, Bags,Bibs,

Rolis, Briefs, Hair bands;

Disposable PE products:Shoe covers, Tray covers, Pouches, Caps,
Gloves, Aprons, Gowns, Sleeve covers. Bags. Sheets, Pillow case, Pallet

the medical device covers, Bibs;
gloves
“Disposable Nitrile examination gloves.
e gloves
Urine Cup for single
Urine Bag for single use
Mo, e 1l o o sl s omahey surms an e o o)
ol olass Class |
wonrdng 10 wves (X of dret D4IEEC
meats all [ apply to it
Gonformity assessment procedure 94LEEC, Annex V

The above mentioned declaration of
conformity is exclusively under the
responsibility of

Plage . date
Boljing 20" Dec. 2017

EC Declaration of Conformity

Lynemed Medical Technology{Beling) Co., Lid.

Logadly binding signatursef unction

CE Certificate

TECHNICAL DATA SHEET - CONFIDENTIAL

This informaton shall not be disclosed to any other party

Product

Quaity

Size & fixture

primary

Intended Use

Shelf life

QA documents

Medical Face Masks, 3 ply

Norm EN 14683, Type |

BFE% 2> 9%
Differential Pressure (Pa/cm’) < 204
Splash Resistance Pressure (nm Hg)  not required
Cluig < 30

lab test must be provided, showing that the lot meets the EN 14683 Type | requirements

Latex free, 3 ply mask:

1st ply, outside 25 gsm non-woven
2nd ply, 25 gsm melt blown filter
3rd ply, inside 25 gsm nonwoven

eartoop: body 17,5 9.5 om, ultrasonicaly welded latex free earloops at the outside of mask body

50 pes per box with lot numer and color marked on the square on the box
‘earloop case 40x50 pes case white with full color label, size 52x38x30 cm

The intended use of a medical face mask is to help prevent large particles expelled by the wearer
(e.g. spit, mucous) from reaching the patient or work enviranment. Fluids contacting the outer
surface of the surgical mask will not i soak through to the interior of the surgical mask
and contact the wearer's lips or skin.

Medical face masks are typically donned for a specific procedure. For infection control purposes
masks are typically disposed of after each procedure/patient activity.

Medical face masks are not designed to pass a fit test. Flat surgical masks fit loosely over the face
leaving large gaps between the mask and the wearer. It is uniikely that most of the air will pass
through the mask material. The air (and any airbome particles) will go through the gaps

5 years after production date

1o be traced back by the factory in case of recall or QA issues.

MDD 93/42/EEC Guideline, EN 14683
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Lyncmed Company Certificate

QGo7
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Business License Export Customs License



Lyncmed Company Certificate

TITIILITIIITTEIEIIIIIILI LI LIIELLS [IIIIIIIIITIIILIZILLILIILY
no. 0036827423 z‘

Y G10110108168307904
® 5
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THE PEOPLE'S BANK OF CHINA creon

Our Bank Reputation Cetrtificate

BRBESTRMREE &R ‘]
WREG: #20170384§
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200215 #ER: 1| #: 6801, 6806. 6807, 6810, 6864.
6620, 6866, 6812, 6826, 6840 (ILAL/ Wit Eilia Ui
) . 6840 (ESWTIAR) . 6841, 6854, 6855. 6856. 6863.
sanm 6822, 6831, 6823, 6824. 6830. 6857, 6870. 6846.
£821%*
2017FmARAR: N2
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Medical Equipment Business Registration License
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Lyncmed Company Certificate

A

TOVRheinland TOVRheinland

Certificate [ TOV Rheinland L

The Certification Body of
TOV Aheiniand LGA Products GmbH [ LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

heraby certifies that ihe organization

Lyncmed Medical Technology A -
R(!ci]ln !‘goﬁ L!d.1 | m“'
loom , Floor o Mo's
GUOTOUSHANGKE Building e paton e S 0 1maee 0001
No. 1111, South Huihe Road |
Chro-nzg District
100022 Beijing Organization: Lyncmed Medical Technology
China (Beijing) Co.. Ltd.
apobes 3 cuallty for medical devices ot BAL A S B
” UOTOUSHANGKE Building
for the following scope. . 1111, South Huihe Rosd
Manufacture and Distribution of Medical Devices oy ﬁ'::iﬂ
(see attachment for products included) China
Proof hes been furnished that the requirements specified in Soope: e =
EN ISO 13485:2016 Sterile latex Surgical Gloves, Non-sterile Examination
Latex gioves, Dental Nigh Speed ALr Turbine Mand-
. 1 Low Speed Alr Turbine Mand-piece,
e lulfilled The quality management system is subject 1o yeany surveliance tient Examinat Aer.\ Glove
ryngesl Mask Alrway, Ove
Eftective Date: 2018-12:08 v lﬂurql:al Bowna,
Surgical Capa , Bk
Certifcate Regstration No SX 60133380 0001 Alcohol Swe and Adult Diapers, Disposable

e Urine bag for Single
An 8udt was performed. Report No. 50180180 002 roley eter Silicone, Dental Alginate Mixer:

vinyl Examination Gloves, Sterile Gauie Spongel

Tris Certicate s vald unth 2021-12.08
Certtcaton Body
D
[+ vy
5.1.2e
Date 2018-12-04

TOV Rheintand LGA Products GmbH - TillystraBe 2 - 90431 NUrnberg
g 0083830 . crt i o S i oty

e 4220 8904371 P 00 23

Date: 2018-12-04

I1SO-13485 Cetrtificate
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Product Workshop

STHEFNERELP.. . MRE
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Our Global Distribution Network

Exporting to more than 60 countries
520 employees worldwide

70-100 containers per month

700+ customers all over the world

USD 60 Million in revenue in 2018
Roughly 70% of production to export

We make better healthcare accessible affordable and easily available
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Our Warehouse cﬂ:. LyncMed

Warehouse Inside Warehouse Outside Warehouse Truck Loading
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