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Disposable Medical Face Mask Inherent-Type |

Brand: Inherent

Type No.: YX001

Performance standard: EN 14683:2019 + AC:2019(E) Annex B
/C/D & YY/T 0969-
2013, tested by TUV Rheiland, Intertek & GTTC

Production standards: ISO 10933-10:2010 & ISO 10993-
5:2009, tested by CCIC

Classifications: Type | (Non-Sterile), No latex ingredients

Material: Two-layer PP Nonwoven fabric and One-

layer BFE95 Meltblown fabric (3 layers)

Mask specifications: Universal, 17,50 x 9,50 cm

Earloop design: Breathable and comfortable for prolonged w

earing

Date of manufacture: From July 2020
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Expiration date: 2 years

Packing specifications: 10 pcs. / PE bag, 50 pcs. /

box, 40 boxes 2000 pcs. / carton, 16 cartons / euro pallet

Carton measurements: 51.5 x 39 x 35.5 cm, G.W. 9.1 KGS.

Stock available in Rotterdam The Netherlands and Frankfurt

am Main Germany
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195 mm

190 mm - 100 mm

[DISPOSABLE MEDICAL
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515 mm

DISPOSABLE
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190 mm
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390 mm
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GW.9.1kg
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Produkte . - ®
Products TUVRheinland
Priifbericht-Ni 60373876 001 Auftrags-Nr. 168264746 Seite 1 von 12
Test Report No. Order No.: Page 10f 12
Kunden-Referenz-Ni NA Auftragsdatum:  May 13, 2020
Client Reference No.: Order date:

Hunan EEXI Technology & Service Co., Ltd.
Auftraggeber: No.6, North of Pingtou road, Liuyang Hi-tech industrial development zone, Hunan,
Client: China
Prifgegenstand: Disposable Medical Face Mask
Test item:

Bezeichnung / Typ-Nr.: yx001
Identification | Type No.:

Auftrags-inhalt:
s e Type test
EN 14683 : Pt for clause 5,26

Test specification:
Wareneingangsdatum: iay 14, 2020
Dato of receipt:
Priifmuster-Ni 20200504
Test sample No.
Pritzeitrau May 14, 2020 to May 28, 2020
Testing paiod: See Attachment: Photo documentation for details.
Ort der Prifung:
Placo of tasting: Beapiges
Priiflaboratorium: TUV Rheinland (Shenzhen)
Testing laboratory: Co,, Ltd.
Priiforgobn
Test rosul’: £om
geprift von / tested by: kontrolliert von / roviowed by:

Joen ke Loy Jien

Javen Ke | Assistant Project Engineer

Ao Lok

May 28, 2020 Lucy Jiang / Assistant Project Engineer  May 28, 2020 Angela Chen / Department M

Namo Stellung. Untorschrift
Date Nare { Position Signature.

Datum Namo / Stailung
Date Name  Postion Signature.

Sonstiges / Other:

- The test report consists of EN 14683 test report including this cover page (12 pages) and attachment: Photo

documentation (§ pages).

- The Biocompatiilty (clause 5.2.6) s not evaluated in this test report

bei Prifmuster volistindig und unbeschadigt
Condition of the test item at defivery: Test item complete and undamaged
“ageedn 1= sav ot 294 3= bakimdgued A= mmwchond 5= gt

[ Pridgrndingein) WA T = it gatetet
Logend 1 vy ood 2w g0t 3 soitotory 4 suhcert 5= poor
T nottested

nur auf das 0.9. o

i m.tost samplo. + cantar this st roport
juphc This tost mark.
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TOV Rneiland (Shenzhen) Co.. Lid, East of FA, F12 - Fid, Buiding 1, Cybio Technolegy Buiding, No. 6 Langshan No. 2 Road,
North Htech indusiry Pack. Nanshan District, Shenzhen, P R. China

gt

A TOVRheinland* Page 3of

com

12 Report No. 60373876 001

List of Attachments (including a total number of pages in each attachment):

Attachment - Photo Documentation (6 pages)

Summary of testing:

Tests performed (name of test and test clause):
Construction check according to:

Clause 5.1.1 Materials and construction

Clause 5.1.2 Design

Testing location:

TOV Rheinland (Shenzhen) Co., Ltd.

1F East & 2-4F, Cybio Technology Building No.1,
No.16 Kejibei 2nd Road, High-Tech Industrial Park
North Nanshan District, 518057, Shenzhen, China

Clause 5.2.2 Bacterial filtation efficiency (BFE)
Clause 5.2.3 Breathability
Clause 5.25 Microbial cleanliness (Bioburden)

Sichuan Testing Center of Medical Devices
No. 428, Xinye Road, High tech west Area,
Chengdu, Sichuan, 611731, P.R China

QUF-RT-33008SHG

Renision number- 1.0

Effecive dale: 2020-03-12

" . 5
A TUVRheinland Page 20f 12 Report No. 60373876 001

EN 14683:2019+AC: 2019
Medical face masks —
and test methods
60373876 001
S0 cover page
See cover page

Total number of pages ..

Testing Laboratory
Addres

TOV Rheinland (Shenzhen) Co., Ltd.

1F East & 2-4F, Cybio Technology Buiding No.1, No.16 Kejibei 2nd
Road, High-Tech Industrial Park North Nanshan District. 518057,
Shenzhen, China

Hunan EEXI Technology & Service Co., Ltd.

No.6, North of Pingtou road, Liuyang Hitech industrial development
zone, Hunan, China

Applicant's name
Address.

Test specification:

EN

Type test

NA

EN 14583:2019+AC:2019_A
TOVRh(82)

2020-03

Disposable Medical Face Mask

<

Same as the appiicant
YX001
Typel

QUF-RT-330088HG Revision number: 1.0 Effectve date: 2020-03-12

A TOVRheintand®

Copy of marking plate

The artwork below may be only a draft. The use of certification marks on a product must be
authorized by the respective NCBs that own these marks.

Page 4 of 12 Report No, 60373876 001

Instruction ettt e prton 0
Manual vorson number Tt
wu-'-’l"m Flat earioop, 17.5x9.5cm
Type: Type |
Avplcable sandart: EN USEIIOWOACINS | YYIT 00092013
Registration No.: Hunan medical device regisiraton pemission 20202140257
Intended Use:
and
‘particularly in epidemic of pandemic siuations.
Structure and Components:
blown,
Bacieria filration eficiency. 295%;
Diforontial Pressuse: <40 Paicm 2 ;
3) Microbial cleankiness: 530 cluig.
] Mn;-:-n mask.
romove a
Hold the
Hang the ear loops over your
10the shape of your n0se, pull o botiom of tho mask over your mouth and chin.
Pracautions:
o e e
rwvironments rolatod authortios.
‘vicormanis proecon ageney o "
& now one.
1
[
Cr—
e —
=

See attachment for other information.

QUF-RT-33008SHG. Rovision number; 1.0 Effoctive dato; 2020-03-12
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A TOVRheinland* Page 5of 12 Report No. 60373876 001
Testing
Date of receipt of test item(s). See cover page
Dates of tests performed. See cover page
Possible test case verdicts:
-test case does not apply to the test object ©NA
: P{Pass)
: NE
: F(Fall)

General remarks:

+{Sao apponded tabe) efers 0. lavl 10 the repart. -
e e e
hi

Listof pton file i
i to this report.

‘Throughout this report a [] comma / (] point is used as the decimal separator.

Name and address of factory (ies)

| General product information:

1, The tested medical mask classified as Type |
2, (clause 5.2.6) Is luated In this test report.

3, only.
intended to be sold in Europe.

OMFRT-330088HG. Revaion numbar: 10 Efect

/A TOVRheintand® Paga7ol 12

e date: 20200312

Report No. 60373876 001

EN 14683:2019+AC:2019

[Clause  [Requrement + Test [Resut - Remark [ vergiet |
For thick and rigid masks such as rigid duckbillor cup  Not such mask. NA
pactor. In
used to determine the BFE.
of two or andsame | NIA
area shall be y. i
| The lowest mﬂ“mﬂlﬂ!’“mllhllmm See above NA
the BFE value of the complete m:
523 Breathability )
[Whan esed 7 acordacs i oo G- o
g e a9 a9pended table 52.3 D
coniom e vlos gven tor i rtovat e n Tabl
nnwmm-mumpmmmuwwnlm NA
imight
| defined in this Euweln Standard. In such case, the
relevant Personal Protective Equipment (PPE)
dard(s).
524 Splash resistance NA
| When tested in accordance with ISO 22609:2004 the  See appended table 5.2.4 NA
Type | mask.
solashes of value
given for Type IIR in Table 1.
525 |Microbial cleanliness (Bioburden) 2
S 5 525 P
bioburden of the medical mask shal be < 30 CFUg
tested (see Table 1).
526 Ne
WEN IS0 NE
|om12009 a medical face mask is a surface device evaluated in this test report.
with
The manufacturer shall complete the evaluation of the NEE
mldl:!”lﬂ ‘mask according to EN ISO 10993-1:2009
and doter
The it o feuingshok e doumrtadsccordog NE
The test results :hal be mihbl' upon mqunl NE
6 Marking, labelling and packaging P
QMFRT3008SHG Revision rumber: 1.0 Eftectve cole 20200312

/A TOVRheinland®

Page6of 12 Report No. 60373876 001
[ EN 14683:2019+AC:2019
|clause  [Requirement + Test [Resut - Remark [ Verdet |
4 Classification 1 e ]
Medical face masks specified in this European Type | P
Standard are classified into two types (Type | and r,p.
Typo 1l s furthe divided according 1o whother ofnot
k is The'R'
resistance.
5 P
54 General P
511 Materials P
The medical face mask is a medical device, generally | The D‘::‘r:b‘:.’i’m““ P
wmpouﬂu fiter I that is placed, bonded lasks nask,
o batwasn eyers of i 19649 |nose clp and ear oops. The
outer and inner layers of the.
|mask are made of non-woven
fabrics, and the middie ayer s
made of melt-blown
The medical face mask shall not disintegrate, split or P
use.
In the selection of the filter and layer materials, P
attention shall be paid to cleanliness.
512 |Design L

| The medical face mask shall have a means by which it
l:inbl ﬁlbd closely over the nose, mouth and chin of

:;mem —

well

droplets) with or without anti-fog function, or a nase.
bridge {to enhance ft by conforming to the nose
contours).

General

Al tests shall be carried out on finished products or

Bacterial filtration efficiency (BFE)

When tested in accordance with Annex 8, the BFE of
the medical face mask shall conform o the minim
value given for the relevant type in Table 1.

See appended table 5.2.2

QUF-RT-33008SHG

Revision rumber: 1.0

A TOVRneintand*

Pagegof 12

Etactve date: 20200312

Raport No. 60373676 001

[ N W ACITS

]

| Tost

|cause

[Result - Remark

[ verae |

|Annex 1, §13.

. §
(SW42/EEC) or Annex 1. §23, of the Medical Device

medical face mask is supplied.

shouid be speciied on the packagng in which the

3

'2) number of this European Standard:

The following iformation shall be suppied:

b) fype of mask (as indated In Tabie 1)

shousd be considered.

OME.RT33008SHG

EN 1O 15223-1:2016 and EN 1041:2008+A12013

Reveson number: 1.0

EIR AR IR

Efiecive dato: 2020.03.12



A TOVRheinland* Page 100f 12 Report No, 60373876 001

A TUVRheinland* Page 90f 12 Report No. 60373876 001
EN 14683:2019+AC 2019
EN 14883:20194AC:2019 | [ciause [Requrement + Test [Result - Remark | versier |
|Clause [Requiement + Test |Resut - Remark [ verget |
523 P
522 | TABLE: Bactorial fitration efficiency (BFE) [ » Batch/ | Test Differential pressure for The Flow rate Remarks
Batch/ | Test Flow rate | Mean of the | Mean plate | BFEfor | Remarks lot | Specimen each test area averaged (Umin)
lotno: |Specimen | ofthetest icmy) | (umin) | totalplate | countof | eachtest no.: |number- (Palcm?) differential
no.: ‘specimen countsof | the | specimen Tost area prossuro for
LxW (mm thetwo | negative | (3 number each test
xmm) positive | controls specimen
Lol (Palem)
2020050 |1 161X152 |3 r8% | - 20200 |11 80 =
4 2 160150 283 9.77% - 04 12 80 =
3 161150 283 1825 0 |osae% = 13 25 80 -
4 162X 150 283 90.67% - 14 80 -
B 161X151 23 99.52% - 15 80 -
ntary information: 24 8.0 e
1. Each specimen was conditoned at 21 *C and 85 % relative humidity for_16 h to bring them into equiibrium with
aimospher o o siog, 22 80 -
7 The sigect 23 26 80 -
24 8.0 -
25 8.0 -
31 8.0 -
32 8.0 -
33 210 80 -
34 8.0 -
35 8.0 -
41 8.0 -
42 8.0 -
43 21 80 -
44 8.0 -
45 8.0 -
51 80 -
52 80 -
53 224 80 =
54 8.0 -
55 8.0 -
Supplementary information:
at21°Cand 85 % with
QUFRT-3%0085HG Revion manboc: 19 Efcive dol: 20200342 QUFRT-SI008SHG Revsion rumber: 10 Efecte dae: 20200312
/A TOVRheinland® Page 110f 12 Report No. 60373876 001
A TOVRheinland* Page 12.of 12 Report No. 60373876 001
EN 146832019+AC:2019
[Clause [Requirement + Test [Result - Remark [ Verset | ENdeasZninrAC200 ]
- . |Clause | Requirement + Test Result - Remark Verdet |
[atmosphere prior to testing. ]
= T
524 | TABLE: Splash resistance [ N %
Batch/ ot no.; Testmask no.: | The material | Test result Romarks 3
of tested. (Passifail)
mask 32
1 Supplementary information:
2 1, __*Cand__ for__htobring
with atmosphere pror to testing.
3 2, ion of target area tested:
4 3,Any nance v synthetic blood:
§ 4, The temperature and relative humidity for testing: __ “C and __%.
5, Description of any pre-treatment techniques used:
6
7
F 525 | TABLE: Microbial cleanliness (Bioburden) |
Bath fot no. Mask(under Weight of | Total bioburden Remarks
9 tost) no.: eachmask | per individual
10 (9 eat
) (cFuig)
- 20200504 1 30 <t -
5 2 29 < B
" 3 29 < =
15 4 29 <1 w
T 5 0 <1 -
- ‘Supplementary information:
18
19
20
” End of EN 14683 test report
22
23
2
25
2
27
2
OMFRT-008SHG Revision rusmbec; 1.0 Efective doe: 20200312 OHTSS000HG: [, [,
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ATTACHMENT Photo A OV

wS i
Page 1016 Report No.: 60373876 001 ATTACHMENT Photo A TO .
Product; Disposable medical face mask Page 20(6 Report No.- 60373876 001
Type Designation:  YX001 Broduct: Disposable medical face mask
Type Designation:  YX001
&
B g
H
S
€ =4
k" 2
€| T "
2 2
-
£ £ Lay the mask fla. nose clp upward; unfokd . cover 1 0n your face 8nd nose:
& S pu the earioop on unti 1 perfectly fl your nose and face.
el Z 3
2 Intended use
- o sterile.
2 1o be used for per
§ Applicablo standard: EN 14681:2019$AC:2010 TYPE | YYIT 09692013

Registration No.: Hurian mexical devion fagstration permission 20202 140297
here s & o bocy i o ek of st

Production license No.: Hunan FoosA0rug AGTiNesyaton penmiss.on 20200023 i

Figure 1 Top view of Packaging box

mask sirap. and nose cip.

aits o
ey
Type and Specificaton
Pt ko, 1799 8
355 Bactenial filtration efficiency (BFE) 2 years
e 1 et Quantity par box: 50 s
e oy Avici Mo 01 6ll973050ls37008

Figure 3 Side view of packaging box

Figure 2 Front / Back view of Packaging box

ATTACHMENT Photo Documentation o . -
é TUVRheinland ATTACHMENT Photo Documentation g TUVRheinland®
Page 30l 6 Report No.: 60373876 001
Page 4 of 6 Report No.; 60373876 001
Proguct: Disposable medical face mask 1
Tvos Desionation YX001 Product: Disposable medical face mask

Type Designation. YX001

" Hunan EEXI Technology&Service Co.,Ltd.
Add: No.§, North of pingtou raad Liuyang Hitech Indusirial
Development Zone. Hunan. China

i Hotling:+86-4000-333.088

I 4

s Holding Corp. GmbH (€
Add: Eifesiasse 80, 20537 Hamburg Germany

. 4

— ®

o the extermt pockage. 5 e £ befors o oroey dats
2

2
ernmvoremental proiecion agency or eated suther e
4

s

Figure 6 General view of packaging bag

erechataly o ropiace fwih a new ore

Figuro 4 Side view of packaging box

Figure 5 Bottom view of packaging box

Figure 7 View of medical mask

P11



ATTACHMENT Photo Documentation A TOVRheinland®

Pagesol6 Rt NGz 083738781001 ATTACHMENT Photo Documentation A TOVRheinland®
Product: Disposable medical face mask Page 6ol 6 Report No.: 60373876 001
Product; Disposable medical face mask

Tupe Designation: YX001
Type Designation:  YX001

Figure 8 View of medical mask

Figure 10 View of nose clip

END OF THE PHOTO DOCUMENTATION

Figure 8 View of medical mask (3 ply)

ntertek < e

/

ntertek - et s CN AS -
T gy e Mﬁ
TEST REPORT T 'Es“”G
TEST REPORT CNAS L0220
Number:  GZHT02293014
Number: GZHT02293014
r plePhoto =00
Report Ref: | GZHT02293014 7 | L Original Sample Photo
Date Received: | May 18, 2020/May 19, 2020 | Date Issued: | Jun 01, 2020 |
Company Name: HUNAN EEXI TECHNOLOGY & SERVICE CO LTD
Address: NO.6, NORTH OF PINGTOU ROAD
LIUYANG HI-TECH INDUSTRIAL
DEVELOPMENT ZONE, HUNAN
CHINA
Contact Name: XU XIAO XIAO

[The Folbowmg Sample Was Submitted And Identified By/On Behalf Of The Applicant As:
smrne Medical Face Mask

!ahnqs B
Sample Name B Disposahlz Medical Face Mask
ize. 17.5%9.5cm
Colour Blue/White
Standard EN 14683:2019+AC:2019
| Manufacturer HUNAN EEXI TECHNOLOGY & SERVICE CO.LTD
[Dstereceiveq Tes Staried{ May 18, 2020/May 19, 2020 ]
Ref herent.  —

Testing was conducted on specific items, at our client’s request.

Approved by: Approved by:
Sr. Manager _Sr. Manager Assistant Supervi
ll reserore
wen / abbygzeng wen { abbyazeng
Intertek Testing Services Shenzhen Ltd. Guangzhou Branch Intortok Shenzhon Ltd.
FNERRRERAREANLD MR fﬂulli#ﬁl!ﬂk“iﬁﬂ“7[‘”!9)"3‘

1874 o 01 €101V SO VTSRS 2F, Hangyun B, 205 K Ave. Gz oo 18 8 R 1, 100V EAOUES D ETER

N7z Cotan Rowd G Scance G, GETDO, Goanginos. i C e o D stacd DA, O Gl Na7 2. Gapi Roox. Guangzhou Scec

aumnmnzwuumz,m TR ok omu»wmn«-‘unm,,- SoRan on

Te 485,20 0206 468 Fax +46 20 8222 169 Poskate 510750 . e s, emon. £y Tol 68 20 8396 068 Fax. +65 20 §222 6169 Poskode: 510750

£2un. es0r, eaor, 50 E8on. €. Esor
Ta +36 20,8213 9001 Fax +D6 2 0208 900 Pocod: 510660 e85 208213 6001 P +8 20 8208 9300 Powcode: SIOBAY

P12



Deriek A w1 yRedtek
TEST REPORT % CNA 'ES“"‘gm TEST REPORT (w Chns Liza0

GZHT02293014 Number:  GZHT02293014

Number:
‘Tests Conducted (As Requested By The Applicant)

Microblal Cleaniness.
s Per EN 14683:2019+AC:2019 Medical face masks-Requirements and test methods Annex D.

] Result (cfu/g} Limit
1 Testltem Specmen Spe(lmm Spe(lmm [ Swea Speai [ Specmen | (cfu/g)

d test methods Type 1 | (1) (4) (5) -
Microbal deaniness. 1 <1 as | as ‘ Sy | Yt

Materiais Used in The Submitted Sample Were Found To Comply With The Type I Requirements of
14683:2019 +AC:2019 with respect to Microblal Cleanliness, Bacterial Filtration Efficiency and wmal Pressure
tests.

Remark:
u = Colony Forming Unit
< = Not More Than
# = No Colony Was Detected At The Extraction Liquid Of The Samples.

Sample Received Condition: Sample In Closed Plastic Bag.

Remark; This Test Item Was Conducted In Caipin Road, Guangzhou Science Cty, GETDD, Guangzhou,
Guangdong.

Approved by:
NSRRI RRRRY  Pooe o A
wen
wen | abbyqzeng
Page 40(6
ik Teclng Svies S L Usmerii e Intertek Testing Services Shenzhen Ltd. Guangzhou Branch
' RIFA T RS HRE D WA LT RUXHEREAES HRATWART

Foomoz, 1 Gusrazrou e 4. R 01 10UV SO 01 P Horgyen B, 735 Kl v Cumngrhess

72 Cngin R, Gurih Scance Gy, GETOD, GowgstnsChow corwmie b TohaclopcelDuvvipment e, e s "

IS o R Carit S 1y, 0BT, P oy O St NorT2, G Row, Gusegzrou Scmrce iy GETOD, Guanzcy, o Fosmoric & Tmremioga Dmumegimact D Gungrhc, CHon

- SR MEANFREARAD 26 SRAXT S T;fﬂ»l“"“““”’ SI-ARMN 4N SR WA LA 255 S AN I

o e e e s e et it e o 021 P 73 s AR S Te 4520 8306 698 Fox 488,20 6222 160 Pt $10730

e 96 20 6213 001 Fax: +06.20 8208 5909 Paose: 510663 e 40620 2739001 Fae: 48 25 200 9906 Pococe: 510083

ntertek _ ntertek P
i kot v LI
o Quakty, Avwarwd cNA m~1 i cNAS e
TEST\NQ TESTING
TEST REPORT N N TEST REPORT v CNAS L0220
Number:  GZHT02293014 ) (GZHT02293014
Tests Conducted (As Requested By The Applicant) Tests Conducted (As Requested By The Applicant)
2 Bacterial Fitration Efficiency (BFE) 3 Differential Pressure (EN 14683:2019+AC:2019 Annex
As Per EN 14683:2019+AC:2019 Medical face masks — Requirements And Test Methods Annex B. Air flow: 8 Ljmin, Test area diameter 25 mm, Test area: 4.
Performance Tested Sample Result (Pajem?) Performance
Results (%) P Requirement for
Megical Face Mask
Test Item Medical Face (Palem’)
Specimen | Specimen | Specimen | Specimen | Specimen . .
ey @ @) @ ) Mask Specimen (1) 27 TypeI: < 40
(%) Specimen (2) 328
Specimen (3) 26
Bacterial Specimen (4) 336
Filration 5 Specimen (5) 398
Eff 99.5 99.6 99.8 9.7 99.6 Type I: 295 Avesoge 7
(BFE)
Remark : 1. Test was conducted by external provider.
E— 2. Thisitem i ot under the testing scope of CNAS accreditation.
1. Biological Aerosol: Staphylococcus aureus (ATCC 6538).
2. Testing sde: Outside of the test specimen was facing towards the challenge aerosol. End of Report
3. Test : 78 cm’
4. Flow
5. The average plate count results of the positive controls: 2200 CFU
6. The average plate count results of the negative controls: < 1 CFU
7. CFU = Colony Forming Unit
i contact, ot by
Remark: This Item Is Not Under The Testing Scope Of CNAS Accreditat Mo capy
This test item was conducted in Caipin Road, Guangzhou Sdem:e cny, GETDD, Guangzhou, Guangdong. Dmtek
wen | abbyqzeng wen | abbyqzeng
Page S OF 6 Page 6 Of 6
Intertek Testing Services Shenzhen Ltd. Guangzhou Branch Intertek Testing Services Shenzhen Ltd. Guangzhou Branch
RUEH RREARE A RAR 50 RYNEH FRIARY BN A WAL F
ooz rarut ar. v, 295 Ko e G flonz 1074 a1 10 BB ATV . Hargn Buking 35 Kal Av. Omegos
Econome. Gurgm Vo2 Gap Rows. Gusrizny Sconcs ‘Guangaro, G o ) Devegmr e

el +45 20 8995 6568 Fa 86 20 8222 8169 Poskcode: 10730

E201. €301, €401, E501, 601, €101 E801 Tok: 49620 8308 6008 Fax:+08 202226

Acnlic ST £ £1. e4or. s, eant. €70, e8on
Tol 65 70 8213 8601 Fax +86 20 8208 8000 Poscode 510663 el +56.20 6213 9001 Fax. +68.20 208

9000 Pegcoda: 510663
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[

Dlvnl [ — Femuisaner 001888
S ——

ot Allgemeine Anzeigepflicht nach §§ 25 und 30 Abs. 2 MPG
2 n General Obligation to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

Formblatt fiir Medizinprodukte, auer In-vitro-Diagnostika
Form for Medical Devices except In Vitro Diagnostic Medical Devices

1von 1 DIMOL: MP Anzeigen (NPA) © DIMOE
oosmennsmme: ooz
o
Regsecon 200008
g du e s
o § 33405 Setnserigar
o ®
s, v e
e
T cnasiiirs
T “isn2ssms
s nsangunemscom
Zustsnalge senorde
i e
sarmrng Bt i Gusinthat und etrnscherscts
e
e cesnns
s iy
o rantury Anzeige / Notification
- s
e i St [Registrierdatum bei der zustandigen Behorde Registriernummer / Registration
e EE ey [Registration date at competent authority [DE/CAOS/MP-238321-2556-00
- messrprostessa. T CE 109.04.2020
o sy e
e i o asnag Typ der Anzeige / Notification type
S Erstanzeige / Initial notification
o £ Anderungsanzeige / Notification of change
ot £ Widernufsanzeige / Notification of withdrawal
vestorzan Franere Andery
e z Proviou withdrawn
e i ee—
nach § 25 MPG / Reporter §25 Medical Devices Act, MPG
R — £ Hersteller / Manufacturer
- § Bovolimachigter | Authorised Reprasentative
L £ Einfutvor / Importer
caseeatie maseai face sk £ far nach § 10 Abs. 1 und 2
et IMPG \ Assembler of systems or pr §10( Devices Act, MPG.
I tmmmﬁm(mm)miﬂm‘lemilAh 2MPBetreibV
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EC Declaration of Conformity

Hunan EEXI Co.led.
Address: No.6, North of Pingtou road, Liuyang Hi-tech industrial development zone,
Hunan, China

EU Authorised Representative:
Shanghai International Holding Corp. GmbH (Europe)
Address: Fiffestrasse 80, 20537 Hamburg, Germany

Device Name: Disposable medical face mask
Type: Type |

Classification : Class |

According to 93/42/EEC Annex IX, Rules 1, all non-invasive devices are in Class I, unless one of the
rules st out hereinafter applies. The Conformity Route is Annex VII EC declaration of conformity.

We, Hunan EEXI Technology&Service Co.,Lud. herewith declare on our exclusive responsibility
that the above mentioned products meet the provisions of the Council Directive 93/42/EEC and
2007/47/EC for medical devices as ransposed inta national law: All supporting documentation is
retained under the premises of the man g
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Harmonized Standards:
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Skin Sensitization Test
Guinea Pig Maximization

Final Report

Article Name:

Report Number:

Method Standard:

Sponsor
Hunan EEXI Technology&Service
Co.Ld.

No.6 north of Pingtou roud, Livyang Hi-tech
industral development zone, Hunan, China

Disposable medical face mask
CSTBB20030201

1SO 10993-10: 2010

Test Facility
CCIC Huatongwei intemational inspection
(Suzhou) Co., Ltd

Room 101, Buiking G, Ruoshui Road 388, Suzhow
Jangsu, Chira

CCIC Huatongwei international inspection (Suzhou) Co., Ltd
Address: Room 101, Buiking G, Ruoshusi Roed 388, Suzhons Jiangss, Ching, $12123 Tek:0512-§7657285 Fax: 0512-67657288
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Notices

1. Please apply for rechecking within 15 days of recciving the report if there is any objection.

2. Any erasure or without special testing seal renders the report null and void.

3.The report is only valid when signed by the persons who edited, checked and approved it.

4.The report is only responsible for the test results of the tested samples.

5. The report shall nat be reproduced except in full without the written approval of the company.
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Abstract
In this study, we took guinea pigs to observe the skin sensitization of the test article according to

1SO 10993-10: 2010,

“The test article were extracted in Constant Temperature Vibrator at 50 °C, 60 rpm for 72 h by
0.9 % Sodium Chloride Injection and Sesame Oil. Mix 50:50 (by volume) stable emulsion of
Freund's complete adjuvant with selected solvent. Intradermal induction and topical induction were
operated in the clipped intrascapular region of cach animal. Afier the topical induction phase was
completed on day 14, all test and control animals were challenged with the test sample. The
erythema and edema of the challenge site were observed to test the seasitization response of the test
article. Aceording to the Magnusson and Kligman scales, the response to erythema and edema at
each application site of the skin was described and scored 24 hours and 48 hours after the challenge
phase.

The results showed that the guinea pigs in the negative control group (0.9 % Sadium Chloride
Injection, Sesame Oil) retained a normal appearance throughout the test and showed no skin irritants.
A severe skin reactions for erythema and oedema were shown in the positive control group (DNCB).
While in test article group, the response of skin on testing side did not exceed that on the control side
‘The skin reactions for erythema and aedema were not observed in test article group. The data of each
‘roup met the acceptance criteria, and the results of this test were considered valid.

Bascd on the above results, it can be concluded that under the experimental conditions, the test

article Disposable medical face mask has no potential skin sensitization on guinea pigs in the
extraction method.
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Huatongwei international inspection
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[

Surface/Weight ] ‘

Storage Condition Room Tep. Room Tep. | Room Tep. [ Room Tep.

The information about the test article was supplied by the sponsor wherever applicable.

4.0 Identification of test system

4.1 Test animal
Species: Hartley Guinea Pig (Cavia Porcellus)
Number: 30 (20 Test +10 Control)
Sex: 18 9, 15 4
Initial body weight: 301.5-313
Health status: Healthy

1]
. ot previously used in other experimental procedures.

Animal identification: Ear tag

Cages: Plastic cage

Acclimation Period: 7 days under the same conditions as for the actual test
42

stfication of fest system
The albino guinea pig has been used historically for sensitization studies (Magnusson and Kligman, 1
970). The guinea pig is believed to be the most sensitive animal model for this type of study. DNCB is

the posi
ntal system, the positive control article should be verified every three months.

e control article recommended in the fest instructions. To ensure the scnsitivity of the experime

5.0 Animal Management
Animal purchase: Wuxi hengtai experimental animal breeding co. LTD SCXK (SU) 2015-0004
Bedding: Comeob Jiangsu Xictong Pharmaceutical Bio-engineering Co., Ltd
Feed: Guinea pigs were fed with full-price pellets Jiangsu Xietong Phamaceutical Bio-cngineering Co., Lid,
Water: Drinking water met the Standards for Drinking Water Quality GB §749-2006
Animal room temperature: 18-26 °C
30 %-70 %

Animal room refative humidi

Lights: 12 hours light/dark eycle, full-spectrum lighting

Personnel: Assaciates involved were appropristely qualified and trained

Selection: Only healthy, previously unused animals were selected

There were no known contaminants present in the feed, water, or bedding expected to interfere with the test
data
6.0 Equipment and reagents
6.1 Instruments.

Constant Temperature Vibrator (SHB0O7, calibration data: 202073/16), Autoclave (SHBO26, calibration data:
2020/3/16), Electronic scale (SHBO17, calibration data: 2020/3/16)
6.2 Reagents

Freund's adjuvant Complete liquid (SIGMA, Lot No: SLBR3877V), Sodium dodecyl sulfate (SDS SIGMA,
Lot No: SLBL2304V)

Page Tof 11
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1.0 Purpose

The test was designed to evaluate the potential of a test article 10 eause skin sensitization. The test is used as &

procedure for sereening of contact allergens in guinea pigs and extrapolating the results to humans, but it does not
establish the actual risk of sensitization.
2.0 Reference

Biological evaluation of medical devices Part 10: Tests for imitation and skin sensitization (IS0 10993-10:

2010)

Biological evaluation of medical devices-Part 12; Sample preparation and reference materials (1O
10993-12:2012)

Biological evaluation of medical devices-Part 2: Animal welfare requirements (IS 10993-2:2006)

3.0 Test and control articles

Negative Control | Negative Control

Groups Test article Positive Control

ArticlePolar) | Article(Non-Polar)

Disposable medical | Sodium Chioride 5

4-Dinitrochlorobenzene

S W

Name Sesame Ol (SO)
face mask. Injection (SC)
(DNCB)
Hunan EEXT Jiangxi xinsen
Shijiazhuang No 4 TOKYO CHEMICAL
Manufacture | Technology&Service natural vegetable -
Phamnaceutical INDUSTRY CO., LTD
Co.Lid oil co.. Lid
Sterilization state | No R B 7
Size 17.5cm*0.5em S00ml 25kg B
Model I VX001 T 7 T 7
Lot Batch# Not provided 1912121907 181120 T2UKD-DM
PP non-woven,
Test Artcle Meltblown filiration .
Material layer, carloop and
nose clip
Physical State Solid Liquid Liquid Solid
Color Not provided Colorless Light yellow Light yellow

T PEpolybagand |
Package material i ] /

‘paper box
Tnduction
Concentration: 0.5 %
Cancentration ‘ 09% / Challenge
Concentration: 1.0%
Dissolved anol
Total Not provided 7 7
Page 6of 11
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7.0 Experiment design

7.1 Sample preparation

‘The extracts of test article will be prepared acconding to the following steps:

Asepic Sampling Extraction in serile vessels
Sampling Manner A“‘:’I’,'z Ratio Reagent Temperature | Time | pll
I ¢ | 1s¢_ [ osoml = 55
] | 7
Whole S| eemim O GROM s 2n 22
Both inducements and excitations were prepared by the number of times. The state of the leaching solution did

not change visually afler the leaching was advanced. Afler extraction, the sumples were stored at room temperature
for no more than 24 h. The extraction solution is clear, and the pH value has not been adjusted, filtered, centrifuged,
dillted and other processes. The control solution was prepared under the same conditions.
7.2 Test method
7.2.1 Intradermal induction phasel
A pair of 0.Iml intradermal injections was made for each of the following, into each animal, at the injection
sites (A, B and C) as shown in Figure 1 in the clipped intrascapular region.
Site A: A 50:50 (volume ratio) stable emulsion of Freund's complete adjuvant mixed with the chosen solvent.
Site B: The test i the control animals were inj
d i a S
of Freund's complete adjuvant and the solvent (50 %); the control animals were injected with an cmulsion of the

with the solvent alone.

Site C: The test sample at the concentration used at site B, emul 0 volume ratio stable emulsion

blank liquid with adjuvant

Cranial end
A A
0.1 ml intradermal injections B B 0.1 ml intradermal injections

Clipped intrascapular region

Caudal end

Figure 1 Location of intradermal injection sites

7.2.2 Topical induction phasell

‘The maximum concentration that can be achieved in Intradermal induction phase | did not produce irritation,
animals are pretreated with 10% sodium dodecyl sulfate 24(+2) hours before the topical induction application,

At7 daiter completion of the intradermal induction phase, administer test article extract by topical application
1o the intrascapular region of each animal, using a patch of arca approximately 8 cm? (absorbent gauze), so as to
cover the intradermal injection sites. Secure the patches with an occlusive dressing. Remove the dressings and
patches after (482) h

“Treat the control animals similarly, using the blank liquid alone.
7.2.3 Challenge phase

Page 8 of 11
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AU14d after completion of the topical induction phase, challenge all test and control animals with the test
sumple. Absorbent gauzes

emx2.5 cm) were sosked respectively with test article and control article. Apply the
test article extract and control article topically to two sites that were not treated during the induction stage. Secure
with an ocelusive dressing. Remave the dressings and patches after (242) b,

8.0 The results observed

The day after challenge exposure, the patch will be removed and the area cleaned gently with gauze if’
‘necessary. The site will be wiped gently with a 0.9 % saline soaked gauze sponge prior 1o each scoring period. The
challenge sites will be observed for signs of imitation and sensitization reaction, as indicated by erythema and
edema. If necessary, the fur will be shaved or clipped in advance for the convenience of dermal score.

Daily challenge obscrvation scores will be recorded approximately 24, and 48 hours after patch removal in

the foll tem for skin reactions:

‘Table 1 Magnusson and Kligman scale

Patch test reaction Grading scale
No visible change 0
Discrete or patchy erythema 1
Moderate and confluent erythema z
Tntense erythema and/or swelling 3

9.0 Evaluation criteria

Magnusson and Kligman grades of 1 or greater in the test group generally indicate sensitization. provided
prades of less than | are seen in control animals.
1f grades of 1 or greater are noted in control animals, then the reactions of test animals which exceed the most

severe reaction in control

1f the response is equivocal, rechallenge is recommended to confirm the results from the first challenge.
“The outcome of the test is presented as the frequency of positive challenge results in test and control animals.
10.0 Results of the test
All animals were survived and no abnormal signs were observed during the study.Individual results of dermal
scoring for the challenge appear in Table 2.
11.0 Conclusion
The test article showed no evidence of causing delayed dermal contact sensitization in the guinea pig. Resuls
and conclusions apply only (o the fest artcle tested. Any extrapolation of these data o other artcles is the sponsor’s

responsibiliy.
12.0 Record
All raw data pertaining to this study and a copy of the final report are retained in designated Huatongwei
archive.
13.0 Confidentiality Agreement
s ' were as agreed upon pri
Page 9 of 11
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Table 3 Positive control
The Challenge patch | The Challenge patch
Group No. “f’c’i‘;(", 2 ’e':";"“") was removed 24 h lter | _was removed 48| Positive
W M) Erythem | Swelling | Frythem | Swelling
1 32| iy 2 [ 2 0
2 3156 | 3602 1 [0 1 [0
3 3172 | 3527 0 0 1 [
4| 3128 | 3539 1 0 1 [
= s | 3069 | 4L 2 0 2 [ s
= 3 322 | 3506 0 0 1 [ v
7 3171 3522 1 0 2 0
$ | 3068 | 3500 1 [ ' [
9 | 3165 | 3487 [l [0 2 0
0 | 3 3502 2 0 ) 0
n 32 3645 o o o o
12| 3076 | 3502 [0 ] [ [
Control 5| 3069 | s 0 0 [ D -
1| 3100 | 3523 0 0 0 0
15 | 3158 | 3466 [ [0 0 [

Note: The positive control was CSTBB20010001P1(Finish date: 2020-02-07).

Page 11 of 11
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Table 2 Guinea pig Dermal Reactions

Goop | Mo | e | Fmshed | e | i removed ot | Pt
weighlg) | weigh(g) = rate
Erythema | Swelling | Erythema | Swelling
| 3128 | 3s0.1 0 0 0 0
2 3108 | 3498 0 0 0 o
3 3117 346.8 0 0 0 0
4 3118 346.5 0 0 0 o
Test S 3135 3502 0 o 0 0 0%
6 3082 | 3493 0 0 0 0
7 3103 | sl 0 0 0 )
sC ] 3122 | 3506 0 0 0 o
9 3079 | 368 0 0 0 0
10 3119 | 3479 0 0 0 o
1 3068 | 3464 0 0 [ 0
12 316 | 3513 0 0 0 )
Control |13 307.1 | 3479 0 0 0 o -
4 356.1 0 0 0 0
15 3493 0 0 0 0
16 3466 0 0 0 0
17 3516 0 0 0 0
18 3486 0 0 0 0
19 3444 0 0 0 0
o |20 3405 0 0 0 0 -
21 348.1 0 0 0 0
2 3449 0 0 0 0
S0 23 6.1 0 o 0 o
2 356.1 0 0 0 0
25 3483 0 0 0 o
26 3557 0 0 0 0
27 354.5 0 0 0 0
Control |28 3540 0 0 0 0 -
2 3479 0 0 0 0
30 3459 0 0 0 0
Page 100f 11
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Skin Irritation Test
Extraction Method
Final Report

Article Name: Disposable medical face mask
Report Number:  CSTBB20030203

Method Standard:  1SO 10993-10: 2010

Sponsor Test Facility

Hunan EEXI Technology&Service CCIC Huatongwei international inspection
Co.,Ltd. (Suzhou) Co., Ltd

No.6 north of Pingtou road, Liuyang Hi-tech Room 101, Buikding G, Ruoshui Rood 388, Suzhou,
industrial development zone, Hunan, China Jiangsu, China

CCIC Huatongwei international inspection (Suzhou) Co., Ltd
Address: Room 101, Building G, Ruoshui Road 388, Suzhou, Jiangsu. China, 512123 Tel: 0512-87657288 Fax: 0512-87657288
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Abstract

In this study, we took New Zealand white Rabbits to observe the skin irritation of the test article
according to 1S010993-10:2010.

The test article were extracted in Constant Temperature Vibrator at 50 °C, 60 rpm for 72 h by
0.9 % Sodium Chloride Injection and Sesame Oil. Apply 0.5 ml extracts of test article or control to
2.5 em*2.5 em absorbent gauze patches, and then apply the patch soaked with the extract of test
article or control directly to the skin on cach side of cach rabbit, and then wrap the application sites
with a bandage for a minimum of 4 h. At the end of the contact time, remove the dressing. The
describe and score the skin reaction for erythema and ocdema for cach application site at cach time
interval. Record the appearance of each application site at (1=0.1) b, (2422) h, (48£2) h and (7242) h
following removal of the patches.

The results showed that the rabbits in the negative control group (0.9 % Sodium Chloride
Injection, Sesame Oi) retained a normal appearance throughout the test and showed no skin irritants.

A severe skin reactions for erythema and oedema were shown in the positive control group (SDS)

While in test article group, the response of skin on testing side did not exceed that on the control side.

The skin reactions for erythema and oedema were not observed in test article group. The data of each

group met the acceptance criteria, and the results of this test were considered valid.
Based on the above results, it can be concluded that under the experimental conditions, the test

article Disposable medical face mask has no potential skin irritation on rabbit in the extraction

method.
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1.0 Purpose
To evaluate the potential skin irritation caused by test article contact with the skin surface of rabbits and

extrapolating the results to humans, but it does not establish the actual risk of imritation.

2.0 Reference

Biological evaluation of medical devices Part 10: Tests for irritation and skin sensit
2010)

Biological cvaluation of medical devices-Part 12: Sample preparation and reference materials (IS0
10993-12:2012)

tion (ISO 10993-10:

Biological i dical devices-Part 2: Animal 10993-2:2006)
3.0 Test and control articles
Negative Control | Negative Control
Groups Testarticle g ; Positive Control
Anticle(Polar) | Anticle(Non-Polar)
Disposable medical Sodium Chloride 10 % sodium dodecyl
Name Sesame Oil (SO)
face mask Injection (SC) sulfate (SDS)
Tunan EEXT Jiangxi xinsen
Shijiazhuang No.4
Manufacture Technology&Service natural vegetable SIGMA
Pharmaceutical
Co.Ld. oil co., Lid.
Sterlization state No 7 7 7
Size 17.5cm*9.5em 500 ml kg g
Model YX001 7 7 7
Lot Batch# Not provided 1912121907 181120 SLBL2304V
PP non-woven,
Test Article Meltblown fltration " f i
Material layer, carloop and
nose clip
Physical State Solid Liquid Liquid Solid
Color Not provided Colorless Light yellow Colorless
PE poly bag and
Package material oo ' ! '
paper box
Concentration 7 09% 7 0%
Total
Not provided / / /
Surface/Weight
Storage Condition Room Tep. Room Tep. Room Tep. Room Tep.
‘bout the et arficle was supplicd by the spon PPl
4.0 dentification of test system
41 Test animal
Species: New Zealand whitc Rabbit
Page 6of 11
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Use the rabbits with healthy intact skin, Fur was generally clipped within 24 b period before testing on the
‘backs of the rabbits, a sufficient distance on both sides of the spine for application and observation of all test sites
(approximately 10%15 cm).

Apply 0.5 ml extract (s) of test article or control 0 2.5 cm»2.5 em absorbent gauze patches, and then apply the
patch sosked with the extract of test article or control directly to the skin on cach side of cach rabbit as shown in
Figure |, and then wrap the application sites with & bandage (semi-occlusive or occlusive) for a minimum of 4h. At
the end of the contact time, remove the dressing.

R N f < 2
W L H

H

1-Cranial end, 2- Test site, 3- Control site, 4- Clipped dorsal region, 5- Caudal end
Figurel Location of skin application sites
8.0 The results observed
“The Describe and score the skin reaction for erythema and oedema according to the scoring system given in
Table | for each application site at each time interval. Record the appearance of each application site at (1£0.1) h,
(2442) h. (48:2) h and (7222} h i
‘Table 1 Classification System for Skin Reaction

lowing removal of the patches.

Erythema and Eschar Formation:
No erythema )
y perceptible) '
‘Well-defined erythema 2
Moderate erythema 3
(beet rodness) to eschar of erythema 4

Edema Formation:
No edema )
Very slight edema (barely perceptible) |
dges of area well-defined by definite raising) 2
Moderate edema (ri i tmm) 3
Severe edema (raised more than Imm and extending beyond exposure area) 4
Maximal possible scare for iitation 8

Irritation Response Categories in the Rabbit

PageBof 11
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Number: 6
Sex: 39,38
Weight: 2.04-2.17 kg
Health status: Healthy, not previously used in other experimental procedurcs
Animal ideatification: Ear tatioo
Cages: Stainless. sicel cage
Acclimation Period: 7 days under the same conditions as for the actual test
42 Justification of fest system
The rabbit is specifid as an appropriste animal model for evaluating potential skin irritants by the ¢
urrent testing standards. Positive control 10% sodium dodecyl sulfite has been substantiated at HTW with

this meshod
5.0 Animal Managment
Animal purchase: Wuxi hengtai experimental animal bresding co. LTD SCXK (SU) 2015-0004
Bedding:/
Feed: B tal rabbits were i et, Wi hengtai brecding co. LTD

Water: Drinking water met the Standards for Drinking Water Quality GB $749.2006

Animal room temperature: 18-26 °C

Animal room relative humidity: 30 %-70 %

Lights: 12 hours lightdark eyele, full-spectrum lighting

Personnel: i

Selection: Only healthy, previously unused animals were selected

There were no known contaminants preseat in the feed, water, o bedding expected 1o interfere with the test
data
6.0 Equipment and reagents

6.1 Instruments.

Constant Temperature Vibrator (SHBOO7, calibration data: 2020/3/16), Autoclave (SHBO26, calibration data
20203/16), Electronic scale (SHBOIT, calibration data: 2020/3/16)
7.0 Experiment design
7.1 Sample preparation

Aseptic Sampling Extraction in steile vessels

Sampling Manner

Reagent Temperature | Time | pil

95.0 ml
. S02emt | S | Sagpll PG | Bhiser
The state of the leaching solution did not change visually afier the leaching was advanced. The extractions
were clear, and the pH value has not been adjusted, filtered, centrifuged, diluted and other processes, before dosing

stored at 24h.The 1 solution was
7.2 Test method
PageTof 11
Report No.:
Response Category Mean score
Negligible 01004
Slight 05119
Moderate 21049
Sovers. — Swf
9.0 Evaluation criteria
ly b, (4822) hand (7242) for caleulation.

After the 72 b grading, all erythema grades plus oedema grades (2442) b, (48:2) h and (7242) h were totalled
separately for each test article and blank for each animal. The primary irritation score for an animal was calculated
by dividing the sum of all the scores by 6 (two testobscrvation sits, three time points).

“To oblain the primary irritation index for the test artcle, add all the primary iritation scores of the individual
animals and divide by the number of animals.

When blank or negative control was used, calculate the primary imitation score for the controls and sublract

that score from the score using sbiain the primmary
10.0 Results of the test

All animals were

the response of skin on testing side did not exceed that on the control side. Thus, the primary irritation index for the
testarticle was caleulated to be 0. See table 2.
110 Conclusion

The test result showed that the response of the fest article extract was eategorized as negligible under the test
condition.
12,0 Record

Al raw data pertaining to this study and a copy of the final report are retained in designated Huatongwei
archive.
13.0 Confidentiality Agreement

as agreed upon pr
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“Table 2 Skin irritation response observation
Rabbit | Pretest | Finished : Interval (hours): score-lefuright
Reagent | N | il | weighte) | O | Reselon — ST o ‘Table 3 Positive control
nterval (hours): seore-left sie/rght si
Tt | Erythema | 00 00 w0 | oo Rabbit No Group Reaction kAL 5 il ’":
Adicle | Ocdema | 00 o0 00 oo . 2 o o
1 210 218 Erythema 00 [T A 35
Negative [ Enthema | 00 o0 o oo Ocdema 00 0 22 33
Oudos' | 40 L L ! X Exythema [0 00 00 [
T | Erythema | 00 00 00 00 Negative Control Oaadi o0 0 o0 o
sc 2 200 216 Adicle | Ocdema | 00 Lo b % Erythema ol B W an
Negative | Erythema | 0/0 00 o0 o0 Ocdema 0 20 33 34
Control | Ocdema | 010 o0 00 00 3 Erythems 0o o0 o0 o0
Test | Erythema | 00 00 oo | oo ] Ocdema [ 00 o0 an
N e 25 Adticle | Oedema | 000 o0 00 00 H Erythema 0 ” 3 an
Negative | Erythema | 00 00 w0 | oo 3 3 Ocdema ot 20 3 34
Control ' : ther 00 00 00 o0 3
Ocdema | 00 00 o | oo e i Erythema s
Primary iritation index 0 ’ Ocdema 00 o0 00 o0 .
Tet | Erythema | 00 00 oo | oo Prney irtatiojaiex 32
s [ = = ) Positive control performed once every six months see CSTBB20020001P3(Finish date: 2020-02.21)
4 204 214 -
Negative | Frythema | 00 00 o0 | oo
Control | Qcdema | 00 [ 0 [
Test | Erythema | 00 00 o0 | oo
Atticle | Ocdema | 00 00 a0 | oo
S0 s 21 220
Negative | Enthema | 00 [ a0 | oo
Control | Qcdema | 010 o0 00 oo
Tet | Erythema | 00 00 o0 | ov
Adicle | Ocdema | 00 o0 o0 oo
6 213 221
Negative | Erythema | 00 00 oo | oo
Conrol | Qedema | 00 00 00 00
Primary irritation index o
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Abstract

In this study, mammalian L-929 cells were cultured in vitro according to ISO 10993-5:

test the potential cytotoxicity of the test article

The test articles and the control material were separately placed in MEM medium containing
10% fetal bovine serum, and extracted in a 37 °C incubator for 24 hours. Afier the end of the
extraction, the cell culture medium in the 96-well plate (10° cells/well) cultured for 24 hours was

removed and replaced with the corresponding extract, cultured in 37 °C, 5% CO:, >90% humidity for

<
3 24 hours. Affter the culture, the morphology and cell lysis of the cells were observed under the

} microscope, and the cytotoxicity of the test samples was determined by MTT assay.

1] The results showed that the cells in the blank control group and the negative control group (high

~ density polyethylene) were well-formed throughout the experiment and showed no cytotoxic reaction

A severe cylotoxic response was shown in the positive control group (ZDEC). The 100%
cancentration of the test extract retained a normal appearance after 24 hours of incubation, and the
cell viability was 78.1%. The data of each group met the aceeptance criteria, and the results of this

test were valid,

Based on the above results, it can be concluded that under the experimental conditions, the test

article Disposable medical face mask have no potential toxicity to L-929 in the MTT method.

Page 4019
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1.0 Purpose

malian cell culture (mouse

The purpose of the test is to determine the potential cylotoxicity toxicity of a ma

fibroblast L

120 cells) in response to the test article.

2.0 Reference

Biological evaluation of medical devices-Part 5: Tests for In Vitro Cytotoxicity (SO 10993-5: 2009)

Biological evaluation of medical devices-Part 12: Sample preparation and reference materials (IS0 1099312

2012)

3.0 Test and control articles

Negative Control | Positive Control
Groups Testarticle Blank Control
Astic Ariicle
Disposable medical face High Density MEM medium, with
Name ZDEC
mask Polyethylen Film | addition 10% FBS
Hunan EEXIT
Hatano Research
Manufacture Technology&Service Hyclone
Institute. FDSC
Co. L. |
Size 17.5¢cm*9.5em 3emxl0em (5 500 mi
sheets)
Model VX001 T 7 7
Lot Batchi Not provided 161 | BCBQss AE20441978
PP noa-woven, Meltblown |
Test Article
filtration layer, earloop and !
Material
nose clip
Physical State Solid Solid Solid Tiquid
Colar Not provided White White Pink
Packuging Material | PE poly bag and paper box 7
| Sterilized or Not =) T No T Yes
Concentration 7 | or%
Total Surfuce Not provided [ [ 7
Storage Condition Room Tep. Room Tep. Room Tep. ¥C
Note: The information abaut the test article was supplied by the sponsr wherever applicable.

4.0 Identification and justification of test system
L-929 mouse fibroblast cells obtained from American Type Culture Collection (ATCC),
L

eytotoxic articles. Also, the test article is extracted and administered in vitro to mouse Abeoblast 1929 cells through

929 cells have been used for cytotoxicity studies because they demonstrate sensitivity to extractable

a salvent compatible with the test system, which is the optimal route of administration available in this test system

as recommended in 1S 10993-5

Page 6 of9
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5.0 Equipment and reagents
5.1 Instruments

Vertical pressure steam sterilizer (SHBO26), CO: Incubator (SHB002), Steel Straight Scale (SHBOTG),
Electronic Balance (SHBOI6), Clean bench (SHBOI), Multiskan Spectrum Microplate Spectrophotometer

(SHB0O3), Bench type low Inverted
5.2 Reagents
MEM (Hyclone, AE29441978), FBS (Clark, JC65116). Penicillin-Streptomycin (Gibeo, 2145453), Trypsi
n (Gibco, 2048080), PBS (Hyclone. 5), MTT (344, 2-y1)-2,: i
). Isopropy! €10394867)

6.0 Experiment design and dose
6.1 Sample preparation

According to the table below, aseptic extraction of the test article sealed and incubated in MEM medium (10%
FBS) at 37 °C, 5% CO; and 60 rpm for 24 hours.

Sterilizati Final
Sampling Asepic Extraction In Tnert Container
on Extract
Giroups.
Sampling | Actually Clear or
"7 Method Ratio Extracts | Condition | pH
Manner | sampling Not
I 3 37
Testarticle | Whole | 5702em? | EO 95.0ml | 74 | Cler
Negative S 3 3
ey | Random |60 car W | demtiml | 200ml un | 4| Clear
Positiv i e 1
Contro) | Random | 002¢ Fier | 0.1g 100ml | 200ml 2an | 74| Clear
Blank 37 i
Pramiel ' 1 i ’ 100m1 2an | 4| Clear

The changes of the leaching solution was observed afler exiraction. No particulates or color changes were
observed in pre- and post-extraction, and immediately be used in the follow-up experiment. The color and pH of the
extraction solution did not change before and afir use, and the pH value was 7.4 afler leaching.
6.2 Test method

Aseptic procedures were used for handling cell cultures. 1-929 cells were cultured in MEM medium (10%
FBS, 1% Penicillin-Streptomycin solution) at 37 °C in a humidified atmosphere of $% COx, then digested by
0.25% uypsin containing EDTA o get single ccll suspension. | x 10° ccllsml suspension were obtained by

centrifsging (1000 rpm, § min) and re-dispersing in MEM medium.
“The suspended cells were dispensed t 100 il per well in 96-well plate, and cultured in cell incubator (8% COs,
37°C, >90% humidity), Cell morphology hat
After the cells grew 1o about 70% and form a monalayer, original culture medium was discarded. The 96-well
plates were then treated with 100 ul of extract of test article (100%. 75%. 50%. 25%). control artcle, negative
0;

article and positive article respectively. The 96-well plate was incubated at 37 °C in cell incubator of 5% CO; for 24

h. Six replicates of each test were tested

Page 7 of9
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cell Iysis and slight growth nhibition.

The cells showed & round shape and a change
28% Test article

extract were particles in the cytoplasm, occasionally

in cell morphology occasionally, and there

cell lysis and slight growth inhibition.
9.2 Results of the cell vitality
Table2 Results of the cell vitality
Grow. OD value § I
1 2 3 4 s 6 v s
Blank control 0601 | 0.663 | 0.638 | 0.655 | 0.606 | 0.629 | 0.632 | 0025 | 1000
Negative control | 0508 | 0.582 | 0598 | 0599 | 0.597 | 0.593 [ 0.595 [ 0006 | 041
Positive control 0054 | 0.062 | 0.061 | 0.059 | 0068 | 0.064 | 0.061 | 0.005 97

100% test article extract | 0,489 | 0.497 | 0.486 | 0495 | 0.492 | 0502 | 0494 | 0006 [ 781

5% testarticle extract | 0,523 | 0,525 [ 0.535 | 0.524 | 0519 | 0.508 | 0522 | 0.009 826

30% test article extract [ 0,539 | 0,538 | 0547 | 0.536 | 0.535 | 0.537 | 0.539 | 0.004 852

25% test article extract | 0549 | 0555 | 0.567 | 0.589 | 0585 | 0.565 | 0.568 | 0.016 | 8§99

10.0 Conclusion
Under the conditions of this study, the test article have no potential toxicity to 1-929 cells.
110 Record
Al raw data peraining 1o this study and a copy of the final report are to be stored in the designated archive
files at Huatongwei
12.0 Confidentiality Agreement

" pr twdy i
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After incubation, observe the cell morphology first and then discard the culture medium. Add 50 pl MTT

(Img/ml) to each well and MCin 5% CO: for 2 hours. The liquid in
each well was tipped out and 100 ! Isopropyl alcoho was added to cach well to suspend the cell layer.

Evaluate the suspension above with a dual-wavelength with the wavelength
a1 570 nm.
7.0 Statistical method

Meansstandard deviation (¥ £5)
ratio = ODsw of test (or

€ or negative) article group’ ODss of blank control

8.0 Evaluation criteria

8.1 The 0% extract of the test article should have at least the same o a higher viability than the 100% extract.
Otherwise the test should be repeated.
8.2 The lower the Viab.% value, the higher the cytotoxic potential of the test aticle is.
8.3 If viability is reduced to < 70% of the blank, it has a cytotoxic potential.
8.4 The Viab.% of the 100% extract of the test article is the final result.
9.0 Results of the test
9.1 Results of the cell morphology
‘Table 1 Observation of the cell morphology

Before treated
Group Before inoculation | 24 hafter treatment
with extract

Discrete in i les, no cell
—— tracytoplasmatic granules, no cel

ysis, no reduction of cell growth.

Discrete intracytoplasmatic granules. no cell
Negative control

ysis. no reduction of cell growth.

Nearl lete e destruction of
Positive control t e ool S

the cell layers.

Discrete Discrete. The cells showed a round shape and a change

100% Test article | intracytoplasmatic | intracytoplasmatic | in cell morphology occasionally, and there
extract granules, nocell | granules, nocell | were partcles in the cysoplasm, occasionally

Iysis, no reduction | Iysis, no reduction | celllysis and slight growth inhibition.
The cells showed a round shape and a change
78% Test article in cell morphology oceasionally, and there
extract were particles in the cytoplasm, occasionally
cell lysis and slight growth inhibition.

The cells showed a round shape and a change.
in cell morphology occasionally, and there
were particles in the cytoplasm, occasionally

of cell growth, of cell growth,

50% Test anicle
extract

Page 8 of9
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PEOPLE’S REPUBLIC OF CHINA
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CERTIFICATE FOR EXPORTATION OF MEDICAL PRODUCTS

PG M B 20200033 &
Certificate NO.: HNMPA 20200033

FRAK:  UHE
Product (s):  Attachment
AERG: WHH

Model:  Attachment
FEEMREREES: UMK

Registration certificate(s): Attachment

AEp: M-SR EREARAT
: Hunan EEXI

Co., Ltd,

S BT W AT AR R AR 6 8 3

Address of manufacturer: No.6, North of Pingtou road, Liuyang Hi-tech
industrial development zone, Hunan, China

AP FTRARIET: MR LA # 20200023 §
Manufscturing License (s): Hunan CFDA Production Permit No, 20200023

TS o e
manufactured and sold in China.

WEWAMEME: 2024 3198
This certification valid until: Mar.19,2022

been registered to be




Kt G ae

#4, K SRS A BRER: 0711 81520501

(Attachment) K%

P F po [ wmeas
e Product () Model Registration
certificate(s)

-3

At WM SRHURFARARMTRE LW, BEWEE CEREST

i) MR
FWEITAL. A 11.5cm X Tem, B 12.5em X 20202140297 |
= ¢ 9cm, € 17emX9.5em, D 17.5em X9. i 3 2
Mol rmbles syl Mlowrrccn 8 BAEFEE) WY 0 46 17 £ 100000
ookl Model:Flat mounting ear model. A 11.5cm X Mackinery
Tem, B 12.5cm X 9¢m, € 17em X 9.5cm, D Registration: > T
17.5em X9.5cm, E 18em+Scam,  19em 2002140297 AR W 000 i
9.5cm, G 14.5cm X 9em
RENY. W
FEIHEITAL A 11.5cm % Tem, B 12.5em X 20202140289
RERAEAOR CEMAD | 9cm, € 17em X 9.5cm, D 17.5cm X 9.5em, E Reglstration
2 g 18em*9cm, F G
et} Model:Flat mounting ear model. A 11.5em X Machinery
7em, B 12.5cm X 9cm, € 17em X 9.Sem, D Registration:
17.5cm X9.5cm, E 18em*9cm, F 18cm X 20202140289
9.5cm, G 14.5em X 9em
E L WA
FWIEAL A 11Sem X Tem, B 12.5cm X 20202140298
em, C 17cm X9.5cm, D 17.5em X9.Sem, E
& BAABON CERA) 18cm*9cm, F G 14.Scm X 9em

mask (Sterilized) | Model:Fiat mounting ear model. A 11.Scm X

7em, B 12.5m X 9¢m, C 17em X 9.Sem, D

17.5cm X 9.Scm, E 18em*Scm, F 18em X
9.5m, G 14.5em X 9em

A ,ira{;: WA SR ntm:’%l,lj-

LN
FUIETEA. A 11.Scm X Tem, B 1 %h
9em, C 17em X 9.5cm, D 17.5em
BRAFHOM (EERD | 18cm*9em, F 18cm X 9.5em, G 1

9em
Surgical mask (non-sterile) Model:Flat mounting ear -i
Tem, B 12.5cm X 9¢m, C 17em! %

17.5m X9.5cm, E 18em*9cm,
9.5em, G 14.5cm X 9em
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JEHS: USA20Q040924R0M Certificate No.: USA20Q40924ROM

This is to certify that the Quality Management System of

HHAER
HUNAN EEXI TECHNOLOGY & SERVICE CO., LTD.
ﬂ“‘mﬁmﬁa Unified Social Credit Code: 9143018 MA4PHUES 10 ’

G—HRMERRE: 9143018IMA4PHUESI0 Registered Office Address: No.6 North of Pingtou Road, Liuyang Hi-Tech Industrial Development
FEAE: MR R AR 6 § ) 2k, Hoeto, G ; —
i Production Address: Floor | and 2, Building 3, No.6 North of Pingtou Road, Liuyang Hi-Tech
AL WRPRAREAT L AR 6 8 38—, —1 Industrial Development Zone, Hunan, China

VAN HRTABEAR BT LT R R 6 S

Has been audited to conform to the following Quality Management System standard

gt AR
g o 1S0 9001:2015
150 9001:2015 This Quality Management System is valid for the

B 7R 3 T The production of disposable medical masks (non-sterile), disposable medical
—REERERNR( EEEE), —AGEREROR( TEE), ERM masks (sterile), medical surgical masks (non-sterile) and medical surgical
ORCAEEER). ERASOR KEE) HEE EATTEEA) ‘masks (sterile) (within the company’s license scope)
DREEAR 3 H2H Dute of il smance: Ape 2, 200
SRR 2o 20 Duteof s Age. 2, 300
EWRRHR 2mFw)2H Dutecl e My, 12,200
EBTAME amFo R Duteclexpry: Ape 19,323

1ssued by: UAe pfgm

e
s
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Test Report (Electronic version)
VERIFICATION WEBSITE: ww. gttc. net.cn
VBRIFICATION CODE; CSXB-3455-54
~ No:20R000976 ISSUE DATE %% FIR1:2020-05-25

%//'/t%'cﬂ/ﬂ
Certificate No.: USA20E40925R0M

This is to certify that the Environmental Management System of

HUNAN EEXI TECHNOLOGY & SERVICE CO., LTD.
Unified Social Credit Code: 9143018IMA4PHUES 10
Registered!Ofce Address: No.6 North of Pingtou Road, Liuyang Hi-Tech Industrial
Development Zone, Hunan, China
Production Address: Floor | and 2, Building 3, No.6 North of Pingtou Road, Liuyang Hi-Tech
Industrial Development Zone, Hunan, China
Has been audited to conform to the following Environmental
Management System s

ISO 14001:2015
This Environmental Management System is valid for the
The production of disposable medical masks (non-sterile), disposable medical
masks (sterile), medical surgical masks (non-sterile) and medical surgical
masks (sterile) (within the company’s license scope) and related
environmental management activities of invalved sites
Dueof it e Ape. 22000
Dot isvemee: Age 21,20
Dot of emcwal: My, 12,220
Dueclespiy: Ape 19,2121

1ssued by: UAe Pym

Beijing East Allrégch Certificatigf Center Co., Ltd.

o ol ONCA” ¢ el e

g rRER EE Q’%mﬁ"

~—GTTC—

Test Repol‘t (Electronic version)
No: 20R000976

APPLICANT:  HUNAX EEXI TECINOLOG) VICE CO., LTD.
Eifr: A

v(n, NORTIEOF PINGTOU ROAD, LIUYANG HI-TECH INDUSTRIAL DEVELOPMENT ZONE, HUNAN,
Mwmmmn*wﬁnu_ﬂmmw&

INFORMATION CONFIRMED BY APPLICANT % F* iAjitfii 812
Disposable medical face mask ¥ (A 15 1004
Typei 55 VX001, YX100

Classification®#: Type |

STANDARD ADOPTED ¥252Hiit:

EN 14683:2019+4C:2019_Nedical fuce nnsks-Requirencnts and test methods) {BHNA SR SMGR kY
DATE RECEIVED/DATE TEST STARTED: 2020-05-09

R 2/ ML H M 2020-05-09

CONCLUSION &5if:

Bacterial filtration efficiency (BFE) N

SRR (BFE)

Microbial cleaniness )

R

Ditferential pressure o

KEh%

Note: "M Neot the standurd’ s requirement F"-Fail to meet the standard' s requiresent " " No commnt

TS AR TESTED LR THE STANIARD CODITION (ELCEPT FOR INDICATION
M i 'lﬁtﬂ»ﬂ&r [ LR

THE
A AT KRR
EXERIVINT VAS CARRIED OCT AT No. |, ZIVTIANG ROD, PANVU DISTRICT. GUANGENIOU, GUANGOORG, P.R. CHINA.
oM 01 o B T

APPROVED BY (%50 =
B LR Zishn Guo

ZiShen Guo SENTOR EXGINEER

GraophenInpetion Tostagsod erdicaion Gromp Col.
A8 Vo, Zing Kol Paeye Dt g, G, P T Sa15998 8199259
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Test Report (Electronic verzion)

Test Report (Electronic version)
No: 20R000976

No: 20R000976
Bacterial filtration efficiency (BFE)
BFE)

Resuits MUER:
14683: 2019+AC: 2019 Annex B BFE Requirement
s Sample T c Conclusion|
14683.2019+AC-2019 3B ; amE BABR :
i ez - s FUREE "
Test principle:
R
A spocimen of the mask material is clampod between a six-stage cascade impactor and an acrosol chamber, An acrosol X 295 Type | ;“.“
of Staphylococeus aureus is introduced into the acrosol chamber and drawn through the mask material and the EN 14683:2019+AC:2019
impactor under vacuum. The bacterial filiration efficiency (BFE) of the mask s given by the number of colony forming
units passing through the medical face mask material expressed as 3 percentage of the number of colony forming units yro— Y
present in the challenge aerusol, For each test i using the following formula
AU TR Y DR S A N B o RN 20 U M A 2 1 6 O 6 ) U 51 A Ui e T HAULR, B 2L S R R £
AR PR AR S, (| TAMELEAH (B § TR SR : bt o
R R R, 1. il
T — ::7.. m;::l .i;r?xfn..‘ilm.cmy (BFE), %
el s postiv conrol sversge:
Incubator [ MR TG
e AL T340

i Tis the total plate count for the test specimen.
o ]u(: nce T-— B b iz

)
tem for bacterial i FE) of mask
IANM L R (WFE) KRR

KRR R R
Total bacteria: 0 CFUplate
M 0 CFU/IL

Total fungi: 0 CFU/plate

Blank experiment: Aseptic growth
AR T

p 240, 56.0%
RAFMEN: 240, AR, 56,08
Culture medium: TSA agar mediom
A R TSNS P
Culture temperature: 37°C. Culture time: 48h
PEARIG FREL FEGhSETDT I 480
Test bucteria : saphylococeus aurcus ATCC 6538
MG AR OO B ERHATCC 6538

Guangrhou Inspection Tevting and Certiication Group Co.Lid.

Inapection Tsting sod Certification Groap Cu L
At Mo 1 Zor oo P

Guangrbon
Dt Guargshon, Gampiong PR Cols ) A N1 g R, Py Do, g, Onanglor, P Chir. TN

—GTTC— ®, g B Q It 1]

Mlectronic version
Test Report Bec g
(Electranic version)
No: 20R000976 Test Report
Concentration of bacterium: $.0+10° CFU /ml
WHGKIL: 5.0%10% CFU /ml No: 20R000976
Positive control average (C): 1.9+107 CFU .
RIERE 20 T (C) ¢ 19X 10% CFU Results SRR
Negative monitor count: <1 CFU Microbial
AR, <1 s | gt |G | demimes | SR o
Ll I ) e rug) Ll b
(CFUg)

5 ‘min 0 Pass.
Dimensions of the test specimens: 15em 1Sem 3 EN 14683:2019+AC:2019|  Type 1 s
WA 150X 15en
Pretreatment: Conditicn each specimen for 4 h by exposure to a temperature of (21+5) T and a relative humidity of

) C. MRHENE (85:+5) NIEMyh Rt M4h
Mean particle size.
TR 2
The medical face mask in cootact with the bacterial challenge: inside
[RE L5112 3 T 7
Testing wnd € 2 1xd, Guangshon Inspsction Tisting and Cortification Growp Co.Ltd.
A N o e e i G G R o T aosnaimis o Prraieyeniatow s o deerioptoio b oo} A
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Test Report
No: 20R000976
Microbial cleanliness
-
Test method: EN I1SO 11737-1:2018, Membrane filtration
MR ENISO 11737-1:2018 Wididtik

Test principle:
WA R,

Take the required samples from the original packaging. Weigh a certain amount of sample and placed in a strile

500 ml bottle containing 300 mi of extraction liquid (1 g1 Peptane. § g/l NaCl and 2 ¢/l Twen 20). The bottle is laid
down on an orbital shaker and shaken for 5 min at 250 rpm. After this extraction step, 100 mi of the extraction liquid
is filtered through a 0.45 pm filer and laid down on a TSA plate for the total viable acrobic microbial count. Another
100 ml aliquot of the same extraction liquid is filtered in the same way and the filter plated an Sabouraud Dextrose
agar (SDA) for fungi enumeration. The plates arc incubated for 3 days at 30°C and 7 d:ys at ao t025)C for TSA and

SOA s e Thorull ik sine] by
o 6B KA T

(1g/109 5% E1 8%, J:’l\nuﬁ
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Test equipment:

Constant temperature incubator
R

Electronic balance

BTFRF

Pressure steam sterlizer

W
Biosafety cabinet
E2PS

TREFREARRORE A

temperature:

WM, 21.0C HIRHLAL. 56.08
| bacteria: 0 CFUiplate, total fungi: 0 CFUiplate, blank experiment: sterile growth

Test environment monitoring:

20T,

£ 56.0%

WATFREL AL 0 CFU/ML. WMEE: o cFu/m,

Guangzhow Inspection Testing s Certification Group CoL1d
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addition of the TSA a
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Test Report (Electronic version)
No: 20R000976
Results BIRGER:
Differential pressure Requirement
Sample o fusk
K% HAER

HE (Paicm? ) (Parem® ) e

EN 14683:2019+AC:2019 | Type T :‘a’

——— AR ¥4 W (End of Report)

GTTC
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(Electronic version)

Test Report
No: 20R000976
Differential pressure
EhE

Test method: EN 14683:2019+AC:2019 Annex C
WA EN 14683:2019+AC:2019 FIERC

Test principle:
WA

» 10 evaluate pressure of the menln:l face mask material by measuring the
air exchange pressure through a measurcd surfice arca at a constant air

L R D NGRS ‘!uhmlﬂr‘lﬂltﬂpﬁq\(rLJ{!ﬁlﬂ’f’ll}.lllYl?\Mﬁ i 5 5 B
1%

GTTC-YLC-| Apparatus for differentisl pressure
GTTC-VIC-1 FURHE Sy WX

ditions of and

con
ELEer Bl P

Air flow: § Vmin

Candition each specimen for & minimusm of 4 h by exposure 1o 3 temperature of (2
y of (85=5)%

m I,;( W (2145) T, KRR (8545) WHMT UMK FAh

General location of the areas of the mask the differential measurements: specimen center

O RMANME R RO

5)C and a relative
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