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Verification Website: www.gttc.net.cn

Verification Code: CIGV-2503-04

No:20R004612 Issue Date: 2020-07-27

Applicant: GANZHOU HUICHENG MEDICAL TECHNOLOGY CO_LTD.
Address:  #29 PLANT,QUAN'NAN TOWN INDUSTRIAL ZONE II (JINLONG
TOWN,SONGPIAN ,OQUANNAN TOWN GANZHOU CITY JIANGXI PROVINCE

Information confirmed by applicant:
sposable facial mask

Quantity: 100 pieces

TypeHC-0A

Standard Adopted:
ASTM F 2100-2019 <Standard Speafication for Performance of Materials Used m Medical Face Masks>

Date Recerved/Date Test Started: 2020-07-17

Conclusion:

Bacterial filtration efficiency (BFE) M
Differential pressure M
Flammabality M
MNote: "M"Meet the standards requirement "F'-Fail to meet the standard’s requirement "-—"-No comment
Remark:

All the tested items are tested under the standard condition (except for indication ).
Copies of the report are valid only re-stamped.
The experiment was carried out at No.1, Zhujiang Road, Panyu District, Guangzhou, Guangdong, P R.China.

Approved By: Z;m 2““.

Lian Liu Engineer Inspection & Testing services

Page | of 8

B SR EETE1S Hig: 020-61994590,/61994 550
TEMEwe il 3 AR E NS R T ERE & Wi 020-27 72116 1/66348638



gl“#ﬁﬁ R G

TTe [ TOO001139R2 o s

Test Repﬂrt (Electronic wversion)
No: 20R004612

B CHEEES ERLE1S IB#5:020-61994598/61004500
PRERE TR IR B 020-37721161/55348638



. {*ﬁui‘;.tm AP .
E [~ 18 £ 3 MA) iewmcNASE?

GTTC

g

LTOHO01 13982

Test Repnrt (Electronic wersion)
No: 20R004612

Bacterial filtration efficiency (BFE)
Test Method: ASTMF 2101-2019

Test principle:

The medical face mask matenal s clamped between a six-stape cascade impactor and an aerosol chamber. The
bactenal acrosol 15 introduced into the aerosol chamber usmg a nebulizer and a culture suspension of Staphylococeus
aureus. The aerosol is drawn through the medical face mask material using a vacuum attached to the cascade impactor,
The six-stage cascade impactor uses six agar plates to collect acrosol droplets which penetrate the medical face mask
material. Control samples are collected with no test specimen clamped in the test apparatus to determine the upstream
aerosol counts, The agar plates from the cascade mpactor are incubated for 48 h and counted to determine the number
of viable particles collected. The ratio of the upstream counts (o the downstream counts collected for the test specimen
are caleu lated and reported as a percent bacterial filtration efficiency.

Test equipment:

Incubator

Electronic balance

Autoclave

Experimental system for bacterial filtration efficiency (BFE) of mask

The environmental conditions of the laboratory and test condition:
Total bactena: 0 CFU/plate

Total fung: 0 CFU/plate

Blank expenment: Aseptic growth

Test environment temperature: 24.5°C, Relative humidity: 56.0%
Culture Medium: TSA agar medium

Culture temperature: 37°C, Culture time: 48h

Test bacteria : staphylococcus aureus ATCC 6538

Concentration of bacterium: 5.0=10° CFU/ml

Positive control average (C): 1.9%10* CFU

Megative momitor count: =<1 CFU

Test area: 49 cm®

Dimensions of the test specimens: 15cm=15¢m

Flow rate: 28.3 1/min

Pretreatment: Condition each specimen for 4 h by exposure to a temperature of (21£5)°C and a relative humidity of
(855Y%

Mean particle size: 3.0 pm

The medical face mask in contact with the bacterial challenge: inside

BE: o EE S ERTE1S a5 020-51804528/612994595
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Results:
) BFE Requir eme nt Performance| .
Sample T (%) (%) ¥ ok Conclusion
1 ) 99.53
2 14 09.26
3 14 99.26 =08 Level 2 Pass
4 19 99.00 ASTM F2100-2019
5 14 99.26
Remarks:

For each test speamen calculate the bacterial filtration efficiency B, as a percentage, using the following formula:
B=(C-T)/C= 100

where

B is bacterial filtration efficiency (BFE), %;

C 15 positive control average;

T 15 the total plate count for the test specimen.

B MBS ERTES B §5:020-818045958/61994595
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Differential pressure
Test method: EN 14683:2019%AC:2019 Annex C

Test principle:
This procedure was performed to evaluate the differential pressure of the medical face mask material by measuring the
air exchange pressure through a measured surface area at a constant air flow rate,

Test equipment:
GTTC-YLC-1 Apparatus for measuring differential pressure

The environmental conditions of the laboratory and test condition:

Air flow: 8 I/min

Test area: 4.9cm ®

Pretreatment: Condition each specimen for a minimum of 4 h by exposure to a temperature of (21+£5)°C and a relative
humidity of (85+5)%

Test location: Top left, Bottom left, Middle, Top right and Bottom right

Inspection & T services
Page gu{} 8
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Results:
Requireme nt Performance
S | 1 2 3 4 5 Conclusi
i (mmHs O/em® ) Level AR
Top left 444 | 414 | 457 | 411 | 428
Bottom left 327 ) 356 | 330 ) 363 | 301
Middle 369 | 452 | 429 | 407 | 374
Measured
value
(Pa) ; 2 . .
Top right 389 | 465 | 405 | 469 | 437 <6.0 Level 2 Pass
ASTM F2100-2019
Bottom right | 267 | 414 | 345 | 381 | 324
Average 359 ) 420 ]| 393 | 406 | 373

Differential pressure sas | 574518l 546577

(mmHz O/em? )

B MBS ERTES B §5:020-818045958/61994595
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Flammahility
Test method: 16 CFR Part 1610

Test principle

Each specimen cut from the textile shall be imserted 1n a frame, brushed 1f it has a raised-fiber surface, and held in a
special apparatus at an angle of 45°. A standardized {lame shall be applied to the surface near the lower end of the
specimen for 1 second, and the time required for the flame to proceed up the fabric a distance of 127 mm (5 in) shall be
recorded. A notation shall be made as to whether the base ofa raised-surface extile fabric ignites or fuses,

Test equipment:
Flammability apparatus
Drying oven

Brushing device

The environmental conditions of the laboratory and test condition:
Pretreatment: the specimens shall be dned in the oven for 1 hat 105°C
Type of gas: tetrane

BE: o EE S ERTE1S a5 020-51804528/612994595
fEME Rl R E NSRS T RER S BES:-020-37721161/66348638



Lo i aE

L

GTTC

i,

.":'?..i\h i"" r\ :E"J'I':'!
M lacWeCNAS &
%y “F g GHAD LI
LTeo00I 13982
(Electronic wver=sion)

Test Report

No: 20R004612

Results:
Burning time before
washing
) Flammability - Performance | :
B class : Requirement — Conclusion
MD D o
(Face) {Face)
1 IBE IBE
2 IBE IBE
3 IBE IBE
4 IBE IBE
3 IBE IBE
“lass 1, N
Average IBE IBE Class 1, Normal Class 1, Normal
E Fl bility Flammablity Level 2 Pass
mmability
4 STM E 2100-2
Final result IBE ASTM F 2100-2019
Fl1 bility
Pre “h Melt
characteristic
Remarks:

IBE-—Ignited, but extinguished.

B MBS ERTES
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End of Report
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