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TEST REPORT

ASTM F2101-2019

Medical face masks — Requirements and test methods

Report reference No. ..........cccociieiiiennn. : ENC2003192GZ39E1

Tested byes... conn mnt :
5.1.2e

Review by (+ Signature). ........................ :

Approved by (+ signature) ....................... )

Date OF ISSUR .....cvvuiriusfirdisivmsminiissiagasin © Mar. 20, 2020

Cemtems .....o.omnes : Total 4 pages

Testing laboratory

Name ...................coocceceeeciciieeeeeee..... . East Notice Certification Service Co, Lid.

AQIS... core ellhenssenrersnes Biol rn © 1/F, Haohui Commercial Building, Zhuji Street, Dongpu Town,
Tianhe District, Guangzhou City, China

Testing location .................cc..cccceocceeo.... © Same as above

Application

Name............ccceeceeiiiiiiiiiieeeeeeeeee. King Year Printing and Packaging Company Limited

AQAFESS.L.......cooocnnnip hlsniiniinsivispilbodbsiny © No.30 LongHua Branch RD, Wentang Industry Zone,

Dongcheng District, Dongguan

Manufacturer

Name..........cccocvviiiiiiciieeiiee eee. King Year Printing and Packaging Company Limited

Address...........cccoeiiviiiiiiiiceveieee... N0.30 LongHua Branch RD, Wentang Industry Zone,

Dongcheng District, Dongguan

Test specification

Standardy..................82 e rus crssonsson thse © ASTM F2101-2019

Establishment ID.©... :  E2003166

Procedure deviation .......................... N/A

Non-standard test method ..................... © N/A

Test Report Form/blank test report

Test Report Form No. co.cc. . ENCASTMF2101-A2

TRF onginator. ..........coccvoioiieeeeeeens : ENC

Test item

Deseiplinn ....o.onsglipmsmmmssrsnvivsfages : N95 Face Masks

BARE. cco MB niressgisnrs Bnew. INI

N/A

Classificafion.............88 emrrenersnsnne oh con : Typel

fer only to the sample(s) tested unless otherwise stated and the sample(s) are retained for 30 days only. The document is

st be reproduced except in full with our prior written permission. The document is available cn request and the brief

sessable and confirmed at http: //www.enc-lab.com.

1/F, Hachui Commercial Building, Zhuji Street, Tel: +86-020-2331 4234 Fax:+86-020-8256 8534

1 Dongpu Town, Tianhe District, Guangzhou City E-mail: enc@ enc-lab.com  Http:// www.enc-lab.com

970364



awll SS i-— Report No.: ENC2003192GZ39E1

Page 2 of 4

Testing

Date of receipt of testitem ............................ Mar. 13, 2020

Date(s) of performance of test ...................... © Mar. 13, 2020 - Mar. 20, 2020

TESST. ........oo cs Bes cesvns row eu Bon swans eaenen de EILHEF Side

BFE Area Tested)... Suereerseercerissdimens  ~40.2ME

BEEFIERAE.......c0nF2 coins csi. 28.3 Liters per minute (L/min)

Delia PFlow Rate... . 57. .covornrrgoon nsnnsasnas © 8 L/min

Conditioning Parameters............................. : 851 5% relative humidity (RH) and 21 + 5°C for a minimum

of4 hours.

Positive Control Average.............................l 2.0x10° CFU

Negative Monitor Count................................ <1CFU

MBS... .cooue sad Bhs coins anand s Bod sane sua had nlite : 3.03m

Summary of testing

The BFE test is performed to determine the filtration efficiency by comparing the upstream bacterial control

counts to downstream test article counts. A suspension of Staphylococcus aureus was aerosolized using a

nebulizer and delivered to the test article at a constant flow rate and challenge delivery. The challenge

delivery is maintained at 1.7 - 2.7 x 10° colony forming units (cfu) with a mean particle size (MPS) at 3.03m +

0.33m. The aerosol droplets were drawn through a six-stage, viable particle, Andersen sampler for collection.

This procedure allows a reproducible bacterial challenge to be delivered to test materials. This test method

complies with ASTM F2101-2019.

The Delta P test determines the breathability by measuring the differential air pressure on either side of the

test article using a manometer, at a constant flow rate. The Delta P test was designed to comply with

MIL-M-36954C, Section 4.4.1.2.

All test method acceptance criteria were met. Testing was performed in compliance with US FDA good
manufacturing practice (GMP) regulations 21 CFR Parts 210, 211 and 820.
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Test results:

Samos
Bacterial filtration Differential Splash resistance Microbial

np efficiency (BFE), pressure Pressure cleanliness Verdict
A

(%) (Palcm?) (kPa) (cfulg)

1 98.4 23.4 Not required 17.8 PASS

2 98.1 23.0 Not required 178 PASS

3 98.3 23.1 Not required 176 PASS

4 98.2 234 Not required 18.1 PASS

5 98.5 23.2 Not required 18.2 PASS

The filtration efficiency percentages were calculated using the following equation:

€rr
%BEF= x 100

C = Positive control average

T = Plate count total recovered downstream of the test article

Note: The plate count total is available upon request
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APPENDIXA
PHOTO(S) OF PRODUCT

ibs

---=--END OF REPORT------
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