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GROUP INTRODUCTION

Shenzhen Shengshi Kanghua Industrial Group is a joint venture
enterprise, which has many services such as real estate, finance,
investment, and epidemic prevention products.

Shenzhen Shengshi Kanghua Technology Co., Ltd is a cooperative

enterprise, which owned by China Sinopharm Group.

As a branch of the group , Shenzhen Shiyuan Technology Co., Ltd
focuses on the industry of medical and epidemic prevention
products. Products including cup-shaped KN95 protective mask,
cup-shaped with breathing valve KN95 protective mask, medical
disposable mask, medical surgical masks, protective gowns,

protective gloves, virus testing kits, etc.




GROUP INTRODUCTION

Shenzhen ShiYuan Technology Ltd possesses a first-class
production line, equipped with 10,000-level dust-free workshop.

The monthly production of masks can be up to 50 million.

Shenzhen Shiyuan Trading Ltd is responsible for foreign market
sales, which mainly sells to major government agencies, medical
institutions and major social organizations in Europe, America and
Southeast Asia. The Chinese market team is in charge of
supermarkets, hospitals, pharmacies, convenience stores and

other corporations in major cities.




REAL ESTATE PROJECTS

Hanking Center

Hanjing Group headquarters building, super-class landmark office building, located
in Shennan Avenue, a nearly 80-story "new landmark building." The project is
located in Nanshan High-tech Zone and covers a total area of 11017 square meters.

Hanking Peak Boulevard

Located in the middle of Xiaonanshan Mountain in the Qianhai Center,Pooling the

expertise from the globe, Hanking Group has created the one-of-a-kind luxury
hillside residence in Qianhai.




Shenzhen Shengshi Kanghua Industrial Group

Shenzhen Shengshi Kanghua Technology Co., Ltd

Shenzhen Shengshi Kanghua Technology Co., Ltd is a
cooperative enterprise of China Sinopharm Group.

China Sinopharm Group is the largest pharmaceutical and health
industry group in China with the most complete industrial chain
and comprehensive strength under the direct management of the
state-owned assets supervision and Administration Commission of
the State Council. Its mainly focuses on the distribution, retail, R &
D and industry of health-related products such as preventive
treatment and diagnostic care.

Shenzhen Shengshi Kanghua Technology Co., Ltd. has always
been concerned about the people’s daily lives, to improve the
quality of people’s healthy life as its own responsibility. It is vital for
Shengshi Kanghua to bring benefits to the society and country,
which is the consistent tenet of the enterprise. It also committed to

launch high-quality epidemic prevention products.
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Co.,Ltd. and Shenzhen Shiyuan Technology Co.,

Ltd. specializes in producing folding KN95 mask,
Cup-shaped KN95 mask, Cup-shaped KN95

mask with breathing valve, medical disposable
) mask, medical surgical mask, protective gowns,
- protective gloves and other medical and epidemic

prevention products.
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Commercial & Medical
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Disposable Protective Mask KN95 Protective Mask _ .
Commercial (GB/T32610-2016) Commercial (GB2626-2006) Cup—shaped Protective Mask flat—shaped Protective Mask
Medical (YY/T0969-2013) Medical (GB19083-2010) Commercial (GB2626-2006) Commercial (GB2626-2006)
Surgical (YY0469-2011) Medical (GB19083-2010) Medical (GB19083-2010)
; Ul U
.
Disposable Pro'tectlve Mask KN95 Protective Mask with Valve Cup—shaped Protective Mask
for Children Commercial (GB2626-2006) with breather valve
Commercial (GB/T32610—2016) Medical (GB19083_2010) Commercial (GBZ626—2006)

Medical (GB19083-2010)
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Non medical ,‘

Nitrile Gloves
(GB/T 25260. 2-2018)

Medical
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Nitrile Gloves
(GB 10213-2006)
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Latex Gloves
(GB/T 22845-2009)
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Latex Gloves
(GB 10213-2006)

v

SYKJ

L

PVC Gloves
(GB/T 22845-2009)
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Latex Gloves (with powder)
(GB 10213-2006)
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SARS-CoV-2
Medical Isolation Eye .
Patches Mecg(l}é:;;}%%g(ﬁ%)les Medical protective face Shield SARS-CoV-2 Nucleic Acid Test
(GB32166-2016) (CB14866-2006)
Medical
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Disposable Medical Protective Disposable Medical Protective Disposable Medical Disposable Medical
Clothing (Strip) Clothing isolation gown isolation gown

(GB19082-2009) (GB19082-2009) (one piece) (hanging type)



OUR FACTORY

The factory is located in Shenzhen Xili Baiwangxin Industrial Zone. It has professional production equipments and
technical team, equipped with first-class production lines and 1,000-grade dust-free workshops. Monthly production

capacity of masks is up to 5 million.Production strictly implements GB2626-2006 standard, YY / T0969-2013 standard,

YY0469-2011 standard. All products are delivered to SGS for testing on a daily basis.




Raw Material Storage Product Warehouse




The factory is equipped with the special
dust-proof suit, hand washing stations,
air shower and a series of dust removal
measures,constant temperature and
humidity air conditioning system.
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Our Partners
GUANGDONG WILLING TECHNOLOGY CORPORATION
Shenzhen Cathay Clean Science and Technology Co.,LTD
Mezorrison Health Science & Technology (Shenzhen) Co.,Ltd
Shenzhen Tianlong Century Technology Development Co., Ltd.

Shenzhen Da Sheng Yuan Medical Equipments Company Limited
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GUANGDONG WILLING TECHNOLOGY CORPORATION

in &5 -
Fiscal Year 2020
FDA REGISTRATION CERTIFICATE

Certificate Holder:
GUANGDONG WILLING TECHNOLOGY CORPORATION

Willing Indhistrial park, Dengjiang | ndustrial District Shuikou Tewn,
Huicheng District, Huithou, Guangdeng, 516005, CHINA

has compleied the FDA Estblishment Registration {as manufacurer , foreign
exporter, contract manufacturer ) and Device Listing with the 1S Food & Drug
Audministration,

Registration Number: N

Owner/Operator Number: 10065753
Device Listing:

Do Product Codes D wion Name

[Face mask (e ot NS nes pirator] for
QKR peneral publig healthcare personnal per IE
guidance

ACCESSORY, SURGICAL APPAREL
RESRETH Lvu (NS5 Face Mask /Mask MN-01/
Mok ke MAM-0.2/ Ear- hamging KHOE-04)

ogi siraticn Expiration Date: 20201231

UCL-REG SERVICE INC has verified and declares that the above stated facility i
registered with the US Food & Drug Administration, Center for Drug Evaluation and
Research, Office of Dug Registaton and Ligting pursuit to the Code of Federal
Begulation 21 CFR 207, an the data staté above, and makes no other representations
and warranties, nor daes this certilicate makeés other representations and warmanties
to other person or entity other than the name certificate holder, for whose sle
benafitit i Etued. UL-REGSERVICE INC. aszumes no liahility to any person or entity
in connedionwith the fregoing, UCL-REG SERVICEINC & a private registrationagent
anal is nat affil ixted with the US Foad and Drug Administration.

UCL-REG SERVICE INC.
3907 PRINCE STREET SLNTE &F

EC Declaration of Conformity

according to the Medical Devices Directive 93/42/EEC
Class I Medical Device
(non-sterile, without measuring finction)

Manufacturer: Guangdong Willing Technology Corporation
Wiling Industrial park, Dongjiang Industrial District, Shuikou Town,

Address: Huizhou city, Guang Dong, P.R.China

EC Representative: Share Info Consultant Service LLC Reprasentanzbiro
Heerdter Lohweg 83, 40549 Disseldorf, Nordrhein-Westfalen, Deutschland

We, the manufacturer, declare under our sole responsibility that
Type/model, densiason of product alawing baceati ity

the medical Product Name Wheme applicable)
device(s) Disposable Medical Mask MN-02
of class according to annex 1X of Class | Medical Device

directive 93/42/EEC, Rula 1 (non-sterile)

isfare in conformity with the relevant provisions and requirements of directive
93/42/EEC, as amended by Directive 2007/47/EC.

Applied harmanised EN IS0 13485:2018 EN IS0 15223-1:2016

standards, national i
standards or other EN 1041:2008 EM 14683. 2019+AC. 2019
nomative documents  EN ISO 14871:2012 EN IS0 10993-5:2009

IS0 10993-1: 2018 EM IS0 10993-10:2013

EN 62366-1: 2015

Cariformity
assessment procedure  Module A (EC Declaration of Conformity (Annex VII) + Technical Files)
Notified Body

(name & number) NOT applicable

Certificate & number NOT applicable
Signed on: June 05,2020,  Place: Huizhou, Guangdong, China

4
Signature (on behalf of the manufacturer)___/ i f c €

Name of authorized signatory: Jingnong Ye
Position held in the company: General Manager
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Module B EU Type-Examination Certificate

For the requirements of PPE Regulation 2016/425
Catificate Mo - CF-PC-200R0R-33501.04

Cartificate Guangdnng Willing Technnlngy Coamporatinn
hobder: ‘Willing Industrial Park, Dongjiang Industial District Shuikou Town,
Huizhrui City, Guangdang, P R Thine

Froduct; Particie Filtering Hall Mask
Fnlding F'lllr_'risg halt mask without valve fittod with car loope with hoad
narness clip, intermal metal nose clip
Classification; FFP2 MR,

Model reforance:  WL-01
Standard(s): FH 1482001 4412008
Test report No.: 2020003 - 07EY

Issue date: BUZ0-06-U4

EXpIry oane: AULU-UH-UR

The product{s} on this certificate and the Technical File have been assessed and found to be in
ennfarmancs with the Fssantial Haalth and Safaty Raquirsmeants in Anney 1l of tha PPE

T Ul 20 TOSED drd e g e eeeus U VRO Uusunmenb dupe e pun gesl B
Commizgion Recommeandation (EL) 20200403,

Any changas ko the design, manufaciering location or manufaciure of twe PPE product certified
hiera must ba adviged te CCOS Cartification Sarviess Limitad lor raviaw,

'CE marking shall not be applied until the raquirements of &l the PFE Requiation 20016/425 and
relevant EN Harmoniead etandards andlor Technical epecifications have baan met.

If th Carifed oroauct is Cateaory il then s canificat i only walid if usad in coniunction with
Conformity Assesement againet Module C2 or Module D.

This cartificate remains the proparty of COUS and maybe withdrawn at.any timsa if it
sansidered that the equipment & no lenger in conformity with the requirements of the RPE.

Riguiation 20161425, LS ey~

a
Approvan by raiand X
Gowammant Al ||
25 a Malified Body |
for GE Warking Mo, 2634 */

CCAQSs Certification Services Limited
Block | Blanchardsiown Corporaie Park, Ballycoulin Road, Blanchsrdstown, Duslin) 5,

AR AKK 1 Inalanrl

Tal: 100 353 15060 8920 Wabs#e: www.ceqa.couk  E-mail: infogesqs i Fage a1

I i ety daubt about the wilegnty of fis cerdcale, please conlact LULS by emal o venfy [FmZZ0-M7, Ry, 5

Certificate of Module C2 production monitoring for
equipment within the scope of Personal Protective
Equipment Regulation (EU) 2016/425 Category Il

FPC Cerificate No.. CE-PC-200506-335-FPC-A

certificate ‘Guangdong Willing Technology Corporation
holder: Willing Industrial Park, Dongjiang Industrial District Shuikou Town,
Huizhou City, Guangdong, P. R, China

The scope of the Respiratory Protective Equipment

certification for: Froducls coverad by the certificate are described below,
Model: Farticle Filtering Half Mask
WL-01
Standard: EN 149:2001+4A1:2009
Validity from: 200609
To: 2020-09-08

CCQ3 Certification Services Limited i its rode a5 a Notified Body for PPE Regulation, is monitoring 1hat the
manutachurer s producng FHE In consonmaty with the type descnbed in he EU type-axaminabon certmcate and
essacated technical file and which satisfies tha Essential Health and Safety Requirements of the Regulation.

The manufacturer & hareby suthorized te sffix our Motified Bedy numbsar, 2834, 10 aach tem of PPE as dentified on
Wiz carlifcats whilst this certilicale renamns valid.

This cerihcate Is the property of UUUS and maybe withdrawn or revised at any Ume it CLOUS consigers that the
equipment is no knger in confisemity with the requirements of the Regulation

Approved by ireland
LSovamment
&5 3 Notifisd Sody
for CE Warking Mo, 2834

CCQS Certification Services Limited
Hiock 1 Blanchardstown Corporate Park, Ballvooolin Hoad, Blanchardstown, Duolinis,

D15 AKKA, Iraland

Tul: +00 353 1 588 8920  Websile, www.coys.co.uk E-mail. infoifioogs. s Page 10f 1
Iin any doublt wbout the integrity of this cerificate. please contact GCOS by email b verify, CFmZA0-018. Renc 1)
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GUANGDONG WILLING TECHNOLOGY CORPORATION

Test report

Produkte

A TUVRheinland®

May 20, 2020 Angela Chen / Departmant Marsgar

phbin-var éé TUVRheinland® A TUVRheinland Page 20 12 Report No. 60378926 001 Frocuty Q TUVRheinland® Page 2of 12 Faport Mo. 60373793 001
Priifbericht-Nr.: 60378926 001 Auftrags-r. 168265573 Seite 1von 12 EN 14683:2019+ AC: 2019 PrifberichtNr.: 60373793001 Auftrags-Nr. 168263286 Seite 1 on 12 EN 14683:2019+AC: 2019
Test Repart No.: Order No.: Fage Taf 12 Medical face masks — Test Report No. Order No.: Page Taf 12 Medical face masks —
Kunden-Referenz-Nr.: N/A Auftragsdatum: May 19, 2020 ts and test method P . Atfragsdatm: Ape 30,2020 and test method:
Cliant Referance No.: Order date: 60278926 001 Cliant Referance No. Order date: Report Reference No. ..o © 603TITEI 001
Willing See cover page Willing Dawe ofissue...... :  See cover page

Auftraggeber: Willing Industrial park, Dongjiang Indus trisl District, Shuikou Town, Huizhoucy, Auftraggeber: Willing Industrial park, Dongjiang Indus trisl District, Shuikou Town, Huizhou ciy.
Cliant: GuangDang, P.R.China Total number of pages.. ‘See cover page Cliant- GuangDang, P.R.China Total number of pages............. :  See cover page
Prilfgegenstand: STEREOSCORIC MEDICAL MASK Testing L v TOV Rhelnkand Co.Ltd Priifgegenstand: DISPOSABLE MEDICAL MASK TUV Rhelnland Co, Ltd,
Tast ftam: s Test item: N

Address. 1F East & 24F, Gyhio Technology Building No.1, No. 16 Kejiei 2nd 1F East & 2-4F, Cybio Technology Buikding No.1,No. 16 Kejitei 2nd
Bezeichnung f Typ-Nr.: KNO5-04 Road, High-Tech Industrial Park North Nanshan District, 518057, Bezeichnung [ Typ-Nr.: MM-02 FRoad, High-Tech Indus rial Pam Nanshan Distict, 5150’%:.
Identification | Type No._: Shenzhan, China Identification | Type No.: Shenzhen, China
Auftragsdnhalt: Apphcants name Willing [ Auftrags-nhalt: _—_ Willing Corporation
Oy cantent Typetest i _ 3 ) . Order content: ol . Z 4 SR

Address. Willing Industrial park, Dongjiang Indus'rial District, Shuikou Tawn, Willing Industrial park, Dongjiang Indus frial District, Shuikou Town,
Priifgrundlage: EN 14683:2019+AC: 2019 except for clause 5.26 Huizhou city, GuangDorg, P R.China Prifgrundlage: EN 14583:2018+AC:2019 except for clause 5.26 Huizhou city, GuangDorg, P R.China
Test specificafion: Test specification: Test specificafion:

Standard............ EN 14883:20 19+AC:2010 EN 1468320 10+AC:2018
Wareneingangad atum: ey 20, 2020 Tuslmumd.rm - Type test v;;:a:|wr atum: iy 01, 2020 Type test
Date of recaipt: Non-standard test method. A st 23 Non-standard test method.... NA

A Priifmuster-Nr.: 2020060002
prut aum_;. 20 Test Report Form No.. EN 14683:2018+AC:2019_A Test sample No. Test Report Form No......... EN 145683:2018+AC:2019_A
il T8k R poet Fomn Qrigiha o, T (50 Prilfzeitraum: May 01, 2020 to May 15, 2020 Toek Reijpowt Foms Qriglnaior.. TIVER{SY)
%rg‘z;m May 20, 2020 0 May 20, 2020 202003 Testing panod: & P Master TRF 202003
2 Attachm art- Phat e " ¥
Ses F for details. STEREOQSCOPIC MEDICAL MASK Ortder Priffung: & & Test item descripfon.............. :  DISPOSABLEMEDICAL MASK
Ort der Priifung: See 3 Place of testing o e o
Place of tesfing page _ Trade Mark ... :
- _ . Priiflaboratorium: TUY Rheinland (Shenzhen) .
Priflaboratorium:  TUV Rheinland (Shenzhen) | yes Testinglaborstory:  Co., Lid.
Testing laboratory: Co., Ltd. e l es
Prilfergebnis™: Eroem
Priifergebnis”: Puss ‘Same as the applicant Test rasuft*:
Test resulf*: KNG5-04 Manufacturer ...... Same as the applicant
gepriiftvon / festedby: kontrolliert von | reviewsdby:
gepriift von / tested by: kontrolliert von / reviewed by: Type IR S el pi el ol Lcpon
PORTS  Lhanda Liu S
thngnga Liu /ét;«fo(,_ May. 208, 2020Am anda Liw/Project Engineer ype

Jun. 04, 2020 Amanda Liw'Project Enginear Jun. 04, 2020 Angela Chen/Depariment Manager

Tatum Wama/ Swilng Tinters chrit Tamm Wame | Smilung Unterschrlt
Date Hame | Pusitian Signatum Date Hare | Pasition Signaturs
Sonstiges/ Other:

- The test mport consists of EN 14683 test report including this cover page (12 pages) and attachment Phota
documentation (4 pages).
- The Biocom patbility (clauss 5.2.6)is not evaluated in this testreport.

Zustand des Prif des bel A Prifmuster willsténdig und unbeschadgt
Condifion of the te st item af delivery. Test item complete and undam aged
“lagence: 1= sal g Tt T= et reagend I= aemdching E= mangabail
Prifgrnd gl [ — o
Lagenst 1= very oed! 2= god 3= sasktacry 4= suiient 52 pocr
Fjsms)=pessed am ] NA = et agphcable  W'T =ndl ested
Dieser i it nur aul das 0. und darf ohne Priifstelle nicht
warvielfiltigt zur Var

Ths test report only relales fothe & m. lest sample. Without permission of the lastcanisr this )es: ne.mm ol parmilted fo ba
duplicatsd insxiracts This fest report doss ol snfie

TUW Rheinland iSherzhen) Co., Ltd., East of A1, B2 - FI4, Building 1, ?eﬁmgm -6 Langshan Mo 2 Road,
mmmmpm.mmmmm mn.P
v com

CMPRT J30088HG

Revison number: 1.0 Effective date: 20200312

Tatum Tame! Swiing Tniers chiilt Tamm Tame | Swiiung Tnirs chiilt
Date ame | Pasitian Signame Dam Name | Pasidan Signanwe
Sonstiges/ Other:

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

documentation (7 pages)

- The Biocom patiility (clause 5.2.6)is not evaluated in this test rapart.

Zustand des P bel Prufmuster und g
Cmdimu!r.he rus.r.n‘amarmmrary Test item complete and undam aged
Tageede A= aeh g Tegk 3 T= sumacrent
Plasa Prifgaand Fpn A el aewendbar  NIT=nicht getestat
Lapenz 12 vevy goss 22 oot 3= sammenry 4= sumaea 5= poar
NT=na esied

Dieser Prafbericht bezieht sich nur aul das 0.

und darf ohne Priifstelbe nicht

auszugsweise vervisdfaltigt

Y0k sk reptony) s totte & 0 Jea:smpde Wiltiout permission of the prosivetly n.\sley;epm.\smn«mmmne
dhplicated in axtracts, This tast report does nof anfille Jaal m)

TUV Rheinland iShenzhen) Co., Lid. Eastof 1, A2« FM, Buildng 1,
mmmuy?m.mmmnum mn.P

.

?eumg.m -GLangshan Mo.2 Raad,

com

OMPRT J3008SHE Revison number:1.0 Effective date: 200342
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GUANGDONG WILLING TECHNOLOGY CORPORATION

Test report

Technical Report No.64.165.20.01808.01C
Rev.00

Dated 2020-05-18

Client willing T ¥ G
Addrass: Willing Industrial park, Dongjiang Industrial Distrct, Shuikou Town,
Huicheng District, Huizhou city, Guang Dong,P.R China

Sample Dy Di mask

Model No.: !

Sample Receive 2020-04-30

Date:

Test Period: From 2020-04-30 to 2020-05-15

Pumpose of REACH Regulation (EC) Mo. 1907/2006

examination: - 205 Substances of Very High Concem (SVHC) analysis based on
the Candidate List published by the European Chemicals Agency
(ECHA)

Test Result: Reler to fallawing page(s)

Summary: According to the specified scope and analytical lechniques, the

concentration of each of the 205 SVHC is <0.1% (whv) in the
component(s) of submitted product(s).
Remark: The result relsies only to the items tested.

TUv SUD Certification and Testing {China) Co., Ltd. Guangzhou Branch

TOV 50D Group
Prepared by: Reviewad by:
ng\ e lin k e M
Lynnie Lin i Kevin Zhang
Project Handler Designated Reviewer
o sise, e i ot ganarally gl _.dmrmal::énmnrumm.m.m
D g e i st L Add
TOV SO0 Cedification and Testing (China) Co., Lid. Guangzheu Branch Tel: {@5) 20 38320668
TV 50D Group Fax: {85) 20 38320478
5F, Communicalion Buliing, 163 Pingyun Rd, Huangpu West Ave.
‘Guangzhou 510658, P.R. China Page: 1 of 17

Technical Report No.64.165.20.01808.01A
Rev.00

A TUVRheinland”

Dated 2020-05-18
Client fong willing T G
Address: Willing | park, D Ind District, Shuikou Town,

Huicheng District, Huizhou dly Gua.ng Dang,P.R China

Sample Description:  KN95 Protective Mask

Model Mo.: 1

Sample Receive 2020-04-30

Date:

Test Period: From 2020-04-30 to 2020-05-15

Pumpose of REACH Regulation (EC) Mo. 1907/2008

axamination: - 205 Substances of Very High Cmoem {SVHC] analysis based on
the Candidate List published by th, Agency
(ECHA)

Test Result: Refer to following page(s)

Summary: 2 ding to the ified scope and anal ¥ the

concentration of each of the 205 SVHC is <0.1% (whwv) in the
A e 1
Remark: The result relsies only to the items tested.

TUV SUD Certification and Testing (China) Co., Ltd. Guangzhou Branch
TOV S0D Group

Preparad by:

//gmie ln‘ﬂ

Lynnie Lin Kevin Zhang

Project Handler Designated Reviewer

smmlnmmhmm apdicatle ewakidion of the quly erenmmmuqm odiation. For Lithar datad, phiaie se
b and e atifieation.

TOV 50D Cenlicalion and Testing {China) Co., L1d. Guangzheu Branch Tel: (B6) 20 38320668
TOV 500 Growp Fax: {86) 20 38320478
5F, Commanication Bulling, 183 Pingyun Rd, Huangpy West Ave.

Guangzhou 510858, P.R. China Page: 1of 17

Precisely Right.
TestRepat Na: 1 781406183 002 Fage 2ot ml
Material list
[ Material [ Caare [ Lagaon
[ Testle [ Wt [ KT Protectve Mask
Note:

Shading shows he daus e requested

The: clauses were nal requested.

Requirement salibed.

Teslog requesied was msullicen] congidady & vedly complance wih Bie damse. Reer
1o The Tesul delals” s eclion foe mode infarmation.

Assesemeninagl cared oul.

Requiremeanl nol appicatie.

TG

Pass

L

Fal Requinement nod satisbed. Reler (o e Sresull delails™ sectibn for moese infoen aion.
HAs

NAg

NT

Requested bul nol lesied due io eady lerminaBion Talowing Tallwe.

Result

EN 149:200 14412008 Res pisatery [ devies—Fillering hall masks b prolect agains | parlcks—
Feequisement, lesting, marking.

74 Packaging” NRg
Paricle iering hall masks shall be offessd Jor sale packaged in such a way hal
they are protected againsl mechanical damage and contaminaion before use.

75 Materialt PASS'
Maleris used shal be suRabi lo withstand handling and wear ever e periad for
which the paride Eilering hall mask is designed lo be used.

Afler undergoing the condilioning described in 3.1 none of fe parlide THering
hall masks sulfessd Tabuse of e L shaps.

‘When condilioned in aceordance with 8.3.1 and 832 e paride illeing hall
mask shall not collapse.

Any maiedal fom fhe Mller media relsased by the air Sow hrough the ier shall

hazard of nu iar ithe weaser.
Mote 1: In acoordance with e mquirsment.
01,-08,-11 veere in 8.1, Nonz of e spacimens
condiion &d sufiered medhanical filue o collapse.
T25T3,2T6 were din 8.32, None of e specimens:
concitioned suered collapse.
78  Cleaning and disinfecting® Nag®

I he: paricle Wledng hall mask is designed o be reusable, he malenak used
shall withsiand ®e cianing and disinfecing agenis and grocedures io be
specibed by Bie manulackiser

Wih reference B 7.9.2, after deaning and dsinlecing he e-usable palick
Tlering hail mask 'y the p req) of the relevani class.
Hote 2: Snge shilt use only.

T Rk 0O ingdas) Co., L - 6F, Mok B mtammmmm PR Chira Td:
+86-533 ET0EES -Fax ~35 S3I- BT06EE% Cirfoiodchn bacam - an
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GUANGDONG WILLING TECHNOLOGY CORPORATION
Packaging instruction

@ KN95 PROTECTIVE MASK-PACKAGE £12E051) @ DISPOSABLE PROTECTIVE MASK-PACKAGE B384

Biyes

.| KN95
:| PROTECTIVE MASK

== 10

Gift box size: 180X120X40mm (10 pes/box ) G.W: 0.076Kg Gift box size: 190X100X85mm (50 pcs/box ) G.W: 0.187Kg
Master Carton size: 510X380X440mm (80 pack/CTN)  G.W: 6.8Kg Master Carton size: 530X400X380mm (40 pack/CTN) G.W: 8.7Kg
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CE&FDA Shenzhen Cathay Clean Science and Technology Co.,LTD

Declaration of Conformity

K General applicable directives

Medical Dewice Directive: COUNCIL DIRECTIVE 93/42/EEC of 14 June 1993
concerning medical devices (MDD 83/42/EEC), Amended by DIRECTIVE 2007/47/EC
of 5 September 2007,

Manufacturer: Shenzhen Cathay clean Science and Technology Co. LTD

Address Bsl Floor, Block 3, Building 1, Jia'an Science and Technalogy
Park, Xin'an sireat, Baoan District, Shenzhen, P, R. China

Product Name: Non-sterile medical mask

Models: HI-M1P130N

GMDN Code 35177 Mask surgical single use

Classification I, Rule 1 (MDD, Annex 1K)

General applicable EN IS0 15223-1:2016

standards: EN I fa0E

EN 150 11737-1:2006

EN 150 10993-1:2009+AC:2010
EN 150 10993-5:2009

EN IS0 10993-10:2013

EN IS0 14971:2012

EN 14883-2019+AC:2018 {Typa IR}

Conformity ———

Assessment Route e

Bropa Share Info Consultant Service LLC Reprisentarzblro Heerdter
Representative:

Lohweg B3, 40548 Dosseldorf

We herewith declare that the above ioned products meet the ition inta
national law, the provisions of the following EC Council Directives and Standards, All
supporting documentations are retaingd under the premises of the manufacturer,

The is y res| far the d ion af
(EC) Centificate(s): 2020-05-26
Expire date of the Cerlificate: 2020-05-25
Start of CE Marking: 2020-05-26
Place, Date of ssue: Shenzhen City, 2020-05-27
Fia Gt
Signature Shenzhen Calhay chean Scance and Technolagy Co. LTD

Name: Qunyan Xia
Position: General Manager

EC Declaration of Conformity
CCST-CE01-02(1.0) 11

(pZY U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics

Establishment Registration & Device Listing

© FDAHome @ Medical Devices @ Databases

New Search Back To Search Results

Establishment:

SHENZHEN CATHAY CLEAN SCIENCE AND TECHNOLOGY CO.LTD

R603,BUILDING 1, JINAN SCIENCE PARK NO.2 LONGCHANG ROAD,ZONE 67 XINGDONG COMMUNITY
XINAN STREET,BAOAN DISTRICT,

Shenzhen Guangdong, CN 518010

Status: Active; Awafting Assignment Of Registration Number

Date Of Registration Status: 2020

Owner/Operator:

Shenzhen Cathay Clean Science And Technology Co. LTD
R603 BUILDING 1, JIWAN SCIENCE PARK NO.

XINAN STREET BAOAN DISTRICT,

Shenzhen, Guangdong CN 518010

Qwner/Operator Number: 10072652

Official Correspondent:

Yadong Zhu

R603,BUILDING 1, JINAN SCIENCE PARK.NO.
XINAN STREET BAOAN DISTRICT,

Shenzhen, Guangdong CN 518010

Phone: 86-0735-86512680

US Agent:
NIA

NiA

NIA

NiA

NIA, NA US NIAEx
Email: NiA

* Fim Establishment Identifier (FE1) should be used for identification of enities within the imports message set

Tobacco Products

dadh
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Shenzhen Cathay Clean Science and Technology Co.,LTD

Disposable medical mask test report

Test Report No. 66.441.20.5815.01 TestR No. 66.441.20.6816.01

Dated 2020-05-27 Dated 2020-05.27
Applicant : Shenzhen Cathay Clean Sclence and Technology Co. LTD
Address RE03, Bullding 1. Jia'an Science Park, No.2 Longehang Read, Zone 1. Daseription of he lest subject:
&7, Xingdong Comenunity,  Xin'an Street, Baoan District, Shenzhen
P.R.China
Contact Person : Yadong Zhu
Sample Description : Non-sterile medical mask
Color : White
Styla No ¢ H-MIP130M
Crder No . 362118882038
End Use : Defense The Virs
Lot Mo o 20200408
Size: 1 17.5'95
Manufacturer | Supplier : Shenzhen Cathay Clean Science and Technology Go.,LTD
Country of Origin . Ghina 1. Lighl Blus/While face imask
Country of Destination i America Eu 2. Light Biie nonweven Rl (upper)
3. Whitle nanwaven fTabeie (Ering)
Sample Raeemed Data : 2020-05-20 4. Wil mebetiown fatic {intedining)
Date of Testing 1 2020-05-21 to 2020-05-26 5. ‘While fabdc rape {sar hook)
sample Submitted : The sampheis) was (weis) submitted by applicant and identified. 8. White plastic {nasal splt)
7. Silves melal wise of plastic sl {nasal splinl)
Test Result(s) : Refer to the Saction 3

Restricled Substance List
(REL) test conclusion(s) is/are
based on

SVHC Examination Purposa

: REACH Reguiation (EC) No., 1807/2006 Annex XVII Restriclions On

The Manufaciure, Placing On The Market And Use OFf Certain
Dangerous Subsiances, Mixtures And Articles;

REGULATION {EU) 2019/1021 on Persistent Orgariic Poliutants,
Annex |

: Analysis of the 205 substancas of very high concam (SWHC) on the
ok = :

List for g Reg (EC) No,
1807/2006 as published on the Esrcpean Chemicals Agency
{ECHA) website in October 2008, January 2010, March 2010, Juna
2010, December 2010, June 2011, December 2011, June 2012,
December 2012, June 2013, December 2013 . June 2014,
December 2014, June 2015, December 2015, June 2016, January
2017, Juty 2017, January 2018.June 2018, January 2019, July 2019
and January 2020

FRamark: The resulf ralates cnly o e fems testad
Any usa for advartising purpeaes must ba grantad inwiiting. This technical report may anly be quotsd i full. This report (s e result of a singla

axaminaton of he ob{ect n question an s not generally applicatie avaluation of he quality of other products in regalar praduction. For furer
detalls, pleasa 508 basting and cerificaton reguiaton, chaptar A-3 4,

Laboratorye Fiar A R g

TOV S0 Conlficaion and Tasting  Faxe+88 500 TPORME S0 Contifie ation and Testing (Chima)Ca, Lbd,
Lakoratory: Phona: +86 532 TTD6188  Rogd. Offica: i | S, L, E-mait Saarrear Branch
TV SO0 Corsficatcn and Tesing Fax: +86 592 TT06258 TUY SUD Certification and Tesling (China) Go,, Lis man Braneh raprrt s iline e Linie 401 Pl 03 Hull dusivial Park, Maid Read, Tongan
[China) Ca., Lid., E-mait Haman Branch Form bz TC_ XN _F 2404 E sdem Cisivict, Charman 381 100 P AL Chia Sl
Xiwmen Branch report eaftines e Unit 40 Mo 83 Huli Industrial Park, Mewxi Road, Tongan Flavz a0 e L o a1 Paga 2ol
Form Mo TC_XMN_F_Z404 E Sud e District, Xiaman 351100 P. R. China Efacto Dabed 0950323 m
R A S o ® Ll

Effoctive Date:2015-03-23 TW
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CE&FDA

E#5HRE

SINOPHARM

SYKJ

Mezorrison Health Science & Technology (Shenzhen) Co.,Ltd

C € EC Declaration of Cunl‘ormityc €

Council Directive R 2016/425 (Regulation on Personal
Protective Equipment)

Mamufaciurer

Manufacturer. Meizhuangehen Health Technology(Shenzhen)Ca,, Ltd
Address: No.12 Yuhe Koad Shivan Town,Basan District, Shenzhen,China,
EC Representative

Name: Universal Certification and Survillanee Service Trade Lid. Co..
Addres: Necip Fazd] Bulvar® Keyap Sitesi E2 Blok No: 44154 Yoka¥ Dudulle
Chmraniye-lstanbal

Froduct Name:Filtering hall mask

Maodel: ENKN$5-001

Type: See Amnes of detuils

Cassification;]

Rale: Aceording ta Rale 1

We conflirm our preduct can meet (he requirement of Fersonal Protective Equipment

and the Mlawing
harmonized standards.
EN 140+A1: X009

EN ISO/TEC 17065

CERTIFICATION OF REGISTRATION

This certifies thae:

Mezorrison Health Science & Technology{Shenzhen) Co., Lid

Neu12 Yuhe Road, Shiyan Town, Bao'an District, Shenzhen, Guangdong, 513004,
CHINA

is registered and has listed the following medical device with the U.S. Food and Drug
Adiministration ;

Ownen/Operator Number @ 10064314

Listing Number: 0378809
Product Code : MSH

Product : Respirator filler
Model(s) : MZC-KZ-08

Date Of Registration Status: 2020
of i et i o by et e el S P e
et e St ey S ie sk, s i
cestificate holder, for whose sole benefit it 15 issucd. This certificate doss not denote endorsement

or approval of the certificate-holderd’s device or establishment by the US. Food and Drug
A Carp na hability 10 any person or entity in connection with the

{?\nwﬂr‘} 21 CFR BOT 39, "Regi of a devi

0 ! a ce i o asis of o registration
mmlmcﬁ:gunnmm'm denote approval of dw establishment or its products Any
representation that creates an impression of official spproval becsuse of registration or possession
of 3 regastration menber = misleading and consishaes mishromding ®

um‘etil:usodt’mm wmﬁgmmemﬁ%ﬂﬂwmmwmﬂu

L istration & certificate of registration. . i

affilinted with the US. Food and mwmmm-m o RPRIIN: g et

Validity Period;2020-12-31
Weob repiwww.fda.gov  Tel 1-888-INFO-FDA(1-888-0332)  E-mal verpi@ida.gov
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Mezorrison Health Science & Technology (Shenzhen) Co.,Ltd

CE

UNIVERSAL

CERTIFICATION
NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163 - PPE - 667

Respiratory proteciive devices, filtering half masks to protect against partickes manufactured for
DISTRIBUZIONE JUNIOR SRL
Vin Pace, 2526 - #0047 San Giuseppe Vesuviano (Nad ITALY
manufaciured ag
MLILI[I}ANGCI[EN HEALTH TECIINODOG\" {bIIENLIIEN) €O, LTD
lsenn Health Technel Lid
Mo.12, Yuhe Road, Shiyan Town, Baoon District, Shuuhen. Chim

are tested and evaluated acconding o
EN 149:2001 + A1:2009 Respiratory Protective Devices - Filtering Half
Masks to Protect Against Particles - Requivements, Testing, Marking
Based on the type inati with the ion ol test reports, technical file

negording W Personal Protective Equipment Regulation (EL) 2016425 Annex 5, it is approved
that the product meets the requirements of the regulation,

/EP™
UNIVERSAL

CERTIFICATION

NB 2163

CERTIFICATE OF CONFORMANCE

Certificate Nr: 2163 - PPE - 667/01
Respiraory protective devices, flering hall masks to protect sgainst particles manufactured for
DISTRIBUZIONE JUNIOR SRL
Via Pace, 25/26 - 80047 San Giuscppe Yesuviano (Wa) ITALY
manufisctured at
MELZH UAN(.(.H EN HEALTH 'I‘E(.IINOLMY {SII ENZHEN) COv, LTD

Health Ti ) Co. Lad
Mir 12, Yl Road, Shivan Town, H:man Diigiriet, Shenzhen, China,

Continues to fulfil the requirements of
EN 149:2001 + A1:2009 Respiratory Protective Devices - Filtering Half
Masks to Protect Apainst Particles - Requirements, Testing, Marking

Rased on the evaluation of test reports and intemal quality control audit reports aceording 1o EN
14944 12009 and Personal Protective Equipment Regolation (EL) 2016425 Annex VI (Module

©2). This certi implies that the A procucts show below are in conformance with
Product Definition the approved EU Type Exomination model and meets the requirements of the regulation.
Branda : ENHANCE Model: ENENS5-001 i
Filteging half mask Reobbet Defli i
Total Inwards Leakage: Class — FFP2 Msdel Class erial Nr
Here by the manufacturer is allowed 1o use noified bady number (2163) and can (s CE mark, as ENENGS-001 FFF3_ | 2163-PPE-667

shown below, on the Category 111 product mosdels given obove, with;

»  lssuing an jate EU D ion of C ity nccording to Personal Protective
Equipment Regulation (EU) 2006425 Annex 9.

= Omngoing successful performance in fullilment of the requirements set out in Personal
Protective Equipment Regulation (EL) 2006/425 and harmonised standards, enswred
by nssessments based on Annex 7 (Madule ©2) or Annes § (Module 1) of the
regulation no Tater than | year fromn the beginning of serial production

This certificate is initinlly issued on 08/ 05 2020 and will be valid for 5 years, if there i no
change in the relevant hurmonised standard affecting the essential henlth and safety
requirements.

CE &@& 3

UNIVERSALCERT.COM

Here by the monufacturer is allowed to use notified body number (21633 and can fix
below, on the Category 111 product models given above, with;
= Issuing mn appropriste EL D ion of Conformi ing to Personal Protective
Equipment Regulation (EU) 20060425 Annex 9.
= ‘Taking all measures wsﬁ:r)' set that the mnl\ul‘aclum-u process and its monitaring
e the | ity of the. PPE with the
type deseribed in the er mn exmination cenificate,
This ceilicate is issned on 087052020 and will be valid for one year, uniil 0752021 if the
manufacturer makes no majer change in the prodect designs and manufacluring processes
affecting the product performance on the essentinl health and safety requirement.

C€

4 uulvtkw. CERTIFICATION s 2163 ] e
3 Director 5 UNIVERSAL CERTIFICATION
E Direetor

£ i

H {

: £

; ;

bt e iy e e B s Mecip Fanl Bulvan Keyip Slesl E1 Blok Noded Yok Dudolln Ommiye - ETTANBUL - TURKEY  To00 216 433 50 80

UNIVERSALCERT.COM
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Test report

(o

Technical Assessment of EN |80 2001 + A)

-

UFR-183

E#5HRE

SINOPHARM

&

SYKJ

Mezorrison Health Science & Technology (Shenzhen) Co.,Ltd

Rl
UNIVERSAL

CERTI ATION

# Starstar] sl sthar Standards it refiers b, Clases Correspording (s e
J00AHIY Dhaective

Chasmiluasiess | Porticls Fillarmg 147 Mssk

Tord Gl Lesnge Chuitliuntionn - FF
Parkbeg | Particle Tt boll suisks are packsgse] 1e protent dutn Fiiwn conpism paien
wetanicd damage
Matesia] : Fmeridy sl s garivle [Theting Ba¥ snnids seuns g o ibe Paw—— e
adbefaboal ithiitim] birnbleg mel vrewr el (e fatiiond N which S ot it Aleriag: bll imink 5 desipaedd b be ainl. pillorsdd il
Tdure of #n fwcepieos on wrsps. sy ekerial feen de Gl el seleaied by e o Dlos e ke fiker b vl comptsie 3 b o
ek sami f o o

v s wadl A el Lo 0 (et

Clrasing sl (st tian | 9 gt »
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Test report Mezorrison Health Science & Technology (Shenzhen) Co.,Ltd

2072006 Entry 23

Test Report No.: 68,431.20.02240.01
Dated: 2020-05-14

Test Report No.; 68.431.20.02240.01
Dated: 2020-05-14

Purpose Of Examination / Conclusion:

Applicant 1 Mezomson Health Science & Technology (shenzhen)
Ca., Lid
N, 12 Yuhe Road, Shiyan Town, Baoan District, feo, [Toxt Borel) | Ehriukbe
Shinthan . Total Lead Pass.

Reguiatan (EC) Mo, 19072006 Annax XV, Entry 63 and its amandmeant

Regulation (EL) 201 5628
Sample Description I MEZOFSnn mask

2. Polycyclic Aromatle Hydrocarbons (PAHS) [ Fass
Requlatian (EC) Mo, 15072006 and its amendment (ELI) Mo, 1272513
Supplier 2 Mezorison Reguiatian (EC) Mo, 3623004 Annax XV, Ertry 50 |
3. Phthalates Pasa
Tast Sample Recaipt Date, Location 1 2030-05-06, Shanzhen Reguiation (EC) Mo, 15072006 and fis amendment
Ralgulumn.[EC]-m. 201872005 Annex XVIE, Entey 51 ard 52, |
Test Parlod, Location 1 Fram 2020-05-06 to 2020-05-12, Shenzhan 4. Totsl Cadmium Pags
Regulation (EU) 2016217, amending Annex XTI 1o Regulation (EC) Ne.
Test Resultis) : Referto Section 3 160742006 Eniry 23.
Ramarks;
(1) TP ressidls rediate only 10 Ihe Bams (Baled
() Samplas Are Bsted as recaivid,
(3) Fass” means the measured resull s within a limil, even when axended by axpandad unceriainty, "Fal” means
e massLd raull s boyand & Bmil, even when axiandsd by sxpandsd uncerainty, "Inconchisha” maans thi
mRASUNed NeEul can be willin of Bayond A imil whan seisndad by sspandad unceanty, The cordidanca laval ol e
sapandad uncartainty for "Pass”. Fail” and “Inconchisive® & 5%
TUW SUD Cenification and Tasbng (China] Co., Lid. Shanzhen Branch
Tl SUD Group
Praparad by: Rewigwad by
[/o7
1011
Cara Xiang Ken Chen
Senier Projact Coordinator Praject Manager
Aty e N T D Tl be ratied 5 weilig. This lBchve Fego® fdy ol o geoded il T roo b T sl of & Sk
umar nann ol P tpct n guendion and 5 ok gererely sppbcably svetuation o the cuafy of ofter produecis N negule? producton For lether
ki, phusrs i kg ard cetfodbon nequlabon. chapler 8.3 L
Laberaion: Phors - 486 T45 B G008 Foagd. Ciffice:
TN S0 Cortboaton ard Fasc o[ THS BE2D 520 T 500 Coricaton snd Tesing (Chira| Co, Lis. Shanzhen Brnch Lihsopany: Paoars; 490 118 HIEN ey Rape Do
Tewing (Grina] Co, Lid E-mail toys_hordiesi@ire-sud bk Busding 12095, Zhiheng Wistomiasd Busiess Pk TOW SO0 Cortficaton mnd P o0 748 MG 22000 TU 500 Cartleation st Tasing {Chrm| G2, Lid Shacshen ianc
Emmnitean Brimch Wi | g e cn Paardew Shischpon fosd 2, 516053, P. F Chise Paga 1 [rsing [Chra| o, Lid Bomad fops_hoardbragice-ned bs uidog 13813, Sriheng Windomiard Busrnass Pan,

Shonen Branch Woh i Tweea -t on Mariou Caackpoar Road 2 BEA0SE P & Chine Paga 20l T



Shenzhen Shengshi Kanghua Industrial Group
Shenzhen Shengshi KanghuaTechnology Co., Ltd =

FDA

= -

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

SHENZHEN TIANLONG CENTURY TECHNOLOGY

DEVELOPMENT CO.,LTD.

3&S5th Floor, Building 1, Quanxinyuan Industrial zone,Tongsheng
community,Dalang street, Longhua District, Shenzhen, GUANGDONG,
518000, CHINA

has completed the FDA Establishment Registration and Device Listing with the US Food & Drug
Administration, through

HEALREG SERVICE INC
Owner/Operator Number: 10064253

Device Listing#: See annex

HEALREG SERVICE INC will confirm that such registration remains effective upon request and
3 presentation of this certificate until the end of the calendar year stated above, unless said registration is
- terminated after issuance of this certificate. HEALREG SERVICE INC makes no other representations or
- warranties, nor does this certificate make any representations or warranties to any person or entity other than
~ the named certificate holder, for whose sole benefit it is issued. This certificate does not denote endorsement or
Dy [ of the certij holder s device or blish by the U.S. FFood and Drug Administration.
HEALREG SERVICE INC assumes no liability to any person or entity in connection with the foregoing.
Pursuant 1o 21 CFR 807.39, “Regi: ion of a device lish or assi; of a regi ion number
.- does not in any way denote approval of the establishment or its products. Any representation that creates an
7t ion of official apy I because of regis ion or ion of a regis ion number is misleading and
* constitutes misbranding.” The U.S. Food and Drug Administration does not issue a certificate of registration,
nor does the U.S. Food and Drug Administrati ize a i of ion, HEALREG SERVICE
" INC is not affiliated with the U.S. Food and Drug Administration.
hief enginger

3 Issued: March 25, 2020
E‘I ) Expiration Date: December 31, 2020 E

SYKJ

E#5HRE

SINOPHARM

Shenzhen Tianlong Century Technology Development Co., Ltd.

g_l "

Fiscal Year 2020

CERTIFICATION OF REGISTRATION

Annex to Device Listing# for Owner/Operator Number: 10064253

Proprietary

Listing No. | Code | Device Name
Names

Activities

Disposable
protective mask

TL-MO01, TL-M02
D378655 MSH Respirator, surgical

KNO5 protective
mask
TL-KN95-01

Manufacturer
Repackager/Relabeler

END OF THE ANNEX

S

Chief engineer
Issued: March 25, 2020

Expiration Date: December 31, 2020

1




Shenzhen Shengshi Kanghua Industrial Group &

Shenzhen Shengshi KanghuaTechnology Co., Ltd = 2%
Shenzhen Tianlong Century Technology Development Co., Ltd.

bsi. ® & bsi. S &

CE

EU Type Examination Certificate

This is to certify that: Shenzhen Tianlong Century Technology
Development Co., Lid.
3 & 5th Foor, Building 1

Holds Certificate Number: CE 728603

In respect of :

Model TL-KN95-01 Face mask.
To technical specification Annex I (EHSR) of the PPE Regulation (EU) m:s.u:s
PPE for use by healthcare p as per C 2020/403

on the basis that BSI carfed out the relevant Type Examil ol under the with the
Regulation (EU) 2016/425 of the Eurapean Padiament and Coundil relating to Personal Protective Equipant
Regulation (PPE) Annex V {Module B) and meets the relevant health and safety requirements spedfied in Annex 1T

For and on behalf of ESI, a Nnm'iad

Bady for the above R
(Notified Body Number 2?9?} Drs. Dave Hageriaars, Managing Director
Previous Notified Body: BSI 0086
First lssued: 2020-05-26 Effective Date: 2020-05-26
Latest Issue: 2020-05-26 Expiry Date: 2021-05-26
— Page: 1of 3
N _ N
Hllgs .making excellence a habit’
This certificates has been issusd by and remsins the propety of 851 Group The et B\, Joihn M 9, 1066 EP Amserd: The Methedands and

shouit] be returmed immediaiely upon must
To check its wasiid iy telephone +31 30 3460780, An elecironic cerficats can be authenticsted gollns

ST Group The Nethedands 8.3, regatered in the Metherands under number SEGAPS4, ot Jofn M. Keymesplsin 9, 1066 B dmserdem, The Nethedands
A memiber of BS] Group of Companies.

Conformity to Type based on Internal Production Control
plus supervised product checks at random intervals

This is to certify that: Shenzhen Tianlong Century Technology
Development

Tongsheng community, Dalang street
Longhua District, Shenzhen
Guangdong

518000

China

Holds Certificate Number: CE 728605

Inrespect of :

Model TL-KN95-01 Face mask.

To mmw&mm»«:nmm; of the PPE Regulation (EU) n:s,u:s

PPE for use by health s as per Ci 2020/403

on the basis that BSI carded out the supenised production checks at rmndom intervals under the requiements with
the Regulation (EU) 2016/425 of the European Pardiament and Coundl relating to Personal Protective Equipment:
Regulation (PPE) Annex VII (Module C2)

For and on behalf of BSI, a Notified
Body for the above Regulation
(Notified Body Number 2757): Drs. Dave Hageriaars, Managing Director

Previous Motified Body: BSI 0086

First ssued: 2020-05-20 Effective Date: 2020-05-26

Latest Issue: 2020-05-26 Expiry Date: 2021-05-26
//—\ Page: 1of 3
N

Al ..making excellence a habit’

This certificate has: been issued by and remeins the propesty of 851 Group The Ned B John M. Keyr in 4, 1064 EP fenzerdam, The Nethes ad
shouit! be returmecd immediately Lpon mguest.
T check its wasfid iy telephone +31 20 3J60780. An lectronic corficate can be authenticsted. goiline.

BS1 Group The Nethedands B4, regitened in the Metheriands under rumber TE6A284, ot John M. Keymespisn 9, 1066 B smserdsm, The Nethedands
A memiber of B5] Group of Companies.



Shenzhen Shengshi Kanghua Industrial Group

Shenzhen Shengshi KanghuaTechnology Co., Ltd = 2%

Test report

EC Declaration of Conformity
CE

u Shenzhen Tianlong Century Technology Development CO.Led

Manufacturers Address: 385 Floor, Building 1, Quanxnyuan Industrial zone, Tangsheng

community.Dalang District, Shenzhen Guandong, 518000, Chi
SRN (Single Registration Number): Nt available yet i

Authorized Representative Name (if
applicable): e Wellkang Ltd

Authorized Representative Address (If 16 Castle St,Dover, Kent, GT16 1PW,England,UK

applicable):

Basic UDI-Dk: Mot available yat

Name of the Device (s): Disposable Medical Masks
Model/Specification TL-MO1/17.5cm * 9.5cm
GMDN Codes 35177

Standards: See Annex | attached
Classification: Class I, Rule 1

Shenzhen Tianlong Century Technology Development
CO.,Ltd uses the following procedures for the CE-labeling of
their products according the Regulation MOR 2017/745:

Class |: EC conformity declaration aceording to annex Il +
annex Il

This declaration of conformity is issued under the sole responsibility of Shenzhen Tianlong Century Technology
Development CO.L1d, We hereby declare that he medical device(s) specified above meet the provision of the
Regulation (EU) MDR 2017/745 for medical devices.

porting documentation s retained st the premises of the manufacturer.

Place and date (ddmm.yyyy) of issue:

April 07, 2020
Shenzhen, China

SGS

Test Report SLO2009244349201FW Date:May 09,2020 Page 1 of 27
‘SHENZHEN TIANLONG CENTURY TECHNOLOGY DEVELOPMENT CO. LTD.

3 & 5TH FLOOR, BUILDING 1, QUANXINYUAN INDUSTRIAL ZONE, TONGSHENG COMMUNITY DALANG
STREET,LONGHUA DISTRICT, SHENZHEN China

The following ittexd and on behalf of the client as:

‘Sampie Description 1 KNS5 PROTECTIVE MASK

Color © (AWHITE

Style No. : TLHNS-01

Sample Receiving Date  :  Apr 28, 2020

Testing Period . Apr 28, 2020 - May 09, 2020

Test Resulifs) :  Unless otherwise stated the results shownin this test report refer only to the
sample(s) tested, for furher detalls, please refer to the following page(s).

Test Performed 1 Selected tesi(s) as requested by applicant

Overall Conclusion: Pass

oy b e sy 4
Shswurs paries 130
mchen daranis, Tha damart surre

&

SYKJ

Shenzhen Tianlong Century Technology Development Co., Ltd.

SGS

Test Report SLA200924 43482 01FW Date :May 09,2020 Page 2 of 27

Candusion Refma
Ewogpean Regulsion POPs (EU) 20181021  Peniachioraphend {PCP)
Entry 43 of Reguistion (EC) Ne 55212009 amanding Annex XV of REACH
Reguiason (EC) No 190772006 Azo Dyes

Commission Reguiason [EU) 2016/26 amending Annex XVIl of REACH
Reguiasen (EC) No 190772006 Nanyiphenol Efasyiates (NPEDs)

Entry 20 of Reguistion (EC) Ne 27620 10 amanding Annex XVl of REACH
Reguiaten (EC) No 190772006 Organatin Comgounds
Substaness of Very High Coneam{SVHC)

Remaskfz): Msbieal Chent'siGonersl Requiremsanl

Sigrneed for and on hehal of
SGS-CSTC Sundamis Technical Senices Co., L. Guangzhou Beanch

[C-g—ﬂ s

Hansan Chen [Approved Signatory)

S R s s v
m,._..":-m*:hﬁ.. ct "..'.‘,..é:......m. S mtee e
Lo pin: e
SRR




Shenzhen Shengshi Kanghua Industrial Group &

SYKJ

Shenzhen Shengshi KanghuaTechnology Co., Ltd = 2%

Shenzhen Da Sheng Yuan Medical Equipments Company Limited
FDA

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

‘Name: Shenzhen Da Sheng Yuan Medical Equipments Company

Limited

Add: 301, Building 9, Nangang No 2 Industrial Park, No.1026

Songhai Road, Yangguang community, il street, Nanshan

District, Shenzhen

has ¢ the FDA [as manufacturer and foreign
exparter] and Device Listing with the US Food & Drug Administration, through

The Owner/ Operatar Number for this Registration is: 10070139

Listing No Code | Premarket Device Name
Subamission NO.

DImIsL | am Partic (KNS5} and

Protective Mask, Q/DSY 001-2020,
Q/DSY 002-2020, Q/DSY 003-2020,
©/DSY 005-2020, O/DSY 006-2020

ABmed will confirm that such registration remains effective upon reguest and
presentation of this certificate until the end of the year stated above, unless said
registration is terminated after issuance of this certificate. ABmed makes no other
representations or wamanties, nor does this certificate make any representations or
warranties to any person or entity other than the named certifiate holder, for
whaose sole benefit it is issued. This certificate does not denote endorsement or
approval of the cerificate - holder's device or establishment by the US Food and
Drug Administration.

ABmed assumes no liability to any person or entity in connection with foregoing.

Date of verification: Apr. 16, 2020
Date of expiration: Dec. 31,2020

2
Fiscal Year 2020

CERTIFICATION OF REGISTRATION

This certifies that:

Name: Shenzhen Da Sheng Face Mask Factory

Add: 201, Building 9, Mangang Mo 2 Industrial Park, No 1026
Songbai Road, Yangguang community, Xilistreet, Nanshan
District, Shenzhen

has ¢ the FDA {as manufacturer and
exporter) and Device Listing with the US Food & Drug Administration, through
The Owner/ Operatar Number for this s

Listing No Code | Premarket Device Name
Submission NO.

am s ira o (| ) and
Protective Mask, 0/DST 001-2020, Q/DSY
002-2020, Q/DST003-2020, O/DSY 005-
2020, O/05T 0062020

. k. NG5 mask, KNGS,
0/DST 001-2020, C/DSY 002-2020, O/0ST
003-2020, O/DSY005-2020, OfDSTO06-

2020

SHomE

ABMED SERVICE INC.
35 South 15f Avenue, Sufle A Brighton LISA 30501

ABmed will confirm that such registration remains effective upon request and
presentation of this certificate until the end of the year stated above, unless said
registration is terminated after ssuance of this certificate. ABmed makes no other
representations orwamanties, nor does this certificate make any representations or
warranties to any person or entity other than the named certificate holder, for
whose sole benefit it is issued. This certificate does not dencte endorsement or
approval of the certificate - holder's device or establishment by the US Food and
Drug Administration.
ABmed assumes no liability to any person or entity in connection with foregoing.
Date of verification: Apr. 30, 2020
Date of expiration: Dec. 31,2020




SYKJ

Shenzhen Shengshi Kanghua Industrial Group &
Shenzhen Shengshi KanghuaTechnology Co., Ltd = 2%

CE Shenzhen Da Sheng Yuan Medical Equipments Company Limited

EC REP CERTIFICATE

CMC MEDICAL DEVICES & DRUGS SL
NO. CMC/CE/2020/07052020.5

CONFIRMED THAT CMC MEDICAL DEVICES & DRUGS S.L. Is the European Authorized
Representative of

Shenzhen Dasheng Yuan Medical Equip Co.,Ltd.
301, Building 9, Nangang No.2 Industrial Park, No.102 6 Songbai Road,
Yangguang ¢ ity, Xili street, Nanshan District, Shenzhen,China

The certificate remains valid until the expiration agreement of EC REP, manufacturing
conditions, the quality system or relevant legislation are changed. The validity is conditioned
by positive results of perindic surveillance audits.

The product liability rests with the manufacturer inaccordance with applicable directive and
standard, after fulfilling of the relevant EU legislation requirements, the manufacturer shall
affix relevant CE marking to all above mentioned models of the medical device.

Complies with the applicable essential requirements of the council directive 93 /42 /EEC on
medical devices as amended.

The products in Annex | was registered in Spanish MOH with number RPS /697 /2020

Issued on: 07,/05/2020

EC REP CERTIFICAT

CMC MEDICAL DEVICES & DRUGS SL
NO. CMC/CE/2020/30062020.2

CONFIRMED THAT (MC MEDICAL DEVICES & DRUGS S.L Is the European Authorized
Representative of

Shenzhen Da Sheng Face Mask Factory
301, Building 9, Nangang No.2 Industrial Park, No.1026 Songbai
Road, Yangguang community, Xili street, Nanshan District, Sh I China

The certificate remains valid until the expiration agreement of EC REP, manufacturing
conditions, the guality system or rel legislation are ch d. The validity is conditioned
by positive results of periodic surveillance audits.

The product liability rests with the manufacturer in accordance with applicable directive and
standard, after fulfilling of the relevant EU legislation requirements, the manufacturer shall
affix relevant CE marking to all above mentioned models of the medical device.

Complies with the applicable essential requirements of the council directive 93/42/EEC on
medical devicesas amended.

The products in Annex | was registered in Spanish MOH with number RPS /1576 /2020

Issued on: 30/06/2020

cmemedicaldevices.com



Shenzhen Shengshi Kanghua Industrial Group &
Shenzhen Shengshi KanghuaTechnology Co., Ltd =

Europ DC

SYKJ

Shenzhen Da Sheng Yuan Medical Equipments Company Limited

( € EU Declaration of Conformity

Company Shanzhen Da Shang Yuan Medical Equipments Co. Lid.

Manufacturer: 501, Building 11, Nangang No.2 Industrial Park, No.1026 Songbai
Rioad, Yangguang community, ¥ street, Nanshan District, Shenzhen
Tel:+86-18926031197

SRN: I

European CMC Medical Devices & Drugs S.L.

?@E*mi Horacia Lega N° 18, CF 28008, Malaga, Spain

Product Name: Disposable Madical Mask

Specification: 17.5cm=9.5¢cm

UMDN Code: 12-458

Classification (MDR, Annex VIIl): Class |, Rule 1.

Conformity Assessment Route: ELJ DECLARATION OF CONFORMITY following the Annex
11+ Annex |1l + Article 19 of MDR (EU) 2017/745.

Wa harewith declara that tha above mentioned products meet the transposifion into national
Iaw, the provisions of the fallawing EU Regulation and Standards. All supporting
documentafions are retained under the premises of the manufacturer.

Shenzhen Da Sheng Yuan Medical Equipments Co. ,Ltd.is exclusively responsible for the
dedarafion of confarmity.

General applicable regulations, direciives:

Regulation {EL) 2017/745 of the European Parliament and of the Council of 5 April 2017 an
medical devices, amanding Directve 2001/8¥EC, Regulation (EC) Na 1782002 and
Regulation (EC) Mo 1223/2009 and repealing Council Directives S0V3B5EEC and 9342/EEC.

Applied standards, common specification, guidance:

EN 14883:2019+AC: 2018, EN IS0 15223-1:2016, EN 1041:2008, EN ISO 14971:2012, EN
62366-1:2015+AC2015, IS0 10993-1:2018, 1S0 10993-5:2009, IS0 10993-10:2010, ASTM
D4188-2016, MDCG 2018-15.

Signatura:

Name:

Pasitian:

Placefdate Shenzhen, China / May 62020
EU Declarafion of Conformity

Page 11

EU Declaration of Conformity

Shenzhen Da Sheng Face Mask Factory

Manufacturer: 301, Building 9, Nangang No.2 Industrial Park, No.1026 Songbai Road,
‘Yangguang ity, Xili street, District, Shenzhen, China
Tel:+B86-18926031187

SRN: {

European CMC Medical Devices & Drugs S.L.

Representative: Horacio Lengo N° 18, CP 29006, Malaga, Spain

SRN:

Product Name: Disposable Medical Mask

Model: DS003-2020

Specification: 17.5*9.5cm

UMDN Code: 12-458

Classification (MDR, Annex VIII): Class |, Rule 1.

Conformity Assessment Route: EU DECLARATION OF CONFORMITY following the Annex
Il + Annex Ill + Article 19 of MDR (EU) 2017/745.

We herewith declare that the above i p meet the t ition into national
law, the provisi of the following EU R ion and . All supporting

docu mentamns are retained Lmder the premises uf the manufacturer.

Shenzhen Da Sheng Face Mask Factory is y ible for the dedlaration of

conformity.
General applicabl :
Regulatlm [EU) 201?!?45 of the European Parliament and of the Council of 5 April 2017 on

Directive 2001/83/EC, ion (EC) No 178/2002 and
Regulation [EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC.

Applied standard
EN 14683:2019+AC:2019, EN I1SO 15223-1:2016, EN 1041:2008, EN SO 14971:2012, EN

62366-1:2015+AC:2015, ISO 10993-1:2048 IS0 10993-5:2009, ISO 10993-10:2010, ASTM
D4169-2016, MDCG 2019-15. :

Signature:

Name:

Position: General Manager
Place/date China/ June 21, 2020

EU Declaration of Conformity
Page 11
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Test report

E#5HRE

SINOPHARM

SYKJ

Shenzhen Da Sheng Yuan Medical Equipments Company Limited

é TUVRhainland®

Page 2of 12 Report MNo. 60378534 001

Requirements and test methods

EN 14683:2019+AC: 2019
Medical face masks —

Report Relemnoe M. ...
Date of iS50 oo
Total numberof pages.

G03TES34 001
Ses cOvEr page
See cOver page

Testing Labomiomy ..o
PO B, s s s s s s i

TOV Rhelnland (Shenzhen) Co., Ltd,

1F East & 2-4F, Cybio Technology Building Mo. 1, Mo. 16 Kejfibei 2nd
Road, High-Tech Industrial Park Narth Nanshan Distict, 518057,
Shenzhen, China

P L ———— Emlrglm Da Sheng Yuan Medical Equipments Com pany

AOOEES. i nea T 501, Btiﬁwg 11, Nangang ho.2 industial Park, Mo, 1026 S onghai
Road, Yangguang community, X Steet, Nanshan District,
Shenzhen, 518000, China

Test specification:

Stndand...... EN 14683 2018+AC: 2018

Test procedue... 1 Typetest

Mon-standard test method . .o.ws WA

Test Report Form Nou ... : EN 146832010+ AC:2019_A

Test Report Fom Originator......:  TUV Rh (52

Master TRF. ... r 22003

Test item descripion........c.ee t MEDICAL MASK

Trade Mark....c... s §
DA SHENG

Manufacturer.......commnns ¢ Same as the applicant

Model Ty pe efeEnce....... 1 17.5cmx0.5om
Typell

Produkte - . &
Sl TUVRheinland™
Priifbericht-Nr.: 60378934 001 Auttra gs-Nr. 168264178 Seite 1 von 12
Test Repont No.: Craer No.: Page 1of 12
Kunden-Referenz-Nr.: A Auftra gsdatum:  May 09, 2020
Chent Reference Mo.: Oroer date:

Shenzhen Da Sheng Yua n Medical Equip ments Company Limited
Auftraggeber: 501, Building 11, Nangang No.2 Industrial Park, No. 1026 Songbai Road, Yangguang
Chent: community, i 5 treet, Narshan District, Shenzhen, 518000, China
Priifgegenstand: ME DICAL MASK
Testitermn:
Bezeichnung / Typ-Nr: 17 Sermxg Sem
| gentification | Type No.:
Auftrags-nhalt:
Order content: Type test
Prifgrundlage: EN 14683:2019+AC:2019 excep! for clause 5.2 G& clause &

Test specification:

Wareneingangsdatum: pay 13, 2020

Date of receipt:

Priifmuste r-Mr.:

Test sample No.: 20200408

Priifzeitraum: May 14, 2020 to May 26, 2020,

Testing perioct See Attachment: Pholo documerntation for details.
Ortder Pritfung:

Pilace of testing: Seapage 3

Priifla boratorium: T Rheinland (Shenzhen)

Testing iaboratory. Cao., Ltd.

Priifergebnis®:

Tesfresult™ Frass

gepriift von / tested by kontrolliert von ! reviewed by

Dvanda Liu gl ok
Jun. 24, 2020 Amanda Liu/Project Engineer Jun. 24, 2020 Angela Chen/ Department Manager

Datum Name / Stellung Untersc hrift Datum Name/ Stellung Unterschrift
Date Name | Position Signature Dage Nane | Pasi fon Signature

Sonstiges/ Other.
- The testreport consists of EN 14683 test report including this cover page {12 pages ) and attachment: Photo
documentation (3 pages).
- The cdause 5.2.6 (Biocompatbility) and clause 6 (Marking, labelling and packaging ) are not enaluated inthis
test report.

Zustand deaPruﬁ;egenstandesben Anfeferung:
ey

Prifmuster wlistandig und unbeschadlgl
Conaition of the test item at def unrgamaged

Test item complete and

"Legende: 1 =sehrgut 2= gt 3 = Bedriecigend 4 = ausreicrend 5= mangekatt
Filass)= euspichto g P 4 F{al)=entspricht nicht og- ) M= micht M/T=picht getestet
Legend: 1= very aod 2= good 3 = satisaciony 4 = suticlent 5= o

Piass) =passed am s Ffal) = faled am sesd M= ol applicable  NT=nd tested

Dieser Profbericht bezieht sich nur auf das o.g. Prifmuster und darf ohne Genehmigung der Prifstelle nicht
auszugs weise vervielfiltigt werden, Dieser Bericht berechtigt nicht zur Verwendung eines Priifzeichens,
T.Nsresi repert only relsies tothe & m. lssfsample. WMo permission of the fest center this lest repert Is ol permified &0 be
duplicated in sxtracts. This lest repor doss nol entille o camy any fest mark.

TUV Rheinland (Shanzhen) Co. Ltd, East of i1, 2 .-Fi4, Building 1, Cytio T echnobgy Builiding, No_ 6 Langshan No. 2 Road,
MNorth Hidech Industry Pad, Nanshan Distdct, Shenzhen, PR, China
tp S havww uw_com




Shenzhen Shengshi Kanghua Industrial Group

Pursuing the perfect quality

Advanced Technology
Adopt the world’s leading fully automated
production equipment.

Superior Quality
We strictly control quality, focusing on quality of
product and implementing brand.

Continuous breakthrough
Introduce the latest equipment to improve the
product quality and style, and the product
continues to follow the new iteration.

Contact Us

PHONE : +86 0755-26653478

+86 13802240143
EMAIL : wu.tz@sskh-med.com
ADDRESS : 22F Coastal City Wenxin 5th Road,
Nanshan District, Shenzhen, Guangdong,
China 518000



