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Disposable Medical Face Mask Inherent-Type IIR Strap-on

Brand: Inherent

Type No.: YX121 (Strap-on)

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

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

Classifications: Type IIR Strap-on (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

Expiration date: 2 years from date of manufacturing
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Packing specifications: 50 pcs. / box, 40 boxes 2000 pcs. /

carton, 16 cartons / euro pallet
Carton measurements: 57 x 39 x 42 cm, G.W. 9.2 KGS.

Stock available: Rotterdam The Netherlands, Frankfurt a/m

Germany and Madrid Spain
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Produkte = ” &
s TUVRheinland
Prifberichtr.: 60377902 002 Auftrags-Nr. 168264746 Seite 1 von 6
Test Report No. Ordor No.: Pago 106
Kunden-Referenz-Nr:  NA Autragudatum: Moy 13,2020
Giiont Reforence No. Ordor date:
i B oo Ry o U
Hunan,
Clont: China
Priifgogonstand: Surgical Face Mask (non-sterie)
Test itom:
Bozoichnung / Typ-Nr.: vX011, YX121
tdontilation | Type No.:
Auftrags-inhalt:
Order content: Type test
EN for clause 526
Test specification:
Wareneingangsdatum: pgay 25, 2020
Date of receipt:
Prafmuster-Nr.: 20200522
Tost samplo No.:
Prifzeitraum: NA
Testing period: s 2 detals.
Ort der Prfung: Tk
Piace of testing:
Priflaboratorium: OV Rheiniand (Shenzhen)
Tosting laboratory: __ Co. Ltd.
Prifergebnis
Tost rosuf b
‘gepraft von / tested by: Kontrolliert von | reviewed by:
Ly Jiong o
Jun. 02,2020 Lucy Jiang / Assstant Project Engineer Jun. 02, 2020 Angela Chen / Dapartment Manager
gwm Tame! Staing Unierschifi Datum S [ Stiiung Untarschii
Date_____SelPoskon ______ Siwuw_____ Daie_____Name ! Poston.
mm/ Other:
- The of EN Photo
docomentsion 6 pages).
. i report No.
Zustand des boi Anlisforung:  Profmuster
“lagwran 1 wrod T 3 inndgod P e
imtoget) it <t o
Copnt Sevmyoood  2agues 3 sty P s2peec
Fin =kt am =t

Dioser Priifbericht bezieht sich nur auf das 0.g.
ielfaltigt werd

tost sampie

TO Rhiland (Sheaten) o. L. Ext o1, F2- 48, Buldng 1. O T
Nork 430ch nkar o Nashon Ot Sarzhr. P O
e

A TOVRneiniand®

Page 306

Buicing. No. 6 Langshan No. 2 Roo,
hina

Report No. 60377902 002

Attachment ~ Photo Documentation (6 pages)

Summary of testing:

Construction check according 1o
Clause 5.1.1 Materials and consiruction
Clause 5.1.2 Design

TOV Rheinland (Shenzhen) Co., Ltd.

IF Easl& 24F.Cybl Techacogy Buldng
No.1, No.16 Kejibei 2nd Road, Hig

v P Novt Nanapon Dot $16057,

P5

0w Efecive date: 2020:03-12

i .
A vovRinians Pt RESp—
EN 14683:2019+AC: 2019
Medical face masks —
i and
Date of issue. See cover page
Total number of pages .. Soo cover page
Tosting Laboratory. : [T
Address. IF East &.24F, Oybio Technology Bulding N1, No.16 Kefbei 2nd
High-Tech Industral Park North Nanshan Distict, 518057,
Sronihan, G
© Hunan EEXI ay & Sorvice Co, Ltd,

Addr :

No§, North
‘zone, Hunan, China

Test specification:

Standard ;N
Test procedure. 1 Typetest
Non-standard test method. A
No. © EN
Test Report Form Originator TOVRh (82)
202003

OMFRT3005HG.

YX011, X121
Type IR

Revision rumbar: 10

Effaceun dae: 20200512

Page 4 of 6 Report No. 60377902 002
Copy of marking plate
Jective NCBs %
[ ]
Instruction ——
Adbad i

Type R
e P . 7
e st

e sk by rand v cove ¢
"o o

sk mhen rer 8 mask You s wgGoRed 10 e e
e Gncard £ ks e Cortamer

See attachment for other information.

QM RT30005HG

Revison numbar- 1.0

Efoctim date: 20200312
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Page 50f 6 Report No. 60377902 002
Testing
Date of receipt of test item(s See cover page
Dates of tests performed . See cover pags
Possible test case verdicts:
- test case does not apply Lo the test object..............: NIA
- test object does meet the requirement ....... : P (Pass)

- test object was not evaluated for the requirement
- fest object does not meet the requirement........

+ NIE (collateral standards only)
: F (Fai)

General remarks:
"(Soe Attachment #)"rofers to addionalinformaion appended ( the report.
T;sea appended table)" refers to a table appen
JChjecttosted.
ut the written approval of the testing laboratory.
Lo o oceapman b et o T YAk 0 rovi,
Additional test data and/or information provided in the attachments to this report.

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

Name and address of factory (ies)...

‘Same as the applicant

General product information:

1,700 vopcrtis only valldn confunsion WHh previous report o, G93T7902 901, Refer i praviows
test report No. 60377902 001 for

2. The ehange is to add one modl P51 which i same as previous model YX011 except for
imanner of wearing, X121 uses ti-on belts and X011 utes serloaps.

3, Clause 5.1.1 & 5.1.2 ha n checked accordingly, no more test deem necessary after review.

QUERT-330085HG Revision numbee: 1.0 Effecive dte: 20200312
ATTACHMENT Photo Documentation -
A TUVRheinland”
Page 1016 Report No.: 60377902 002
Product: Surgical Face Mask (non-sterile)

Type Designation:  YX011, YX121

TYPEIR

Figure 1 Front / Back view of packaging box (Model: YX121)

\ S|

Figure 2 Top view of packaging box (Model: YX121)

A TUVRheinland” Page 60f6

Report No. 60377902 002

[ EN 14683:2019+4AC:2019

|clause  [Requirement + Test Result - Remark

| Verdict |

5 Requirements

51 General

514 Materials and construction

The medical face mask is a medical device, generally | The Surgical Face Masks are

| composed of a filter Iayof that is placed, bonded or made of blank mask, nose clip
[ mouided between layers of fabric. and tie-on belts. The outer and
inner layers of the mask are
made of non-woven fabrics, and
the middle layer is made of melt-
blown polypropylene.

EIE AR AR

The medical face prask shall not disintegrate, split or
tear during intended us

In the selection of the fiter and layer materials,
attention shall be paid to cleanliness.

512 |Design

shal have a it
can be fitted closely over the nose, mouth and chin of
the wearer and which ensures that the mask fits closely
at the sides.

Medical face masks may have different shapes and
constructions as well as additional features such as a
face shieid (1o protect the wearer against splashes and
droplets) with or without anti-fog function, or a nose
bridge (to enhance fit by conforming to the nose
contours).

With nose clip

O Marking, labelling and packaging

L]

Annex 1. §13, of the Medical Devices Directive
Annex 1, §23, of
Regulation (EU) 2017/745 specifies the information that
Id be specified on the packaging in which the.
medical face mask is supplied.

See page 4 and attachment.

The following information shall be supplied:

a) number of this European Standard;

b) type of mask (as indicated in Table 1),

EN 1O 15223-1:2016 and EN 1041:20084A1:2013

should be considered.

EAE AR AR

End of EN 14683 test report

QMFRT-33085HG Rovision number: 1.0 Effoctive date: 2020-03-12

ATTACHMENT Photo Documentation

Page20f6
Product: Surgical Face Mask (non-sterile)
Type Designation:  YX011, YX121

The surgical face mask is single-use, disposable device. provided non-sterile,

from transfer of microorganisms. body fluids and pariculate materal

Potential expoture to blood and body fluids.

619730 631213

Figure 3 Side view of packaging box (Model: YX121)

/A TOVRheinland®
Report No.: 60377902 002




ATTACHMENT Photo Documentation , ATTACHMENT Photo D ; i o
A TUVRheinland” A TOV
Page 30f 6 Report No.: 60377902 002 Page 4 of 6 Report No.: 60377902 002
Product: Surgical Face Mask (non-sterile) Product: Surgical Face Mask (non-sterile)
Type Designation: YX011, YX121 Type Designation; YX011, YX121

Applicable standard: EN 14683:20190AC2019 TypeliR  YY0469-2011 ‘ﬂr

% 7 Hunan EEXI Technology&Service Co.,Ltd.

Add: No.6, North of pingtou road Liuyang Hi-tech Industrial

Development Zone, Hunan China
L s Holine:+86-4000-333.088 Figure 5 Bottom view of packaging box (Model: YX121)
F 3

Shanghai International Holding Corp. GmbH (Europe)
Add: Effestrasse 80, 20537 Hamburg Germany

- 90

Chock
o0 the extermal package, and use & betore the exgry dte

2 Poogie aterC 10 PP non-woven fabncs shoutd use & wih Cauton
3 L

poase
nvonmental protecion agency or related autorses.
.

i rw ore

Figure 4 Side view of packaging box (Model: YX121)

Figure 6 View of packaging bag (Model: YX121)

ATTACHMENT Photo A TOV " > ATTACHMENT Photo D A TOV " .
Page50f6 Report No.: 60377902 002 Page 6.0f 6 Report No.: 60377002 002

Product: Surgical Face Mask (non-sterile) Broduct Surgical Face Mask (non-sterile)

Type Designation; YX011, YX121 Type Designation:  YX011, YX121

Figure 9 View of face mask (3-ply, Model: YX121)

Figure 7 View of face mask (Model: YX121)

[END OF THE PHOTO DOCUMENTATION

Figure 8 View of face mask (Model: YX121)
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TEST REPORT
Report Ref: GITI2294303 51 THES 15 70 SUPERSEDE REPORT MO,
‘GZHTU2294303 DATED Jun 03, 2020
| Date Received: | May 19, 2020/May 22,2020 | Datelssued: |[Jun09,2000 |
Company Name: HUNAN EBX1 & SERVICE €O, LTD
Address: NO.6, NORTH OF PINGTOU ROAD
LIUYANG HI-TECH INDUSTRIAL
OPMENT ZONE, HUNAN
CHINA
Contact Name: [

Inherent
Test Started | May 19, 2020

Testing was conducted on specific ftems, at our dient’s request.

Approved by

L DTN e

Testing Services Shenrhen Lid. Guangzhou

lli“l.!“l'lﬁlrﬂiﬂ.‘l
i Oubing 12 Fat Ave. Gurpi

e g e Do G, S

RN REN R AR 225 N

T 304308 6008 i 40830 K233 4168 P 314738

01, w01, €701, E801

ot
42 P Ak 50000 4 o, 0003

e oy vt
Ti PORT
Number: GZHT02294303-51
[ Summary of testing: |

'With reference to following standard: ]
EN 14683:2019+AC:2019 Medical face masks and test methods Type IR ]

I To Comply With The Type 1IR Requirements of EN _I
Filtration Efficiency,

14683:2019 +AC:2019 with respect to Microbial Cleanliness, Bacterial , Differential Pressure and

M o> o7

QN hiarys

Intertek Testing Services Shenzhen Ltd, Guangzhou Branch
FNFAEERERWF AR A W0
SO 1A 4 R 1, €10 VEISLES0 EADVESO 0V ETOERS 7. Hangyue Buing. 235 ¥ata Ave., Gusegehou
A Saones ke . OFTO0 i S Economic & Te Deveicyomare Datet Guargaten. Chna
e e L PECREAEN XN A 205 AATAN I
-4 e 485,30 8308 6088 Fa: 408 20 £222 9169 Postoode: 43070

€301 Ea0t. 501, eBr. £70n. a0t
ST ab 2 ety oo e 0 3 308 Pt 30443

LAopb & AP

— ot ENAS (e

Number:  GZHT02204303-51

LN

Original Sample Photo

Page 2017
QIN / hilaryxu
Intertok Testing Services Shenzhen Lid. Guangzhou Branch
RUERBEREARH AR MALT
S A i S
ELITI St S ST o

1 -
201, 301, Eao1. Eso1, €881, E701, €201 B T P ——

Tl +48 7 4333 9561 Fax +86 30 4208 1308 Poseoe 15683

ntertek A r'l'lzfx o

e e
CNA
TEST REPORT NP i
G2HT02294303 51
Tests Conducted (As Requested By The Applicant)
1 Microbial Cleaniiness
As Per EN AC: st AnnexD.
Resut (fuia) Lk
Testitem Specmen | I Speamen | | Spea (i)
1) @ Q) @ ©)
Miroblal deanliness | <1¢ 4 I 3 | 2 I 1 B
Remark:

# = No colony was detected at the extraction lquid of the sampes.
“This Test ttem Was Conducted In Caipin Road, Guangzhou Science Gity, GETDD, Guangzhou, Guangdong.
ple : Sample In Bag.

4007
Intertek Testing Services Shenzhen Ltd. Guangzhou Branch i
WYX EBEARFAMLE MO LT

ar
Econome & Techvoloca Devecemmart CU, Guangzneu, Chins
U NERUFREF AR 295 SRRAR S0

Ta 88 30 8308 6388 Fac 418 308222 610 Posicade 830730

e
! Cusngeho Scence Ciy, GETDD, Goanpzhon. Chea
R ARAAR RGN TR AR A BN o1

401, £s01, Eso1. ET0r. E80t
8306215 001 Fa o 3 5 W Pt 51083



intertek

P ntertek oy
e CNAS i i o s CNAS
TEST REPORT TEST REPORT )
/" R 4 pioiire > Nl CAS L0220
Number;  GZHTO22430351 Number:  GZHTO294303:S1
Tests Conducted (As Requested By The Appicant) Tests Conducted (As Requested By The Applicant)
2 Bacterial Fitration Efcency (BFE)
As Per EN 14683:2019+AC:2019 Medical foce masks — Requirements And Test Methods Annex 8. 3 Splash Resitarce Pressure (150 22609:2004):
Performance Synthetic Bood Suface Tension: 0.040 N/m, Distance Between Slow Head Front End And Target Area: 300
Remilts (%) PP i, Aetifcal Blood Volumes: 2 mi, Test Pressure: 16.0 kPa, Velocty: 530 cy's, Use A Fixed Target.
Testltem Hedical Face Tested Sample Resut Performance
Specmen | Specmen | Specmen | Spedmen Mask Requirement for
@ (€] “w ®)
(%) Type LR:
40 penetration at
Bocteral 16.0kP
Pacion >909 99 L1 999 99 | TypelR: 208 Specimen (1) None seen
Effcency Specimen (2) None seen
(8FE) Specimen (3) MNone seen
Specimen (1) None seen
Remarks: Specinen (&) Haneseen
3. Selogntheosl, Saphyococs s ATCC 6530, i} froirpencd
2. Testing side: Outside of ol, ‘Specimen (8) None seen
3. Tost area: 78 o Speci None seen
4 Pow rate: 20.3 ‘Specimen (10 None seen
5. The average plate count results of the positive controls: 1900 CFU Spedimen (113 pratigoay
6 mmwummdummmuw Specimen (12} None seen
7. CFU = Colony Forming Uni ‘Specimen (13) None seen
This ltem 1s ot Under The Testing Scope Of CNAS Accredtation H vk £ 1. Test was conducted esting Service Fostr
i Tt s Cochted I Cain R, Guangaho Scce Y, GETOD, Gunge, i e o).
- {
1
QN By QN haseye
tortok Teating Services Shenzhen Lid. Guangzhou Branch DERE T i e U Ol PRS0
FUXARRUADS AR W AT R RROARE ARAR AT
(s de . vt o A 3,107 4 s 01, EratEO T VEAD ST . arge B, 87t e, g
SEEEEEEEEE e e e
i coon, eam. eso, caon. o eaon g o 8 Pramson s = “ niogs
e o oo s oo Tl h 20 o 18 20022410 B o e T 42 30 st Fa. o8 35724198 Pkt 81075

ntertek

e

oy EB .
s1 Rero T S ntertek

Total Quatty. Assured.

Mumber:  GZHT02294303-S1
Tests Conducted (As Requested By The Appécant)

oLEd

\G\,

To HUNAN EEXI TECHNOLOGY & SERVICE CO LTD
Adtention : e Date:  Jun09, 2020
4 DA s B SRS 010 AN A
Air flaw: 8LJmin, Test area diarmeter 25 mm, Test area: 4.9 an’, Re Report Revision Notification
Tested Sample. Result (Pa/am’) Petformance Labtest date JUN 03, 2020
Miedical Facs Hask that all the the ceport vl be void, s
R now Report, Number . tssued on Jun 09, 2020 .
Specmen (1) 302 Type IIR < 60
Specimen (2) 418
Specimen (3) 366 Thank you for your attention
1 372
Specinen (5) 29
oge 395
a4 T s okt b OHTAC Tt Sendcn oK ).
. This Ttem Is Not Under The Testing Scope Of
End of Report Approved by:
accet oy
1 conbc ot ot ot
et
2
%
5
’
QN bl
Poge7 007
Intertok Testing Servicos Shenzhen L1d. Guangzhou Branc
SRR AN IR W52
o024 F & o 01, COESYEMENTE SRV VSO S8 vy Guig 235 s e G
N iy GETED, g, Chie Coomame  Tochcigiot oot G, s o
PR nausT RN aNRn T o an on oz mpesipep il
s O s, I A T 34250 00 e 41030222 048 Pt 0730

e+ 20 2130001 o 6 3 1300 #930 Poskade 30063
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EC Declaration of Conformity

Obarskit | Mociangrodults - InvRro-Osgnostia®  Kinischs Prifegen:  Adeucze®  Aimenfizcn®  Nusrenatslungon  Kontskt
Manufacturer: Hunan EEXI Technology&Service Co.Ltd.

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

Device Name: Disposable Surgical mask

Type: Tipe IR

Classifieation : Class |

Acconing 0 93/42/EEC Amnex X. Ruls 1, ll norimyasive devices ar i Cls ,uness one of e
rulessec ipplics. The Canformiry Roure s VILEC i

We, Hanan EEXI

2007/47/EC foe medical devi
setained under the premises of the manufacturee.

declaration of conformity after change of the produce.

Harmonized Standards:
i " (o setnchuns oo T vt SericeCo, .
appl s o
Communitics) on o
Please sce Annex List, sz sty
st aa i o, et of At o, Ly -1 Sl Besaenent s,
ot S
e et prore o
[

s rktens et
'

Date of Issues

0
Sreaute 20m Ermtbrv

m\\‘%w v,

(208 4200 1 . 1DNOW)
{1084 20m 18+ DO Formmammar 03300636
Formuiumurane CONORNS

Aligemeine Anzeigepflicht nach §§ 25 und 30 Abs. 2 MPG Anzeigender / Reporting organisation (person)
General Obligation to Notify pursuant to §§ 25 and 30 (2) Medical Devices Act, MPG

Formblatt fiir Medizinprodukte, auBer In-vitro-Diagnos
Form for Medical Devices except In Vitro Diagnostic Wedcal Bevices

ng Corpor (Europe)
Zustndige Behords | Competont authority taat  State. Land | Fedsral state
— Deutschiand amburg
o City Postioilzahi | Postal codo
DEICADS Hamburg 20837
Bezeichnung / Name
Bohorde fur Gesundheit Roferat V43 StssBe. Hace Ji. Seel. ouss n0.
Eiffestrasse 80
Staat/ State Land / Foderal state
Teleton { Phono . Tototax ! Fax
:«::m :-mwvv = +49-40-2513175 [+49-40-255726
1 City ostiitzani | Postal code
Hamburg 20539 E-Mai / E-mail
stratio, Haus-Ar.  Stroet. house no,
Billstrage 80
Telofon ( Phone [Tetefax /- Horstallor / Manufacturer
+49-40-428280 +49-40427310017 [Bozsichnung / Name
E-Mail/E-mail Hunan EEXI Ltd.
hamburgde Staat/ State.
c
Anzoige / Notification (o City Postieitzahi | Postal code
Hunan 410323
bei igen Bohorde 1 Registration number
at compelent suthorlty 83219587, Strate, Haus-r./ St house.
09042020 N5, North of Pingto rosd, Lisyang Hisch Industrial D
Ty dor Anzeige  Noiiication type o -Im"“/ £
§ Erstanzeigo /Infal nobication B
£ Anderungsanzeige / Notification of change 2 ‘;‘;‘m oy
£ Widernufsanzeige / Notfication of withdrawal
A ‘Sicherheltsbeauftragter fir Medizinprodukte nach § 30 Abs. 2 MPG )
Frohers Rogk donng 3 arsbrmepeptealiphe b grer st By % Act, MPG
witndrawn
Bezeichnung / Name
e ' IRgeonp g hegea st /Jsh Land | Federal
taat / State nd state
 Horstollr  Manufacturer Frmihir) iy
S Bevollmachtigtor | Authorised Representative i TR
£ Einfilhrer / Importer Hamburg 20537
£ fr das von 10 Abs. 1 und 2
Strato, Haus-r./ Streot, house no.
MPG \ Assembler 10(1)and Act, MPG e b °
£ Betreb oder Einrichtung (ufbereiten) nach § 25 Abs. 1 MPG | V. m. § 4 Abs. 2 MPBetreibV. eiton Bhone B
Insttston (processing) pursuant to § 25 (1) Medical Devices Act. MPG in connection with § 4 (2) MPBetreib +49-40-2513175 +49-40-255726
£ Betri oder Einrichiung (sterlisieren) nach § 25 Abs. 21, V. m. § 10 Abs. 3MPG Vi 7 B
5 Dovices Act, MPG
EE 2.

P10
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4 A 101 SOV
Fommumme 00300855

Vertreter | Doputy (optional)

[Bezeichnung / Name

Telefon ! Phone

.TMK IFax

E-Mail | E-mail

€ Erstanzeige / Initial notfication
5 Anderungsanzeige / Notification of change

fninge 1
g4 13 DO
Formutari

e

£ Gruppe A/ Group A
£ Gruppe B/ Group B

£ Kritische Medzinprodukte / Critical medical devices
£ Gruppe A/ Group A
£ Gruppe B/ Group B
£ Gruppe C/Growp C
Nummer der Bescheinigung ! Certificate number

|Sterilsationsverfahren / Steriisation peocedures
£ Dampfsteriisation / Steam steribsation
£ Gassterilsation / Gas sterilisation
€ Strahlenstenkisation | Radiation sterlisation
£ andere / others

Angewandtes Verfahren / Applied procedure

Datum
G AP ... SN . P
Name

. Mo Fao

Unterschit
Signature

‘Bearbeitungsvermerke | Processing notes.
Nur von

ufiien / To be filed i only by the t

[Bearbeiter / Person responsible
[Frau Sylvia Frenzel

Anga 1
v 8 O
[Em———

Verordnung

72202012

g von Gewebe liesischen Ursprungs im
‘Sinne der Verordnung (EU) Nr. 72212012

Reguiation (EU) No 72212012

|App (Software auf mobilen Endgeraten) £jalyes S nein/no

[Kurzbeschreibung deutsch ! German short description

[Kurzbeschreibung englisch | English short descrption
[ois to be used
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TESTING
CNAS L13034

Skin Sensitization Test
Guinea Pig Maximization

191020340175

Final Report

Article Name: Disposable medical face mask

Report Number:  CSTBB20030201

Method Standard:  1SO 10993-10: 2010

Sponsor Test Facility

Hunan EEXI Technology&Service
Co.Lud,

CCIC Huatongwei interational inspection
(Suzhou) Co., Lid

No.6 north of Pingtou roud, Liuyang Hi-tech
industrial development zone, Hunan, China

Room 101, Buikling G, Ruoshui Road 388, Suzhow
Jiangsu, Chirs

CCIC Huatongwei international inspection (Suzhou) Co., Ltd
Address Room 101, Buiking G, Ruoshusi Roed 388, Suzhon J Ching, 512123
Page 1of 11

Report No.: CSTBB20030201

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 scal renders the report null and void.

3.The report s 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 not be reproduced except in fll without the written approval of the company.

Page 3of 11
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Report No.s €
CONTENTS

Noti 3
Abstract 4
Study Verification and Signature. 5
10 Py 6

2.0 Refes 6

3.0 Test and control articl 6

4.0 Identification of test syst 7

5.0 Animal Managment, 7

6.0 Equipment and reagens 7

7.0 Experiment design. s

8.0 The results observed. 9

9.0 Evaluation criteri 9
10.0 Results of the test 9
11.0 Conclusion. 9
12.0 Record. 9
13.0 Confi Agreement 9

Page 20f 11
Report No.
Abstract

In this study, we took guinea pigs to observe the skin seasitization 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. After 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. According to the Magnusson and Kligman scales, the response to crythema and cdema at
cach 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 % Sodium 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)
Whill i 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.
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 sensitization on guinca pigs in the
extraction method.

Page dof 11
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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 5§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)
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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 seasitization.
2.0 Reference

Biologi
2010)

I evaluation of medical devices Pant 10: Tests for irritation and skin sensitization (SO 10993.10:

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 anticle Positive Control *
Article(Polar) Article(Non-Polar)
Disposable medical | Sodium Chioride =2,
Name Sesame Oil (SO} | 4-Dinitrochlorobenzene
face mask Injection (SC)
(DNCB)
Hunan EEXT Jiangxi xinsen i
Shijiazhuang No 4 TOKYO CHEMICAL
Manufacture Technology&Service natural vegetable -
Pharmaceutical INDUSTRY CO,, LTD
Co.Lud. oil co., Ltd.
Sterilization state No L/ B 7
Size 17.5cm*0 Sem 500 ml 25kg g
Model YX001 7 T 7
Lot Batch# Not provided 1912121907 181120 T2UKD-DM
PP non-woven,
Test Article Meltblown filtration 9
Material layer, carloop and
nose clip
Physical State Solid Liquid Liquid Solid
Color Not provided Colorless Light yellow Light yellow
PE poly bagand |
Package material POV HAE ‘ /
paper box
Induction
Concentration: 0.5 %
Concentration ‘ 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“‘:’]’,"y Ratio Reagent Temperature | Time | pll
T | 1_sc = 55
Whole ] emtim 3 L soxc 7 2%

Both inducements and ﬂc;;ll":l\s 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 samples were stored at room temperature
for no more than 24 h. The extraction solution is clear, and the pH value has not been adjusted, fillered, centrifuged,
dillted and other processes. The control solution was prepared under the same conditions.
7.2 Test method
7.2, 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
A in o 5
of Freund’s complete adjuvant and the solvent (50 %); the control animals were injected with an emulsion of the
blank liquid with adjuvant

with the solvent alone.

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

Cranial end
A A
0.1 ml intradermal injections B B 0.1 ml intradermal injections
c . L
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 (2.5 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 arca 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 system for skin reactions:

‘Table 1 Magnusson and Kligman scale

Patch test reaction Grading scale
No visible change o
Discrete or patchy erythema [
‘Moderate and confluent erythema 3
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

responsibility.
120 Record
All rae data pertaining to this study and & copy of the final report ae retained in designated Huatongwei
archive.
13.0 Confidentiality Agreement
were as agreed upon pri
Page 9of 11
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Table3 _Positive control
o The Challenge patch | The Challenge patch
Gow | N | et | el |y emoyed 34 s |_ ol 81| Postine
@ E) "Erythem | Swelling | Erythem | Swelling
[ T T ) [ 2 [
2 | 356 | 302 1 [ [ o
3 [ 372 | 327 | o 0 ! 0
4| a8 | s 1 o 1 [
P s | 3069 | Ll | 2 [ 2 [ iR
= B 322 | 3506 [ 0 1 0 ¥
7 3171 3522 1 0 2 0
$ | 3068 | 3500 1 o 1 o
9 | 3165 | 3487 | 0 2 [0
10 %02 |2 o | 2 | o
n 3645 o o o o
12 3502 | 0 [ [ [
Control 5| 3069 | 51 | 0 [ 0 0 .
14| 3100 | 323 | o 0 0 o
15 | 3158 | 366 | 0 0 0 0
Note: The posit I was inish date: 2020-02-07).
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Table 2 Guinea pig Dermal Reactions

Goop | Mo | e | Fmshed | e | i removed ot | Pt
weigh(g) | weigh(g) = S 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 o
4 3118 346.5 0 0 0 o
Test S 3135 3502 0 0 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 31 | 3sed 0 0 0 0
15 3059 | 3493 0 0 0 0
16 3015 | 3466 0 0 0 0
" 319 | 3516 0 0 0 0
18 3073 | 3486 0 0 0 0
19 3060 | 3444 0 0 0 0
o |20 3022 | 3405 0 0 0 0 -
21 3073 | 3481 0 0 0 0
2 301.9 3449 o 0 0 0
S0 23 3068 | 361 0 o 0 o
24 3120 | 3s61 0 0 0 0
25 307.3 3483 0 0 0 0
26 3123 3855.7 o 0 0 0
27 3116 354.5 0 0 0 0
Control |28 3098 | 3540 0 0 0 0 -
2 3063 | 3479 0 0 0 0
30 3074 | 3459 0 0 0 0
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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
Report No.x €

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
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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
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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
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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,

AN AERT: W AT A T K R AL 6§ 34

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

Ty e O
manufactured and sold in China.

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

been registered to be
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(Attachment) T R
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R Product (s) Model Ripotandive
certificate(s) e
s, f— At WM SRHURFARARMTRE LW, BEWEE CEREST
FBHEIEAL. A lLSem X Tem, B 12.5omX 2002140297 A .
—EBMNEAOR (EEE) | %em, C17emX9.5cm, D 17.5em X 9.Sem, E Registration - 5 AN 7 4 A
1 18em*9cm, F .G 14.5cmX9m | certificate(s):Hunan SREFEIIEY 1Y ( A EEM L
ookl Model:Flat mounting ear model. A 11.5cm X Mackinery
Tem, B 12.5cm X 9¢m, C 17em X 9.5em, D Registration: s -
175w 5em, E 1hemtoem, 1 | M002140297 R kYA A 10000 2RI
9.5¢m, G 14.5cm X 9em.
. WM
FEHEITAL. A 11.5cm X Tem, B 12.5em X 20202140289
RERAEAOR CEMAD | 9cm, € 17em X 9.5cm, D 17.5cm X 9.5em, E Reglstration
2 18em*9cm, F G
(Stariied) Model:Flat mounting ear model, A 11.Sem X Machinery
Tem, B 12.5cm X 9em, C 17cm X 9,Sem, D Registration:
17.5¢m X 9.5¢m, E 18cm*9cm, F 18cm X 20202140289
9.5cm, G 14.5¢cm X 9em
E L WA
FHHEAL A 1LSemX Tem, B 12.5em X 20202140298
9em, C 17cm X 9.5em, D 17.5em X 9.5cm, E Registration
& BAABON CERA) 18cmeSem, F G ,‘_.,:‘:',_ 15
mask (Steritized) Model:Flat mounting ear model. A 11.5cm X Machinery WA ¢ i’? L PN Mk HHEA: e -
Tem, B 12.5cm X 9em, C 17em X 9.5¢m, D Registration:
17.5em X 9.5cm, E 18cm*9em, F 18em X 20202140298
9.5cm, G 14.5cm X 9em
LN
FHIEEIER. A 1LSemX Tem, B 1
9em, C 17em X 9.5cm, D 17.Sem
o | BEAZFOM CEERD | 18cm*9em, F 18emx9.5em, G 1
Surgical mask (non-sterile) | Model:Flat mounting car
Tem, B 12.5cm X 9em, C 17em
17.5cm X 9.5¢m, E 18cm*9cm,
9.5cm, G 14.5cm X 9em.
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JEHS: USA20Q040924R0M Certificate No.: USA20Q40924ROM

This is to certify that the Quality Management System of

HIEW
HUNAN EEXI TECHNOLOGY & SERVICE CO, LTD.
ﬂn_mﬁmﬁa Unified Social Credit Code: 91430181MA4PHUES 10 ’

G MEARE: 9145018IMASPHUESI0 RegistredOffice Aderess: No.6 Northof ingtou Road, Livyang HiTech Industial Dexclopment
5 3 Zone, Hunan, China
i :::::mﬂggﬁg: g g Production Address: Floor | and 2, Building 3, No.6 Norh f Pingiou Road,Liuyang HiTech
o AR VS Industrial Deelopment Zone, Hunan, Chi
stk MBI LT AR 6 SN ‘ g
R Has been audited to conform to the following Quality Management System standard
RREWIER 1S0 9001:2015
1SO 9001:2015 ‘This Quality Management System is valid for the
T R ‘The production of disposable medical masks (non-sterile), disposable medical
= - masks (sterile), medical surgical masks (non-sterile) and medical surgical
AHERRAOR( FABE), —AHEREAOA THL), BRI piie (‘:I::Ie) (within the company’s license scope) :

O HEERL), ERMHOR ERE) MR SATVFRETER)
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Certificate No.: USA20E40925ROM

This is to certify that the Environmental Management System of

HUNAN EEXI TECHNOLOGY & SERVICE CO., LTD.
Unified Social Credit Code: 9143018IMA4PHUES 10
Registered/ Office 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 standard

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 involved sites
Dueof i ssnce: Ape. 2, 200
Do svemns: Ape 2,30
Duteof el My, 12,200
Daecfexpiy: Ape 19,2021
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