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COMPONY PROFILE

Committed to become a pioneer
in the orthopaedicsubdivision
and a leader in sports medicine

Founded in 2006, Beijing WANJIE Medical Device Corporation Limited it is a national high—
techenterprise integrating scientific research, production, sales and foreign trade. As the leader
oforthopaedic sand sports medicine, Wanjieis committed to becoming the pioneer of
orthopaedicsubdivision and the leader of sports medicine. The company has orthopaedic and sports
medicinehigh—value consumables, orthopaedic rehabilitation, epidemic prevention and other
high—endmedical products.

The company has a large number of research and development talents in polymer biomaterials,
tissue engineering, machinery and automation.The company development conceptis Integrity,
Professional, and Innovation.With the international leading level of machining center,precisioninjection
molding machine, fiber weaving machine and other special equipment in linewith theGMP requirements
of 10,000, 100,000 clean production workshop as the basis.Thecompanyhas developed anti—epidemic
products such as Medical Face Shield, Medical Goggles,medicalProtective Suits and Medical cap,
anti—epidemic product had obtained CE and FDAcertifications.We provide epidemic prevention
and control materials for hundreds of hospitals inChina.Meanwhile, we export to more than a dozen
countries.Over the years has been agoodrelationship with domestic and foreign enterprises.

During the epidemic period, as a keyepidemicprevention and control enterprise, it was supported by
Beijing municipal financial bureauand fivenational ministries and commissions, and also a key
epidemic prevention and controlenterpriseinZhongguancun.

2500 ® GMP4& =% 8 (2500 m' GMP workshop )



CERTIFICATE OF
BEIJING WANJIE MEDICAL DEVICE CO., LTD
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Foam bands absorb sweat

andIncreased air flow and
comfo

WHEBLE . BB,
B . BRI ESL
Double-sided anti—
fog,anti—static,Optical
¢ clear,no glare lens

INTRODUCTION OF
MEDICAL FACE SHIELD
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Safe and comfortable /Prevent mist spray
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Ultrasonic welding band

increases the comfort and
reliability of the mask
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Prevent body fluid or harmful chemical

material splash, to potential blood pathogen
s contamination has very good isolation effect
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APPLICATION SCOPE

OF THE PRODUCT
Safe and comfortable /Prevent mist spray
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Applicable department: Disease control
and epidemic prevention, dentistry,
stomatology, instrument cleaning,
decoration cleaning, chemical production
and need to protect the face of the
practitioner.
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Can effectively prevent spatter, saliva
droplets, viruses, dust, dust, dust chemical

solution on the face of the injury or spread
of infection.

BRHBLEERAREREE .. BT REE
B, 5. CAF CRIXNEIEIC.
I iZ BT ET RS .

Effectively prevent medical personnel in
the reception, treatment and examination,
pollutants, droplets and other spatter on
the face of the invasion. Widely used in
the field of medical disease control and
prevention.



PRODUCT PACKAGING
INSTRUCTIONS
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AAE: 279 /550*405*355mm (IMERY )

Product name : Medical Face Shield

Brand : Beijing WANJIE

Performance : Anti-fog, anti-virus, anti-liquid splash, anti-impact
Material : Anti—=fog PET material, sponge, elastic

Packaging : 10/bag

Specifications : 27g / 550*405*355mm ( Size of packing box )

¢

Beijing WANJIE Medical Device Corporation Limited-
Product Specification .

Name<| Medical Face Shield? Modele | WI-GLMZ-01¢ o
8/Ne | Product- | Standards Application Weight | Weight/ | Sterilizationd Certifications | Quantity+ Sizeo o
/mite | Cartone
1e Medical | Chinese Can  effectively prevent | 30g/ipg | 4kee None CEandFDA « | 100pes/carton LengthxWidthxHeight |»
Face Standard: Damage of cross-infection | ¢ National (10bag/cartond 500*360*410 {mm) 4
Shielde | GB17931-2016 ¢ [of Iuman face by Medical 10pes'bag)e
EU: EN166-2001 splashings, saliva droplets, Products
Fl viruses, dust dust, soot Administration:
chemical solufions, etc TAEE
saliva  droplets, viruses, 20200013 S«
dust, dust, dust chemical
solution to the human face
damage or cross-infection ©




PRODUCT DOMESTIC
QUALIFICATION
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Medical device registration certificate of
Medical Face Shield
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BERS: RAMSE202000135
Beijing medical device registration approval

NO.20200013



PRODUCT CERTIFICATION

A RFAE
PEOPLE’ S REPUBLIC OF CHINA
BEST R BR™  H C RYBE
CERTIFICATE FOR EXPORTATION OF MEDICAL PRODUCTS

AREE S TAERE RS 20200222
Gertifioate NO.

Tl  ERWEER
Produstis]:Madieal Face Shieki

R WGLMZ01
Mol WU-GLMZ-H

TELTER AR FOCRA20200135
Rogistration contificatala)

el AERTER AT SRR AR AT
Manifactirer: Belfing WAN.IE Metieal Deviee Carpoeation Limitac

AP AR P TR T A o S ol o ME T 26 5 -2 P
Address of mant -2, Dandirsgy Induetry base, Thangguancun madical

daviow Park, Daning District 102808 Baijing, PEOPLE'S REPUBLIC OF CHINA

o w1l e =
Tanufachuring Licenss/s)

BEIEL LA U L P

This i5 te sertify that th hawa beon regi

EHIAAANE: 20210324
Thiz certilication valid until: 2032-03-24

Wl
Ramark:

Certification for exportation of medical products
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ZERTIFIKAT & CERTIF
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Certificate

No. Q6 071590 0014 Rev. 00

Pitaioct S

Holder of Certificate: Beijing Wanjie Medical Device
Corporation Limited
Building 8-2
Daxing bio pharmaceulical indusiry base
Zhongguancun medical device Park
Daxing District
1026109 Baijing
PEOPLE'S REPUBLIC OF CHINA

Facilit ies): Beijing Wanjie Meadical Device Corparation Limited
v :l Bullding 8-2, Daxing bio pharmaceulical industry base.
Zhongguancun medical device Park, Daxing District, 102604
Baijing. PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: Production and Distribution of Cement
Mixing System for medical use, Pulse
Lavage Drainage Device and Suction Tube
Prevent Jam for medical use.

Applied Standard(s): EN SO f3485:201

Medical devices - Quality maragemen| systems
Requiremeants fos regulatory purposes

(180 13485:2016)

DIN EN 1SO 13485:2018

The Centilication Body of TOV S00 Preduet Service GmbH certifies thal the compar Ty manticned
above has established and is maintaining a quakty management systam (excluding subclayse 7.3)
‘which meats the requiremenis of ihe listed slandard(s], See also notes averieaf,

Repon No.: BJ1GT34049

Valid from: 2018-03-28
WValid untii:
2019-03-28 :
* = Stafan Preif

Page 1ol 1
TOV SO0 Product Servicg GmbH » Certification Body + Ridlarsiraila 85 - 80339 Munigh * Gammny

TUV Certificate




Certificate

ICR Polska/CE/V/ 6301171

Name and address Beijing WANJIE Medical Device Corporation Limited

of certificate owner: Building 8-2, Daxing Bio Pharmaceutical Industry Base, Zhongguancun
Medical Device Park, Daxing District, 102609 Beijing, PEOPLE'S
REPUBLIC OF CHINA

Do adijess Beijing WANJIE Medical Device Corporation Limited
Building 8-2, Daxing Bio Pharmaceutical Industry Base,
Zhongguancun Medical Device Park, Daxing District, 102609 Beijing,
PEOPLE'S REPUBLIC OF CHINA

Product name: Medical Face Shield
Product types: WJ-GLMZ-01

Product trademark: n/a

This certificate confirms that the product meets the requirements of the following standard
The conformity was demonstrated based on following standard(s) listed by European Commission
as harmonized with Regulation (EU) 2016/425

EN 166:2001

The certification has been carried out in accordance with individual rules and conditions agreed with
the applicant. Evaluation has been carried out in accordance with:

Test report(s) No.: GOM200318273T
Test conducted by: Shanghai GOM Testing & Technical Co,, Ltd.

Certificate issue date: 02.04.2020
Expiration date: 01.04.2025

NOTES:

» This certificate refers to the above mentioned product and its conformity in regards of above
mentioned standard(s) was proven on test sample

+ This certificate does not imply meeting all essential requirements, assessment of the
series-production or any other restricted Neotified Bodies conformity assessment procedure
appropriate for the product
This certificate holder shall use this certificate in connection to declaration of conformity and
technical data relevant for the product the certificate was issued

Certificate modifications: nfa

Director: Rafat Kalinowski

Warsaw, 02.04.2020

Plac Pzymierza 6

03-944 Warsaw, POLAND
www.icrpalsia.com

e-mail: icpokla@icma.com

CE Certification of
Medical Face Shield
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ZERTIFIKAT 4 CERTIFICATE 4

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

BEIJING WANJIE MEDICAL DEVICE CORPORATION
LIMITED

Building 8-2, Daxing Bio Pharmaceutical Industry Base,
Zhongguancun Medical Device Park, Daxing District Beijing, Beijing,
102600, CHINA

has completed the FDA Establishment Registration (as manufacturer , foreign exporter,
contract manufacturer ) and Device Listing with the US Food & Drug Administration,
through

U.S. Agent for FDA SUNGO TECHNICAL SERVICE INC.
Communications; 6050 W EASTWOOD AVE APT 201, CHICAGO,
ILLINOIS 60630, USA
Telephone: +1-855-957-7779 / E-mail: sungo.group@yahoo.com

Owner/Operator Number: 10065382
Device Listing#: See annex

SUNGQ Technical Service Inc. will confirm that such registration remains effective upon request and
presentation of this certificate until the end of the calendar year stated above, unless said registration is
terminated qfter issuance of this certificate. SUNGO Technical Service Inc. makes no other
representations or warranties, nor does this certificate make any representations or warranties (o any
pemnnrmﬁg’otbm’bﬁarlhcmmn‘mﬂﬂwfekalﬂ‘erﬁrwm:dew!u#hmd. ﬂ‘ua
donnmdenomendorummarmprom}ofthc if holder's device or establ)

by the U.S. Food and Drug Administration. SUNGO Tech I Service Inc. no liability to any
person or entity in connection with the foregoing.

Pursuant to 21 CFR 807.39, “Registration of a device establish ig of a regi:

number does nat in any way denote approval of the establishment or u:pmm; Any representation

that creates an impression of efficial Wwalbecmueq' registration or possession of a regisiration

number is misleading and constitutes misbranding.” The U.S. Food and Drug Administration does not

mamdmmafngumm nor does the U.S. FmdmdDrugAdnrm:rmannmma
1, SUNGO Technical Service Inc. is not affiliated with g

Sungo [FID/A

FDA Certification
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Fiscal Year 2020

CERTIFICATION OF REGISTRATION

Annex to Cert. No.

:2007U8171518

Listing No

Code

Device Name

D381267

FQH

LAVAGE, JET
(Pulse Lavage Drainage Device)

D381268

IDZ

MIXER, CEMENT, FOR CLINICAL USE
(Cement Mixing System for medical use)

D381269

EXF

CAP, SURGICAL
(Medical cap)

D381278

Lyu

ACCESSORY, SURGICAL APPAREL
(Medical Face Shield)

D381279

QKR

Face mask (except NO5 respirator) for general public/healthcare
personnel per IIE guidance

D381280

(Medical Face Shield)
Shield, eye, ophthalmic (includi p protective ey and
post-mydriatic eyewear)

(Medical Goggles)

D3g1281

Ring (wound protector), drape retention, internal

D381282

KDD

(Knee joint cutting protector)
it il Tisposabl
(anterior cruciate ligament reconstruction surgical tool kit; posterior

D381286

OEA

ical tool kit)
Non-surgical isolation gown
(Protective Suits)

D383587

KIH

DISPENSER, CEMENT
{Cement Gun)

END OF THE ANNEX

FDA Certification




PRODUCT DESCRIPTION AND
CE DECLARATION OF CONFORMITY
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P E AR RE EN 166-2001 154k &
(EN 166-2001 test report for Medical face shield




PRODUCT TEST REPORT
iSRS

ERFERTETRMRN TR
Beijing WANJIE Medical Device Corporation limited
BBRE
Test report
R4S Report NO: 20200331001
BB AR ERICEST S IR A J——E e
Applicant : Beijing WANJIE Medical Device Corporation Limited —— P&D DEPARTMENT

Mtk AEIR AT RN o S B RN A B 257 Ml B K RE PG B 26 S 15t 8-2 Tk
Address: Building 8-2,Daxing Bio Pharmaceutical Industry Base,Zhongguancun Medical Device
Park, Daxing District,102609 Beijing, PEOPLE’S REPUBLIC OF CHINA

VAT U S 1 B E PR SR AR A
The following sample(s) and sample information was/were submitted and identified by/on the behalf
of the client

B [ F R RS T 2

Sample name Medical Face Shield

FEREAE E (D
Color Transparent ( shield)

FRES WI-GLMZ-01
REF

EFHEE
LOT

BRI F #3:2020.03.30
Testing period

R IR/ AR EZILTR
Test method/test result(s) please refer to the following page(s)

BE g Lping ' #H e Jon

Tested by Reviewed by

_— WmﬁLm- B At May 90

Approved by Date

page 1 of 2




T ERTETHRBAFRAS
Beijing WANIIE Medical Device Corporation limited
REIRE
Test report

R &54%S Report NO: 20200331001
— WAFTR:
Test Object:
PR g ) W
Product name REF Color Test quantity
B PR R B T WI-GLMZ-01 | &% (H#H) 200
Medical Face Shield Transparent ( shield)
= WRIA R ITE:
Test Item and Method
JHFS Test No WARIIE Test Item M7 Test Method
# (Pb) IEC 62321-5:2013
| cd IEC 62321-5:2013
R (Hg) 1EC62321-4:2013+AMD1:2017 CSV
o IEC 62321-6:2015
5 ] (Br) 1EC 62321-6:2015
=, FIEEFEIKAF :  Laboratory of environmental conditions
% Temperature I 18C
[ Humidity | 40%

o MRS R R FIE: Test results and judgment

i 4 (Pb) # (Cd) | & (He HEsR
part Test Result
B 8 A | <2ppm <2ppm <2ppm PASS
Double-sided

HIRIME RIEER HedR

TEST ITEM | TECHNICAL REQUEST TEST RESULT
Appearance | The surface of the mask shall be smooth,transparent,free from | PASS
scratches,bent without creases,and the edges and corners shall be
free from defects such as sharp edges,burrs and attachments.
After wearing the medical isolation mask,it should be able to
completely cover the wearer’s face .Longitudinal should remain
upright,not drooping, horizontal bending without crease.
measurement | Spread width: L300mm, tolerance: £30mm

wnk JRELEI End of Report *+*
ARG R 2R R, BB, BHEPLLRARS SR ME RIS ATER: AR R Tt
ANEZRENTER.
The result(s) shown in this report refer only to the sample(s) tested ,this report must be written by
approval of kingbali ,and thisreport can not be copy and reproduce .

page 2 of 2




PRODUCT TEST REPORT OF
MEDICAL FACE SHIELD
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2018198013653

3R 540 S (Report ID): BYT20040029
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Test Report
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wanjiety.com.cn
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Beijing WANJIE Medical Device CO., Ltd




