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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

Packing Size: 52*38*30cm

Net Weight: 6.0KG

Gross Weight: 6.5KG

Quantity: 2000pcs/carton

(40box/carton,50pcs/box)



Face Mask Certificates —EN14683 BEF Test Report

<{Nelson Labs.
A Sotera Health company

Bacterial Filtration Efficiency (BFE)
and Differential Pressure (Delta P) Final Report

Test Artois Product Name: Non-wovenFace mask
LOT No. CMA4T14

Sait Lake City, UT 84123 USA

Test Procedure(s) Standard Test Protocol (STP) Number: STP0004 Rev 15

Deviation(s) None

Sumuary: Te BFE wat pulcimed io Swart Vi Ws sia way of tows ysciow vy cosparingcountsthe bacterial control
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Ao ruts ret tod he prusite maintained at 1 7 -

27xidSion doingThe chalenge delivery was
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The aerosolswere drawn through a

stage viable particle Andersen for collection method complies with ASTM F214.rd
EN 146832014 AnnexB. and AS43481 2015

The Datta P test Is performed to breathabiltyof test articles

[Tuva darsrtaae pressureon either side of the Best arScie USING 3 manometerat 8 flow rate The Data
was designedto comply with MIL-M-38954C. Section 4 4 1.2 and complies with EN 148832014, eo
and AS41381 2018.

All test method acceptanceCriteria were met Testing was performadin compliancewith US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820

Test Side Inside

BFE Test Area ~40 cm”
BFE Flow Rate 28.3 Liters per minute (L/min)
DeitaP Flow Rate: 8 Limin

Paramatars 85 + 5% relative humidity (RH) and 21 2 5°C for a minimum of 4 hours
Test Adicle Dimensions. ~177 mem x ~158 mm

Positive Control Average. 25x 10° CFU
Negative Monitor Count. <1 CFU

MPS 31um
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There were no detected colonies on any of the Andersen sampler plates for this test atcle.
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% BFE = 3 x 100 4 of

Note: The plate count total is available Upon request
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Face Mask Certificates —EN14683 MC Test Report

§ Nelson cmd adc Tocco ge CoNels Labs. Room 118, No. 11711, South Huihe Rd. Chaoyang Detrict
‘Bepng. 100000

CHINA

Microbial Cleanliness (Bioburden) of Medical Masks Final Report

Test Aicle: Product Name: Non-wovenFace mask
Study Number. 1088914-501

Testing Faciity:  Neison Laboratories, LLC
Sait Lake City, UT 84123 USATest Procedure(s) StandardTest Protocol (STP) Number: STPOOJSRev 14

Customer Specification Sheet (CSS) Number 201805306Rev 01

Deviation(s)

Summary: The testing was conducted in accordance with EN 148832014, with the exceptionof
volumes of eluent used when performing the extraction procedure and a lemperature range

of 30-35°C used for aerobic incubation.

Whos Sitter iis 20 cioiad Geis solware ppcmanual calculations may differ sightly
due to rounding. The products are and may not
indwidual ‘The sponsor analysis and determinesthe acceptatie

limits. Testing was performed US FDA good MP) reguiatons
21 CFR Parts 210. 211 and 820

1 LJ]

2 33 4 - or wl
3 3 =n t 389 108

4 34 st < 542 158

5 34 [J La 8 28

Recovery Efficiency 85TH

<= No Organisms Detected
01

SY To Wilh (OP) ar akNote. Sample positive testing was performedusing Bacillus atuphseus The test aricle was not

method

«Nelson Labs. (Boburden) ofMedaasks Fal Reger
A Sotera Health company

Jen Nsthod Acespiunas Grisiia; if applicable. anaerobic controls are acceptablefor the bioburden

The: number of masks to be tested shail be 8 minimum of § or more to meet an acceptableoy ora The bioburden of the medical mask shall be < 30 chug tested

Bacillus atrophaeus
Extract Fluid Peptone Tween® with Sodium Chioride

ExtractFluid Volume ~300 mL.
Extract Method Orbital Shaking for § minutes at 250 rpm

Membrane Filtration
Agar Medium. TrypticSoy Agar

SSbousuu DUeroNS Agr ity ChiommphanetRecovery Efficiency Exhaustive Rinse
Aerobic Bacteria Fates wre rbinns ays ot 095°;then enumerated

Fungal Plates were incubated 7 days at 20-25°C, then enumerated

WOLIONO0 | nabaabicom | salesraiisalaincom ~ TE00 he 4
Pagezofd
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Face Mask Certificates —EN14683 SBPR & EN14683 Blood Penetration Resistance Report

A Sotera Health company
¥Nelson Labs. Lynemed Medical

— 111

South Huihe Road. Chaoyang District

Synthetic Blood Penetration Resistance Final Report

Test Atticle: Product Name: Non-woven Face mask

LOT BCMA4T14
Study Number. 1088912501

Study Received Date. 23 Aug 2018

Testing Facilty. Nelson Laboratories. LLC

62005. Redwood Rd

Salt Lake

gay
UTB4123 US

Test Procedures) Standard Test Protocol (STP) Rumer STPO012 Rev 08

Deviaton(s) None

Summary: This procedure was performed to evaluate surgicel facemasks and other types of protective

clothing materials designed to protect against fluid penetration The purpose of this procedure is to

simulatean arterial spray and evaluate he effectivenessof the
the cannula is 30.6 6m. A test volume of 2 mi. of synthetic blood was employed Using the targeting plate

method

This test method was designed to comply with ASTM F1882 and (60 22600 (as referenced in

EN 14683:2014 and AS4381 2015) with the folowing exception. SO 22609 requires testing to be

performed in an environment with & temperature of 21 2 8°C and @ relative humidity of 85 4 10% Instead

testing was performed at ambient conditions within one minute of femaval from the environmental

chamber held at those parameters

All test method acceptance criteria were met Testing was performed in compliance with US FOA good
manutacturing practice (GMP) regulations 21 CFR Parts 210. 211 and 820

Number of Test Articles Tested 32
Number of Test Articles Passed 30

Tost Side Outwdde

Pre-Conditioning Minimum of 4 hours at 21 4 5°C and 8S + 5% relative humidity (RH)

Test Conditions: 18.8°C and 32% RM

Results: Por ASTM F 1862 and 150 22600, an acceptable quality hmit of 4 0% is met for a normal single
sampling plan when 220 of 32 tes! articles show passing results.

Test Prossure 120 mmkg (18.0 kPa)

1-18, 20-26, 28-32 None Seen
9,27 Yes

5.1.2e

LyncMed Group
LABORATORIES

No. 1111, South HuiHe Road.
100025, Beijing CHINA

EN 14683:2005 Synthetic Blood

Penetration Resistance Final Report

Tost Adicle: Non-woven Facomask

Laboratory Number: 735314

Study Received Date 27 Jan 2018

Test Procedures) Standard Test Protocol (STP) Number STPOO12 Rev.05

Summary: This procedure was performed to evaluate surgical facemasks and ofher types of
Hurd

simulatean arterial spray and evaluate the effectiveness of the material in protecting the user from
to blood and other body fluids. The dsianca 5m the iget ana uriace

Be

tp ofthe cannula is 30.5 cm. A test volume of 2 mL of synthetic blood was employedThis test method was
designed to comply with ASTM F1862 and EN 146832005 All test method acceptancecriteria were
met

Numberof Test Articles Tested 32

Number of Test Articles Passed 32

Test Side
Pre-Conditioning: Minimum of 4 hours at 21 + 5°C and 85 » 5% relative humidity (RH)
Test Conditions. 225°Cand 21% RM

5.1.2¢
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Face Mask CE Certificate Technical Data Sheet

Lynomed Medical Technology(Beijing) Co. Lid.
C (4 EC DECLARATION OF CONFORMITY C €

Manufacturer: Lyncmed Medical Technology(Beifing) Co., Ltd.

Karun
¥43, No:

441 Sou Halle Ri: Ciaoyany Diset $0022 Suing.
whose single Authorized Representative:

SUNGO Certification Company Limited

RM101, MAPLE HOUSE, 118 HIGH STREET, PURLEY, LONDON,
ENGLAND

We declare under our sole responsibility
that:

“Non-woven products: Surgicalgowns, | drapes, Surgical packs,

Pouches, Caps, Coveralls, Suits,

Towels. Wipes, Shoots, Packs, Shoo covers, Aprons, Gowns,

Trousers, Sleeve covers, Pillow cavers, Beard covers, Bags, Bibs,
, bands;

DisposablePE products:Shoe covers, Tray cavers, Pouches, Caps.

Gloves, Aprons, Gowns,Sleeve covers,Bags. Sheets, Plow case, Palletcovers, hthe medical device

(Narn, toc nd, ch 0 wari marin. pomatey sours and be of on)

of clase Clans|
wordingho sev (X of thst. DMIEEC

meets all of th { applyto it.

Gonformity assessment procedure 9LEEC, Annex V

The above mentioned declaration of

conformity Is exclusively under the

responsibility of Lyncmed Medical Technology(Beijing) Co, Lid.

Place date
Boljing 20% Dec. 2017

EC Declaration of Conformity

CE Certificate

TECHNICAL DATA SHEET - CONFIDENTIAL

Thisinformation shall not be disclosed to any other party

Product

Quality

Shelf life

MedicalFace Masks, 3 ply

NormEN 14683, Type|
BFE% 29%

Differential Pressure (Pa/cm’) < 204

Splash Resistance Pressure (nm Hg) not required
Cfuig < 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

earloop: body 17,5 x 9.5 om, ultrasonically welded latex free earloops at the outside of mask body

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

The intendeduse 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 contactingthe outer
surface of the surgical mask will notimmediatelysoak through to the interior of the surgicalmask
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/patientactivity.

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 unlikely that most of the air will pass
through the mask material. The air (and 2ny airborne particles) will go through the gaps

5 years after productiondate

to 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
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Lyncmed Company Certificate
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Lyncmed Company Certificate

A
TOVRhoinland |

Certificate
|

|

TOV Rheinland bee

The Certification Body of

TOV Rheinland LGA Products GmbH [ LGA Products GmbH
|

TillystraBe 2, 90431 Nirnberg

hereby certifies that the organization

Lyncmed Medical Technology
( ing) Co., Ltd.

Ta AEEB90 1371 Pa +40 E31 ROR 3830 md crve

Beiji ind
to

|Room 119, Floor 1
Registration No.: SX 60133386 0001GUOTOUSHANGKE Building
Segaurgon SX WI35561No. 1111, South Huihe Road

t

Chaoyang District
100022 Beijing | Organization: LgnemedMedica! Tachnalogy

China

Room 119, Floor 1

alana ually ma RTE for Faecial
devices

GUOTOUSHANGKE Building"

Slow¥oope | No. 1111, South Huihe Road

Manufacture and Distribution of Medical Devices hac an Slav
(see attachment for products Included) -

Proof has been furnished that the requirements specified in Soope: eores

EN ISO 13485:2016 Sterile Latex Surgical Gloves, Non-sterile Examination

Latex gloves, Dental Nigh Speed ALF Turbine Hand:

| . Low Speed Air Turbine Nand-piece:

wre fulfilled. The quality management systemis subjectto yeady surveillance. tient Examination Glove

ryngesl Mask Alrway, Ove

Effective Date: 2018-12-08 . Surgical Downs,

surgical Caps ge| Certicate Regstration No 5X 60133388 000 Alcohol Sw and Ault Diapers, Disposable

Under Me Urine bag for Single
An sudt was performed.Report No. 50180180002 roley eter Silicone, Dental Alginate Mixer:

~ adi oT vinyl Examination Gloves, Sterile Gauze Sponge

|
Cartfication Body

|
[or

Frntvy
51.2¢

|

Date 2018-12-04

|

TOV Rhsintand LGA Products GmbH - Tilystrae 2 - 90431 Numberg |
Date: 2018-12-04

1SO-13485 Certificate
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Product Workshop
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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 revenuein 2018

Roughly 70% of production to export000000

We make better healthcare accessible affordable and easily available
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Our Warehouse ®LyncMed
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