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Company Brief Introduction
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Xingrong Protective Products Co., Ltd, founded in 2003, is located in China's largest production base
of non-woven products: Pengchang, Xiantao, China. Our factory is a professional enterprise
integrating development, production, and sales. In 2013, we established our new factory: Hubei

Rongfa Health Products Co., Ltd which covers an area of 50,000 square meters. We successfully

introduce the width of 3.2m SMS non-woven production lines , also ,we have 5,000 square meters of

standard purification production workshop .The total investment is 90 million .It further improved the
quality control system . The main products are disposable face masks, shoe covers, caps, surgical
gowns, patient gowns, and other disposable products for health protection, which are widely used in
hospitals, electronics factories, food industry, beauty salons, decoration project, cleaning and daily life
and other fields. Fully displaying the local resource advantages, we expand the market outside,

intensify the management inside and ISO13485 quality management system runs well.
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The introduction of Face masks as following:
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Product name: Disposable Medical Face Mask

Specificationl 145*90mm3 ply,elastic ear loop

Certificat

Business license,

Medical license

Medical device registration certificate

TUV CE

1SO13485

FDA

EN 14683 Type II

Certificate For Exportation Medical Products,

BFE test report

(SBP tset report, Microbial Cleanlines report.
Medical Device Manufacturing License of China.
(Can find on Internet)

Daily Capacity: 3000000 pcs

Package:50pcs/box, 2000pcs/CTN
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A4 J MR, Arm N L T 45K (Raw Material, Workshops & two FactoriesView)

@ Xiantao Xingrong Protective Products Co., Ltd.

Xing Rong

25 ik kS LERS LN

2| WURE) RONGFA NEATH PRODUETS SRR

Plant: Surgical Gown
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5. [ E7:/a] (Face Mask Workshop) :
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*E Ry (Raw Material)
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6.7t B ¥ <Instruction for use>

Pt B # ( Instruction for use )

[Product Name] Disposable Medical Face Mask

(=it k] — IR B E R

[ Model] Elastic Earloop
[(H45 ) #%m &

[ Specification] 145*90mm (L)
[#i#% 1 145*90mm(L)

[ Material ]
The face mask is composed of 3 ply fabric. Outer layer is waterproof nonwoven fabric,inner layer is

common nonwoven fabric, the middle layer is filter paper.
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[ Application Range 1

Protection for Medical Organization in the general medical environment
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[ Performance]
BFE, Delta P conform to the standard of (YY/T0969-2013)
[ tERe]
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[ Instructions]
1.Wear the inner layer in light-color covering on the mouth and with the nose clip up, then hang the elastic

ties behind the ears.
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2.Press the nose clip to let it fit the nose and under the eyes tightly, then adjust the mask under the chin.
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[ Notes]
1.Please check the packing before use. And use it within the validity period

2.This product is single used. Do not reuse it.
3.The person who is non woven fabric allergy should use with caution.
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[Storage] Storage in a dry, ventilated environment with no corrosive gases.

(26 F] EBUEAAE T, X e MR A

[ Validity Period] 5 years
[EXUHT 5 4F
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7. 58 JFE
Certificate
7.1 7BV, R # S IT VT TR, 9T # i HIE -1 A 171 2 Business License, Medical

Device ManufacturingLicense, China Medical Device Registration certificate for medical face mask
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7.2.CE \iIE (Website tracking https://www.certipedia.com/)

—

EC Certificate TUVRReltand
Directive 93/42/EEC Annex V e e
Production Quality Assurance

Medical Devices

Registration No.: DD 60133273 0001
Report No.: 15085900 005

Manufacturer: Xiantao Xingrong Protective
Products Co., Ltd.
No. 46, East of Pengchang Road,
433018 Xiantao, Hubei
China

Products:

Aspects of manufacture concerned with securing and
maintaining sterile’ conditions of Face Masks, Surgical
Gowns, Non-woven Caps, Non-woven Shoe Covers,

Plastic Shoe Covers, Coveralls

Replaces Approval, Registration No.: DD 60104282 0001

Expiry Date: 2023-12-05

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive, For placing on the market of class Ilb and class Il devices covered by this
certificate an EC type-examination certificate according to Annex Il is required.

Effective Date: 2018-12-06

Date: 2018-12-06

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10020d 0608 ® 10V, TLUEW s0d TV &6 rogistared trademarks, Utiisation and sogication feures prior soprovl

CE certificate:
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7.3.1SO 13485 1A ZilE15 (Website trackinghttps:/www.certipedia.com/)

ISO 13485 certificate

=

.. ®
TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Xiantao Xingrong Protective
Products Co., Ltd.
No. 46, East of Pengchang Road,
433018 Xiantao, Hubei
China

has established and applies a quality management system for medical devices
for the following scope:

Manufacture and Distribution of Face Masks,

Surgical Gowns, Non-woven Caps, Non-woven Shoe
Covers, Plastic Shoe Covers, Coveralls

Proof has been furnished that the requirements specified in
EN ISO 13485:2016
are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2018-12-06
Certificate Registration No.: SX 60133274 0001
An audit was performed. Report No.: 15085900 005
This Certificate is valid until: 2021-12-05

Certification Body

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

Date 2018-12-06

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel: +49 221 806-1371 Fax: +49 221 806-3935 e-mail cert-validity@de tuv.com htp //www tuv com/safety

100200 0408

TUV. TUEV end TUV are ragistered trademarks. Uitiisation-and appiication requires prior approval
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7.4 F[E FDAEP
USA FDA Cettificate

(websitetracking: https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfRL/rl.cfm)

The Owner/Operator Number for this Registrationis:3007084580

@ungo

FDA Registration Confirmation

This is to confirm that, as the US Agent, we have completed the registration activation
confirmation for the FDA Establishment Registration and Device Listing with the US Food &
Drug Administration for the Fiscal Year 2020 of

Xiantao Xingrong Protective Products Co., Ltd
No.46 Pengchang Ave, Xiantao, Hubei, China

The facility registration and device listing information:

Registration Number: 3007084580

Device Listing No. Product Code Product Namei(s)
D317957 FME | GOVYN EXAMINATION
D317958 KME | BEDDING,DISPOSABLE MEDICAL
D317959 FXP | covER SHOE,OPERATING -ROOM
D317961 NON-SURGICAL ,ISOLATION GOWN
D317962 CAP,SURGICAL
D317963 MASK,SCAVENGING
D389720 Disposable Mask, Disposable Medical Mask
D38o721 Disposable Mask, Disposable Meciical Mask

il confirm that such registration remains effective upon request and
: ) the end of the calendear year stated above, unless sdaid registration is
termingled afler issuance of this attestation. SUNGQ Technical Service Inc. makes no other representations or
warreaniies, nor does this attestation make any representations or warranties 1o any person or entity other than

Pursuant to 21 CFR 807.39, “Registration of a device establishment or assignment of a registration number
does not in any way denote approval of the establishment or its producls. Any representation that creates an
impression of official approval because of registration or possession of a registration number is misieading
and constitutes misbranding. ” The U.S. Food and Drug Administration does not issue a wtestation of
registragion, nor dees the U.S. Food and Drug Administration recogrize a aiestation of regisiraion,
SUNGO Technicdl Service Inc. is not affiliated with the U.S. Food and Drug Administrdion.

Reference Number: 2006U1.5609548
Issue date: Apr.11, 2020

SUNGO Technical Service Inc.
6050 W EASTWOOD AVE APT 201
CHICAGO, ILLINOIS 60630, USA
sungo.group@yahoo.com
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7.5 K564

Test Report

TESTING
CNASL10314 150011112181

CNAS i MA @

MR 5
[t 2 I R k: www. gtte. net. en

5} GTT¢ (LY
Bithid: RAOJ-4112-24

H H NWI ””l H MNO 200025156 JETL LR

AT R AR B AT BR 2 =]
T L Huhik: e AT 520 HE2 S J O R BM6

— WG A 1 R 184

HFAGE
Tlr @
RRAER | TR | s za/maorisEm [2020-02-26 | %% F 0 [2020-02-29
Y¥/T 0969-2013  (—IR{EMEFIEE A L8
FUSERIE
A RS REITH e et Y
O T e Y¥/T 0969-2013 fidr

; AR R 5 ﬂiﬁﬁffﬁﬁ‘ﬂwﬂ RUTE BB FHEAT CHEMIRIERSN)
wE | HEME, mllmkéfé,'mufnﬂinﬁ WAL
AR RSB AL T M T B X TR 1.

e Zrwl AN /?), ﬂﬂ

BEp 5 #13%:020- 61994598/61994599
TE#ISRIEE 1 H3E:1020- 37721161




Ak T 2 2R B4 it A PR 7]
Xingrong Protective Products Co.,Ltd

AP,

CNAS L10314 150011112181 wewsmy;

Ly GTTY (LY

AL AS W43 75 PR T

No:200025156
L3 3
K B T ‘ j ! ‘
(€7 & =id) MRk T7 ik T B e 2 LRI HE | #iE
[RESh R
@I R |YY 0469-2011 =95 BFE, 99.4 Foo
(%) fisrB BFE; 99.5
W BFE; 99.3
Aﬁé% @HfﬁATCC

6538

MR 40cm?
SAkdH: 28. 3L/min
R ELAE: 3.0
PR % (6 -
1.9X10% CFU

FHAE e -

<<1CFU

=

(FEFA)

ik

NToh

—AWREGER—

HBiE:020- 61994508/61994599
RN CRa e A R Hi%:020- 37721161




Ak T 2 2R B4 it A PR 7]
Xingrong Protective Products Co.,Ltd

7.6. FEAREMHIE

Trademark Registration Certificate
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7.7 A N RN E BT A A= it 1485 859E B People’s Republic of China

Certificate for exportation of medical products

it N RAERIE
PEOPLE'S REPUBLIC OF CHINA
[ ¥ 2l el VS BRI
CERTIFICATE FOR EXPORTATION OF MEDICAL PRODUCTS

RS FABALERY 20190080
Certificate NO.: FPAlbk-&2Z WAL 20190080

FaAR —RMEERADE

Product (s): Disposable Surgical Face Mask

MBAE: #foE, R4 (12cms7em, 14. Sems9cm, 17. Semx9. Scm )
g ®E R (12cm*llcm, 13cm*12cm, 14cm*13cm )
Model: Face Mask with earloop, size (12cm*7cm, 14. Scm*9cm, 17. Scm*9. Scm )
Face Mask with tie on, size (12cm*Ilcm, 13cm*12cm, 14cm+13cm)

FREME AR LIRS SMRTE 20162642286
Registration certificate(s): ZARIEME 20162642286

S AWK ARE PR B R

Manufacturer: Xiantao Xingrong Protective Products Co., Ltd

AR Wk TEERE S AE

Address of manufacturer: Pengchang Ave,Xiantao, Hubei

EFFTREETLS: TR0 WRA S 20180815 &
Manufacturing License(s): T8 2 WAk4 = 20180815 &

HLAERFREEFEPEATYE.
This is to certify that the above products have been registered
to be manufactured and sold in China.

HAKEME: 2021 E5A 158

This certification valid until: May 15" 2021

&t

Remark:

2019 48 7 F 4F
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7.8 BFE [ IERLN >98
BFE and Delta P Final Report™>98

Sponsor:
a0 Lan Chen
NEDON Xiantao Xingrong Protective Products Co., Ltd,

Ave. 46 Pengchang Ave.
LABORATORIES Xiantao, Hubei CN 433018
CHINA

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

Test Atticle:  SXFC10
Laberatory Number: 791568
Study Received Date: 01 Dec 2014
Test Procedure(s):  Standard Test Protocol (STP) Number: STP0004 Rev 11

Summary: The BFE test is performed to determine the filtration efficiency by comiparing the upstream
bacterial control counts to downstream test article counts. A suspension of Staphylococcus aureus was
aerosolized using a nebulizer and delivered to the test article at a constant flow rate and challenge
delivery. The challenge delivery is maintained at 2,200 + 500 colony forming units (CFU) with a mean
particle size (MPS) at 3.0 ym £ 0.3 um. The aerosol droplets were drawn through a six-stage, viable
particle, And sampler for i This p d allows a ri ducible bacterial to be
delivered to test materials. This test method complies with ASTM F2101-07 and EN 14683:2014,
Annex B

The Delta P test i the breathability by ing the differential air pressure on either side of
the test article using a manometer, at a constant flow rate. The Delta P test was designed to comply with
MIL-M-36854C, Section 4.4.1.2 and complies with EN 146832014, Annex C.

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

Test Side:  Inside
BFE Area Tested: ~45.6 cm?
BFE Flow Rate:  28.3 Liters per minute (L/min)
Delta P Flow Rate: 8 Liters per minute (Limin)
Conditioning Parameters: 85 + 5% relative humidity (RH) and 21 + 5°C for a minimum of 4 hours.

Results:
Test Article Number Percent BFE (%) Delta P (mm H,0fcm?) Deita P (Palcm®)
1 99.3 32 3186
2 99.8 3.0 206
3 99.7 3.0 292
4 999 29 288
5 998 30 291
Pasitive Control Average: 1,971 CFU
Negative Monitor Count: <1 CFU
MPS: 3.0 um
Test Article Dimensions:  ~153 mm x ~150 mm
e 1
CHIL LA . 10 Lec
Study Director - Sarah Smit, B.S. Study Completion Date
" . . w FRT0004-0001 Rav 13
Page 10f2

Thes resais reiate oniy 1 he test anicle Histed in this ropon, Reparts may not ba reprodiced axcept in ther enlialy. Subject to NUIterms and condibons il wiew nélsoniabs.com

Laboratory Number 791558
e Bacterial Filtration Efficiency (BFE)
NE“ON and Differential Pressure (Delta P) Final Report

LABORATORIES
The filtration efficiency percentages were calculated using the following equation:

E=T C = Positive control average
x100 T = Plate count total recovered downstream of the test article
Note: The plate count total is available upon request

% BFE =

w» FRT00040001 Rey 13
Page20f2
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Synthetic Blood Penetration Resistance Final Repor

‘Sponsor:
LI : Justin Zhao
NEDON Xiantao Xingrong Protective Products Co., Ltd

Ave. 46 PengChang Ave
LABORATORIES Xiantao, Hubei 433018
CHINA

Synthetic Blood Penetration Resistance Final Report

Test Article: SXFC10
Laboratory Number: 801761
Study Received Date: 02 Feb 2015
Test Procedure(s): Standard Test Protocol (STP) Number: STP0012 Rev 08

Summary: This procedure was performed to evaluate surgical facemasks and other types of protective
clothing materials designed to protect against fluid penetration. The purpose of this procedure is to
simulate an arterial spray and evaluate the effectiveness of the test article in protecting the user from
possible exposure to blood and other body fluids. The distance from the target area surface to the tip of
the cannula is 30.5 cm. A test volume of 2 mL of synthetic blood was employed using the targeting plate
method.

This test method was designed to comply with ASTM F1862 and SO 22609 (as referenced in
EN 14683:2014) with the following exception. ISO 22809 requires festing to be performed in an
‘environment with a temperature of 21+ 5° C and a relative humidity of 85+ 10 % Instead, testing was
performed at ambient conditions within one minute of removal from the environmental chamber held at
those parameters.

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

Number of Test Articles Tested: 32
Number of Test Articles Passed. 29
TestSide: Outside
Pre-Conditioning:  Minimum of 4 hours at 21 + 5°C and 85 + 5% relative humidity (RH)
Test Conditions;  23.2°C and 24% RH

—— =

Study Drrec‘tor Brandon L. Williams Study Completion Date

5 ibiia ol i FRYG01Z.00G2 Rev T
Page 10f2

Trase emils reiata oy o T st aricle s i i f8por Repors miy ot b ¥ Sugent oMU tices ot wivw neiseribs com

Laboratory Number 801761
Synthetic Blood Penetration Resistance Final Report

LABORATORIES

Resuits: Per ASTM F1862 and ISO 22609, an acceptable quality limit of 4.0% is met for a normal single
sampling plan when 229 of 32 test articles show passing results

Test Pressure: 120 mm Hg
Test Article Number ~ Synthetic Blood Penetration  Test Article Number  Synthetic Blood Penstration

1 None Seen 17 None Seen
2 Nene Seen 18 None Seen
3 None Seen 19 Mone Seen
4 Neone Seen 20 None Seen
5 None Seen 2 Yes
6 None Seen 22 None Seen
7 None Seen 23 None Seen
& None Seen 24 None Seen
8 None Seen 25 Yes
10 None Seen 26 Yes
1 None Seen 27 None Seen
12 None Seen 28 None Seen
13 None Seen 29 None Seen
14 None Seen 30 None Seen
15 None Seen 31 None Seen
16 None Seen 32 None Seen
n FRT0012.0002 Rov 7
Page 2 0f 2
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Test Report S$L52035298548101TX Date:September 30,2020 Page 1 of 4
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XIANTAO XINGRONG PROTECTIVE PRODUCTS CO.LTD
NO.46 PENGCHANG AVENUE, PENGCHANG TOWN, XIANTAO CITY, HUBEI PROVINCE

The following sample(s) was/were submitted and identified on behalf of the client as:

Sample Description :  (A)Disposable medical mask

SGS Internal Ref.No. : SHHL2009542949MD

Sample Color : (A)blue

Style No. : 17.5cmx9.5cm

Lot No. : XR2020008

Manufacturer 1 XIANTAO XINGRONG PROTECTIVE PRODUCTS CO.,LTD

Test Performed . Selected test(s) as requested by applicant

Sample Receiving Date  :  Sep 18, 2020

Testing Period : Sep 18,2020 - Sep 30, 2020

Test Result(s) : Unless otherwise stated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following page(s).

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

M [a , Vo) T P 0

Sara Guo (Account Executive) Dongjing Liu / Hailian Xuan (Authorized Signatory)

Unless otherwise agreed in writing, this documem Is lssued by lhe Company subject to its Gel\arll Conditions of Service printed
at hitp: /'|'lrms~imd Cundl ons aspx al fnroluctronlc format documents,
onsJTermu -6- Documum as x.

c
Attentlon Is drawn to the limitetion of liebilfy, Ind-mnmu(lnn ang ny
advised that information contained her 5 the Company's findings at the 1 rvention only and within the limits of
Client’s |ns|ruc||uns if any. The Com oan s, 5018 1SSPOR Y 510 ts Cllent s S ducumem Joes not exanerale parties 1o &
rshianchion ieord Sxalieng ak thalr rghis aed obligatians imdee s (anbaoten socme ent cannot be reproduced
reapt I Rl iout B written approval of the Company. Any hauthonzed atoranion. furqery or fafsiication of the content o
appearance of this document s unlawful and offonders Tay be proseciiled to tho fullast extént of th law. Unless otherwise stated the
results shown in this test report refer only to d for 30 days only.

Attentian; Ta check the authenticity of !estmg Tinepection report & certificate, please contact us at telephone: (86-755)8307 1443,
or email: CN.Doccheck@sgs.com

Ny

t (@6 1 (86 com.cn

Wl! - 1 - LK HL2EEB0S3EE  EBL: 200233 1 (86 f (86-21 e i com
Member of the SGS Group (SGS SA)




Test Report SL52035298548101TX Date:September 30,2020 Page 2 of 4
Test Result

EN 14683:2019+AC:2019 Medical Face Masks-Requirements and Test Methods

Clause 5.2 Performance Requirement

Clause 5.2.2 Bacterial Filtration Efficiency (BFE)
(EN 14683:2019+AC:2019 Annex B)

Sample: A

Test Side : Inside

Test Area :  Approximately 60 cm?

Flow Rate : 28.3 L/min

Pre-Conditioning : Minimum of 4 hours at 21+5°C and 85+5% R.H.

Dimensions of test specimen : ~180mm x 157mm

Positive Control Average 1 2742 CFU

Negative Monitor Count : <1CFU

Mean Particle Size : 3.010.3um

Test bacteria . Staphylococcus aureus ATCC 6538

Test ltem Specimen No. Result

1 99.9

Bacterial Filtration Efficiency (BFE), ?,’ ggg

% :

4 99.9
5 99.9

Remark:

1) Performance Requirement: Type 1=95%, Type |1=298%, Type lIR =98%

2) The number of specimens that shall be tested is minimum 5, but can be greater and shall be increased if
necessary to allow for an AQL(Acceptable Quality Level) of 4%.

Unless otherwise agreed in writing, this document is issued by the Company subject to its General Conditions of Service printed
overleaf, available on request or accessible at http://www.s s uamlan.“l’nrms and-Conditions.aspx and, for electronic format documents,
subject to Terms and Conditions for Electronic Documen 7 s com en erms an Condulons/‘rarms - Documenl as x.
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advised that information contained hereon reflects the Company's ﬂndlnga at the Ume of |ls |nlnrvenl|on nnly and \mthln lha Ilmals ol
Client’s instructions, if any. The Company’s sole responsibility is to its Client and this document does not exonerate parties to a
transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced
except In full, without prior written approval of the Company. Any forgery or of the content or
appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law. Unless otherwise stated the
results shown in this test report refer anly to the sample(s) tested and such sample(s) are retained for 30 days only.
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Clause 5.2.3 Breathability
(EN 14683 :2019+AC:2019 Annex C)

Sample: A
Test Side :  Randomly test in different location (1 around and 4 away from the centric
point) on each of the 5 masks
Pre-Conditioning : Minimum of 4 hours at 21+5°C and 85+5% R.H.
Test Area : 49cm?
Flow Rate : 8 Il/min
Specimen No. Test Area No. Different Pressure for each The average value for each test
tested area (Pa/cm?) specimen (Pa/cm?)
11 39.9
1-2 39.7
1 1-3 375 38
1-4 39.6
1-5 354
21 354
2-2 36.7
2 2-3 38.9 38
2-4 39.6
2-5 38.7
31 395
3-2 38.6
3 3-3 394 39
34 38.3
3-5 36.9
4-1 384
4-2 376
4 4-3 384 37
4-4 36.5
4-5 35.6
5-1 36.9
5-2 345
5 5-3 36.7 37
54 38.5
5-5 36.4
Remark:

1) Performance Requirement: Type I<40 Pa/cm?, Type I1<40 Pa/cm?, Type |IR<60 Pa/cm?
2) The number of specimens that shall be tested is minimum 5, but can be greater and shall be increased if
necessary to allow for an AQL(Acceptable Quality Level) of 4%.

Unless a!nerwise ag{eed in writing, this dcsumenl Is Issued by the Company subject to its General Conditions of Service printed
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Clause 5.2.5 Microbial Cleanliness
(EN 14683:2019+AC:2019 Annex D and EN 1SO 11737-1:2018)

. Total Bioburden, Total Bioburden,
Mask Weight(a) (cfu/mask) (cfulg)
Sample Number
1# 2.98 12 4.03
2# 3.04 <3 <0.99
3# 3.08 6 1.95
4# 3.03 15 4.95
o# 3.05 <3 <0.98

Remark: Performance Requirement: Type |30 CFU/g, Type 1130 CFU/g, Type 1IR<30 CFU/g

The statement of conformity in this test report is only based on measured values by the laboratory and does not
take their uncertainties into consideration.

***End of Report***

Unless otherwise agreed in writing, this document is issued by the Company subject to Ils General Conditions of Service printed
overleaf, available on mquulcrnmulblo at httj h’www. I cun\lonﬁurmmd-curld ons.aspx and, for electronic format documents,
subject ta Terms and Conditions for Electronic B t W sm-nn -Con Iuonarl'erms-o-oocumnt l‘ x,
Attention is drawn to the limitation of liability, iminmniﬁnallun nrl Ul Yy

advised that information contained h-rwn reflects the Com| ind nuI -I lhc ﬂma nl l!a Imorv-nﬂon an und wllhin th- Ilmlu w!
Client’s instructions, if any. The Com| lp ny's sole rnsponslbll ls to its Client and this dnuumnl does nof umnsrlte parties to a
transaction from -urdslnn all their rights and obligations under the transaction nnot be

except in full, without prior written approval of the mpany Any unauthorized alteration, fol ary or rnlalflullm of the content or
appearance of this document is unlawful and offenders : cuted to the fullest extent of the law. Unlm otherwise stated the
results shown In this test report refer onl?in the limpls(n) tuh and such sample(s) are retained for 30 days on

Attention: To check the testing report & certificate, please contact usallelephona (86-755) 8307 1443,
or, email: CN.C Quc:he;k@uasg_om
NEs 889, Yish Xuhu D haiChina 200233 1 (86-21)61402666  f (85-21) 64958763 Www.sgsgroup.com.cn

B - b - fHICKEILKB80S3BEE  HB4: 200233 1 (86-21)61402666  f (86-21) 64956763 & sgs.china@sgs.com
T
Member of the SGS Group (SGS SA)




N\ G FEAT
A= A
I CNAS Tﬁ;s;gms

TN el cnasLosss

Test Report SL52035261176401TX Date:July 13,2020 Page 1 of 4

I,/'

\\\‘“

> /
/‘H' n\\‘\\‘

XIANTAO XINGRONG PROTECTIVE PRODUCTS CO., LTD.
NO. 46 PENGCHANG AVENUE, PENGCHANG TOWN, XIANTAQO CITY, HUBEI PROVINCE

The following sample(s) was/were submitted and identified on behalf of the client as:

Sample Description . (A)Disposable medical mask

SGS Internal Ref No. : SHHL2006523700MD

Style No. ¢ 17.5cm X9.5cm

Sample Color : (A)Blue

Manufacturer : XIANTAO XINGRONG PROTECTIVE PRODUCTS CO., LTD.

Roll/ Lot No. : XR200612001

Test Performed :  Selected test(s) as requested by applicant

Sample Receiving Date  :  Jun 22, 2020

Testing Period : Jun 22,2020 - Jul 13, 2020

Test Result(s) . Unless otherwise stated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following page(s).

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

M CRI . l‘.“«-'-‘ji'-_f-";; Helow — fwon

Sara Guo (Account Executive) Dongjing Liu / Hailian Xuan (Authorized Signatory)
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Test Result

EN 14683:2019+AC:2019 Medical Face Masks-Reguirements and Test Methods

Clause 5.2 Performance Requirement

Clause 5.2.2 Bacterial filtration efficiency (BFE)
(EN 14683:2019+AC:2019 Annex B)

Sample: A
Conditioning Parameters : Minimum of 4 hours at 21+5°C and 85+5% R.H.
Dimensions of test specimen : ~177 mm x 153 mm
Test Area : ~60 cm?
Test Side : Inside
Flow Rate 1 28.3 /min
Positive Control Average 1 2247 CFU
Negative Monitor Count : <1CFU
1# 2# 3# 44
(BFE), % 99.9 99.9 99.9 99.9

Remark: Performance Requirement: Type 1295%, Type 11298%, Type IIR 298%

Clause 5.2.3 Breathability
(EN 14683 :2019+AC:2019 Annex C)

Sample: A
Test number and location . 5random areas for each specimen (face mask)
Conditioning Parameters : Minimum of 4 hours at 21+5°C and 85+5% R.H.
Test Area . 49cm?
Flow Rate : 81l/min

1# 2# 3# 44
Differential zoressure ag ag a7 ag

AP (Palcm?)

Remark: Performance Requirement: Type 1<40 Pa/cm®, Type I1<40 Pa/cm®, Type 1IR<60 Pa/cm’

transaction from exercising all their rights and under the
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Clause 5.2.4 Splash Resistance
(ISO 22609 :2004, Pressure 16.0 kPa)

Penetration on inside surface
1# 2# 3# 44 5# 6# T# 8#
Pass Pass Pass Pass Pass Pass Pass Pass
o# 10# 11# 12# 13# 14# 15# 16#
Pass Pass Pass Pass Pass Pass Pass Pass
17# 18# 19# 20# 21# 22# 23# 244#
Pass Pass Pass Pass Pass Pass Pass Pass
25# 26# 27# 28# 290# 30# 31# 32#
Pass Pass Pass Pass Pass Pass Pass Pass
Number of Pass: 32
Qverall result: Acceptable
Remark:

1) Performance Requirement Type I: N/A, Type IIl: N/A, Type lIR: 216.0kPa

2) Distance of the medical face mask target area surface to the tip of cannula is 300+10mm.
3) Condition and Test temperature (21+5)° C, relative humidity (85+10)%
)

An acceptable quality limit of 4.0% is met for a single sampling plan when 29 or more of the 32 tested
specimens show pass results

Clause 5.2.5 Microbial Cleanliness
(EN 14683:2019+AC:2019 Annex D and EN 1SO 11737-1:2018)

3 Total Bioburden, Total Bioburden,
Mask Weight(g) (CFU/mask) (CFUJg)
Sample Number
1# 2.86 18 6.29
2# 2.83 3 1.06
3# 2.77 15 5.42
4# 2.81 9 3.20
S5# 2.80 12 4.29

Remark: Performance Requirement: Type 130 CFU/g, Type 1130 CFU/g, Type IIR<30 CFU/g
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The statement of conformity in this test report is only based on measured values by the laboratory and does not
take their uncertainties into consideration.

: ) Co.Lid

**End of Report***
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Disposable medical Mask

For Kids 4-12 Years Old
Masque jetable médical

Pour enfants agés de 4 -12 ans
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s (> mepisante
ATTENTON
Vet s core s v
3 Nopus sec s Disp medical Mask
Lo mamotra ot bt i lad o e lckn. For Kids 4-12 Years Old
Sl Pt

Masque jetable médical

Main sructure and Composion:
MeltBlown: 30%
Product Size:145mmxe0mm

adl Xiantao Xingrong Protective Products Co., Ltd.
No.46, East of Pengchang Road, 433018, Xiantao,
Hubei, China

: 0% tissu non tissé souffé par fusion,30%issu non tissé
fabric 70%,
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CERTIFICATE

Disposable Medical Mask For Kid
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MEDICAL DEVICE PRODUCTION LICENS
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MEDICAL DEVICE REGISTRATION CERTIFICATE NO
Frte N RIHFNE ET saliEMDLE - SPiiEH20162642286

. 70%NONW
MATERIALS #7¥l 30%MELT

SIZER 1

STANDARDHTHRE (E

QUANTITY/ S 50

LOT NUMBER/tik & 202@1,02&___,/ 4’-’-"/

PRODUCTIONDATE/AFRHE | 202090B8 .0 %/
EXPIRATION DATE/dHHE | 202510

EXPIRY /5305 5Years A&

MANUFACTURER/®HIEFE

Xiantao Xingrong Protective Products
Wk mXKRBEIFB @A KR
Eastern Section of Pengchang Avenue, pengchang, Xis ;
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MADE IN CHINA




