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CA COMPANY INTRODUCTION

Henan Yubei Sanitary Materials Co., Ltd was established in May
1998.1t is a professional manufacturer of medical devices and

sanitary materials. 51.1c

IThe company's leading products: disposable medical

masks, caps, surgical gowns, medical gauze, dressing bags, surgical

bags, surgical masks, medical cotton swabs, iodine cotton swabs,

disposable medical pads, disposable sterile catheters, etc. medical

products.
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and medical device license
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Test Report
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CE certification

Sungo
CERTIFICATE OF NOTIFICATION

This is to certify that, according to the council directive 93/42] + SUNGO performed all

notification dutics and responsibilities as the European authorized representative of:

Applicant: Henan Yubei Sanitary Materials Co,, Ltd

Address: Pudong Industrial Park, Changyuan County, Henan Province, China

The Manufacturce has provided SUNGO with all the approprinte declarations according to the

9342/EEC Directive requirements including the EC Declaration of Conformity confirming that his

medical device, as stipulated here below, is Fulfilling the applicable requirements of the European
Council Directive 93/42/EEC.

Product(s): Masks, Protective Clothing, Isolation gown

Type(s): Masks: Large Size. Small Size

Protective Clothing: Type I, Type IT

Isolation gown: Type A Type B, TypeC

Product Classification: Class|

Where the manufacturer affix's the CE marking to the product listed they must ensure that

all the ofthe EU have and continue to be met.

The notification of aforementioned device has been completed by the European
in The Competent Authority is notified of the

manufacturer's medical devices and has allocated registration. NOTIS number is

CIBG-20200617

Issued: Mar. 23 2020

Cert, No. EUZIIS18

Expiration Date: Mar. 22 2028
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(Sunzs
CERTIFICATE OF NOTIFICATION

This is to cenify that, according to the council directive 934VEEC, SUNGO performed all

notification dutics and responsibilitics as the European authorized representative of:

Applicant Henan Yubei Sanitary Materials Co.. Lud

Address Pudong Industrial Park, Changyuan County, Henan Province. China

all the appropnate declarations according to the

EC Declaration of Conformity confirming that his

ling the applicable requirements of the European

© Small Sire

otcctive Clothing: Type1, Type Il

Isolation gown:TypeA. TypeB. TypeC
Product Classification: Class|

manufacturer's medical devices and has
z

NOTIS umber is

CIBG-20200617.

Tsued: Mar. 23 2020
Cert. No:EUZIISIS
Expiration Date: Mar, 22 2025
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cceerore German TUV TYPE [I R test report
Produkte ”

. .

Products TUVRheinland

Priifbericht-Nr.: 50362818 001 Auftrags-Nr, 168258394 Seite 1von 12

Test Report No.: Order No.: Page 10of 12

Kunden-Referenz-Nr.: NA Auftragsdatum: Mar. 30, 2020
Client Reference No.: Order date:

Henan Yubei Sanitary Materials Co., Ltd.

Auftraggeber

Client: Pudong Industrial Park, Changyuan County, Changyuan, 453400, P.R China

Priifgegenstand: Face Mask

Test item:

Bezeichnung/ Typ-Nr.: Rectangle, Type IIR
Identification | Type No.:

oe

Auftragsinhalt:

Order content: Type test

Priifgrundlage: EN 14683: 2019+AC: 2019 except for clause 5.26
Test specification:

Wareneingangsdatum: Apr 01, 2020
Date ofreceipt.

PriifmusterNr.: 04200208
Test sampie No.:

Priifzeitraum: Apr. 02, 2020 to Apr. 24, 2020

Vestn
:

See Attachment: Photo documentationfor details.
Ort der Priifung:
Place of testing

See page 3

Priiflaboratorium: TUV Rheinland (Shenzhen)
Testing laboratory. Co., Ltd.

Priifergebnis®:
Test resuit™

Pass

gepriift von / testedby: kontrolliert von/ reviewedby:
Lrardd Li Age Lol _

Apr. 24 2020 Amanda Liu/Project Enginesr Apr. 26, 2020 Angela Chen/ Department Manager

“Datum WameT Sellung Unterschillt “Dam Name7 Stellung Unterschrlt
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A TUVRheinland”®
Page 2 of12 Report No. 50362818 001

C.C.C.EUROPE EN 14683:2019+AC: 2019
Cultural Communication Consultancy

Medical face masks or
Requirements and test methods

Report Reference No.....ccovveaveenns : 50362818 001

Date of ISSUe.......ccervmsmrrsnnnennns + S€€ COVEr page

Total numberof pages....cccourmnans : See cover page

Testing Laboratory.......ccseernen : TUV Rheinland(Shenzhen)Co, Ltd,
Address......umimsnesnnnas § 1F East & 2-4F, Cybio Technology Building No.1, No. 16 Kejibei 2nd

Road, High-Tech Industrial Park North Nanshan District, 518057,
Shenzhen, China

Applicant's NAME .....ceececureecrennes : Henan Yubei Sanitary Materials Co., Ltd.

Address........cusesunen ...» Pudong industrial Park, Changyuan County, Changyuan, 453400,
P.R.China

Test specification:

Standard....cmsminsnnanneas 5 EN 14683:2019+AC:2019
Test procedure... nih Type test

Non-standard test method NA

Test Report Form No.ues : EN 14683:2019+AC:2019_A

Test Report Form Originator......:  TUV Rh (SZ)

Maer TRF ...c..iniemirsimmiiisrenin : 202003

Test item description......ceuseernens = Face Mask

Trade Mark......cosuninscsnsnsnnssnnans 3 &

=

ModelType reference... ..> Rectangle, Type liR

CrasSiICHON. ov crverirsrsismnnvesiis : TypelR



972584

A TUVRheinland* Page 6of 12 Report No. 50362818 001

C.CCEUROPE ENTISac9

Clause | Requirement+ Test Result - Remark | verdict

4 Classification P

Medicalface masks speciedin this Eurcpean Type IR
P

Standard are classified into two types (Type | and Type
II) accordingto bacterid filiration efficiency whereby
Typell is further divided accardingto whether or not
the mask is splash resistant. The 'R’ signifies splash
resistance.

5 Requirements P

5.1 General P

514 Materials and construction Pp

The medical face mask is a medical device, generally | 3 ply designedwith two layers of P

composed of a filter layer thatis placed, bonded or palypropylene spunbond
moulded between layers of fabric. nonwovenand one layer of

polypropylene mek-blown
nonwoven.

The medical face mask shall not disintegrate, spit or P

tear dunng intended use.

In the selection of the filter and layer matenals, P

attention shall be paid to cleanliness.

5.1.2 Design

The medical face mask shall have a means by which it P

can be fitted closely over the nose, mauth and chin of
the wearer and which ensures that the mask fits closely
at the sides.

Medical face masks may hawe different shapes and
ith

nose
cli

constructions as well as addtional features suchas a
Wh

clip
P

face shield (to protect the wearer against splashes and
droplets) with or without anti-fog function, or a nose
bridge (to enhance fit by conforming tothe nose
contours).

5.2 Performance requirements P

5.2.41 General P
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TUVRheinland” Page 9 of 12 Report No. 50362818 001

EN 14683:2019+AC:2019

Clause Requirement + Test Result - Remark Verdict

5.2.2 | TABLE: Bacterial filtration efficiency (BFE) | P

Batch/ [Test Dimension | test area| Flow rate |Mean ofthe |Mean plate | BFEfor |Remarks

lotno.: |Specimen| ofthetest | (yn?) | (min) | totalplate | countof | each test

no.: specimen counts of the specimen
Lx W (mm

the two negative (%)
X mm) positive controls

controls

0420020 | 1 158x154 63.6 28.3 99.79 -

8
2 157x152 63.6 28.3 99.57 -

3 159x153 63.6 28.3 1873 0 99.25 -

4 158x154 63.6 28.3 99.73 -

5 158x153 63.6 28.3 99.57 -

Supplementary information:

1, Each specimen was conditioned at 21 °C and 85% relative humidity for 4 h to bring them into equilibrium with

atmosphere prior to testing.
2, The side ofthe test specimen was facing towards the challenge aerosd: the outside of the test specimen.

972584
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Bandage Surgical
mask (TYPE Il R)
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oo English label on the carton
Cultural Communication Consultancy

Product Name Surgical mask (TypellR) Carton Size: 51*%35%44cm

Qty in this carton 2000pcs Packaging 20pces—-polybag

Gross Weight 8KGS Net Weight: 7. KGS

LOT 04200409 Brand Yu Bei

Product Date 09-4-2020 expiry date 08-4-2022

Manufacturer Henan Yubei Sanitary Materials Co., Ltd.

DISPOSABLE | STERILE|EO STERILE
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