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MANAGEMENT SYSTEM CERTIFICATION
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Management System Cortification

CERTIFICATE OF CONFORMITY OF QUALITY

MANAGEMENT SYSTEM CERTIFICATION
Cortificate Nor IR0 14RES

This is to certify the quality management system of
QINGDAO WEILI PR{;}%CTIVE ARTICLES CO.,

Linify the social eredit code/ Organizstion Code: 913 T0ZE1MASRIRHIO!
Higitnred addiess s INDUSTRIAL PARK, DUCUN, JADX] OFFICE, JIVGENOU, QENGDAD,
SHANDONG

Uperating mhirms; INDUSTHIAL PARK, DUCUN, JIAOXT OFFICE, JIAGZHOM, CHNGDAD,
SHANIHING

is in conformity with
GRTI9001-2006/ 1509060 1: 2015 standard
This certificate covers the following scope of quality mansgement system
Production of Mon-modical mavks
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Brief introduction of Qingdao Weili Protective Articles Co., Ltd.

Qingdao Weili Protective Articles Co., Ltd. focuses on the R&D and manufacture of
medical protective articles. We serve the customers worldwide by inheriting the principle
of company development “Defending lives by quality."

“Ordinary quality is the responsibility to the society, extraordinary quality is the devotion
to the society.” Quality comes first. Qingdao Weili focuses on the quality inspection and
pursues excelsior manufacture craft.

The products range include KN95/KP95/KP100/N95/NS9/FFP2/FFP3 and disposable
medical masks (non-sterile) etc. There are over ten production lines with daily output of
1.5miillion disposable masks and 0.5million folding masks. We are also equipped with
sterile medical workshop and dustless workshop for protective articles. A complete range
of inspections, such as SGS, IS0, CE, is available.

Qingdao Weili will go on with the challenge of higher product technology.
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v amc FFP2 Valved Particle Filtering Half Mask C € SGS

g001

FFP2 NR

MEETS EN149:2001+A1:2009 STAND
CE CERTIFICATE NO.

fT& EN149:2001+A1:2009 fRERK,

Adjustable nose Clip

Exhalation breathing valve

@mo
EN 149:2001+ A1:2000 FFE2 NR

C(€1463

\

High elastic band
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BRIL emc FFP2 Particle Filtering Half Mask c € SGS WSS
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g001

FFP2 NR

MEETS EN149:2001+A1:2009 STANDARD REQUIREMENTS.
CE CERTIFICATE NO.

TT& EN149:2001+A1:2009 fRERK,

Adjustable nose Clip

EN 149:2001+ A1:2000 FFP2 NR

C€1463 \

High elastic band



/

Soft sponge nose clip



B AL oamc FFP2 Particle Filtering Half Mask

FFP2 NR
MODEL: OM-P2195

MEETS EN149:2001+A1:2009 STANDARD REQUIREMENTS.
CE CERTIFICATE NO.

A5 WL-P2095

5 EN149:2001+A1:2009 fREEK,

/

Soft elastic rope

Adjustable nose Clip

Ultrasonic welded straps
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BUIL omc FFP2 Particle Filtering Half Mask c € SGS Lood

FFP2 NR

MEETS EN149:2001+A1:2009 STANDARD REQUIREMENTS.
CE CERTIFICATE NO /

Adjustable nose Clip

& EN149:2001+A1:2009 REEXK.

7
"

Soft elastic rope

\
Ultrasonic welded straps
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BLIL e FFP2 Particle Filtering Half Mask C € SGS ISO)

FFP2 NR

MEETS EN149:2001+A1:2009 STANDARD REQUIREMENTS.
CE CERTIFICATE NO.

%4 EN149:2001+A1:2009 HFEER, / N

Adjustable nose Clip

E

Soft elastic rope Ultrasonic welded straps
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BIL ome FFP2 Particle Filtering Half Mask c € SGS S0

FFP2 NR Adjustable nose Clip

MEETS EN149:2001+A1:2009 STANDARD REQUIREMENTS.
CE CERTIFICATE NO

15 EN149:2001+A1:2009 17HEZK.

Soft elastic rope Ultrasonic welded straps
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BUIL e Disposable medical mask c € | SGS {I%;

DISPOSABLE MEDICAL MASK TYPE IIR

MEETS EN:14683:2019+AC:2019 STANDARD REQUIREMENTS.
SGS (EU)

T4 EN:14683:2019+AC:2019 fREE R,

- THREE LAYERS OF NON-WOVEN FABRIC - ULTRASONIC WELDED STRAPS
- ADJUSTABLE NOSE CLIP - SOFT ELASTIC ROPE



BLIL e Disposable Face Mask

MODEL: OM-P145-M

MEETS T/GDMDMA 0005-2020 STANDARD REQUIREMENTS.
GTTC (EU)

f& T/GDMDMA 0005-2020 tREER.

- THREE LAYERS OF NON-WOVEN FABRIC
- ADJUSTABLE NOSE CLIP

- ULTRASONIC WELDED STRAPS
- SOFT ELASTIC ROPE
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Qingdao Weili Protective Articles Co.,Ltd. ; N
Industrial Park,Ducun Jiaoxi office,Jiaozhou,Qingdao, {<~§ U.S. FOOD & DRUG

Shandong ADMINISTRATION
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{:{ Owner/Operator Number: 10063541 EI}}
{{3 Registration Number: 3016733892 -Er{\% Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products
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v NOS fespiratng with | %98 Medical Mk Non-Sicvile | N8S, | 3/ 1 result found for Establishment Registration
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TEST REPORT OF FFP2 CE

A
PRS

CERTYFIKAT BADANIA TYPU UE (MODUL B)
EU TYPE-EXAMINATION CERTIFICATE (MODULE B)
 CWPPER/3/ 082000

radwiancea s,
nmummwummpmm_mmmﬂommxmw:
Parlssreriu [uropefikingn

I ey (LY FOUEVETS (PPE) w dprawie
mmwmumwnqmww 1 amianami

THIS U5 TO CERTIFY.

At Podily Refestr Diwthdw 5.4 [FRS] i e ELF g dure for the prosor Aiertiffed bel il e
Jownd fo be b compdionce wikh bhe wsgmvmmwmmmsquwm:mm
e Cowmal of 9 Movch 2006 o personal pr Directhes B ERSEEL, 05 amended

Winioshadeara Oingdao Weili Protective Articles Ca., Ltd,
Industrial Park, Ducun, liaoxi Office
liaozhou, Qingdao, Shandong. China 266327,

Pesdocmi Oingdao Weill Protective Articles Co., Ltd.
Industrial Park, Ducun, Jiaaxi Office
lianzhou, Qingdao, Shandong, China 266327,

:-:rﬂmm Sprzgt ochrony ukiadu oddechowego. Pétmaski filtrujace do echrony praed czastkaml.
Respiratory probective devices. Filtering falf masks to protect agalnst particles.
e— Pédmaska filtracyjng, model; WL-P2095 (kixsa FFPZ NR),
Filtering Haif Mask, Model: WL-P2095 [FFPZ ciass MRJ.
m"‘, “'“""’" PH-EN 140+41: 2010 (EN 1492001 +A1:3009)
Psbtfsry certylian panistage wadsmy o 1125 urve ih

B
mmmuﬂmwum puddﬂ'h’d wwpumnnmm

Bata wasnotsi
Fapary dote 20T3-08-00
Gdanik, 2000-08-04
c € T P e Sathu S8 et {45} 589 345 57 00
g n e, dareta Halena 126 Fan [+4] (551 341 77 69
S Gdath, Folasd el doffprpl
i

Foemi. APCA-QLPHR

Fuk ettt a2

CWYPPERSI0E2020

Wear dokumenlacy 1. indtrukcis whythownnis - satwierdoona proes PRS 54, dnla 2020-07-31.

2. Doera ryryka - Ftwierdzona praez PRI SA. dnla J020-07-31,

3. bol technicona Polmaika fltracying, model: WL-PIRE - matwierdzona
prnez FRh SN, dnis J000-07-34.

4, Rapoet ¢ baclar nr [20200 WSZ FHL NOUSSEZ wydarry pree: llangiu Guojisn
Testing Technofogy Co., Lbd. 2 akredytsdy ONAS L1041 18 £ dnis 2020-07-08.

5. Sprawoadanie ¢ proegladu PRS S.A. ar OWPPERMAPTIES 2020 2 dnla 2050-08-03.

L, Instuction of use - anproved by PRS 5.4 o JN0-07-11.

&, Risk onakiiy - anprenved by PRE 5.4 on 2020-07-31.

3, Technicaf docurmentotion Fillering Half Mask, Model: WI-PA0S - approved by PRS £A. on
J0I0O7-3L

. Test report Mo, [MR0] WEE FHL NOLEPSD issund by Mongse Guagian Testing Technofogy Co, Lid,
il CNAS avcreaitarion me. [10118 dated on 2000708,

5. PRS S.A. Survey Repor? Mo, CW/PPERMAS/ 800 doted an JEN0-08-03.
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Dgraiiccomla winbeld 1. Dot Rischicene:
b 2 = pédmaska bnsiqca 2 regul wm idipsem na nos,
= pdimaska filtnsfaca wykonana @ 5 waritwowe) widkedry @ filfrem 2 taniny,
- wyrnlary: 106x155 mim,
- dogrlrwa grapa ukythowa: dorodl dia che pdal,
= holor: iaby.
2. Péfrmaska filtrujgca p 0 o jod akytina.
1 mewmawmﬁulﬂhh
4. Produkt fen nie mode byd stosawany jako masks prosciwiasows w irodowisku toksycamym.
5. Pémadka fitrufgca nie jest proepnaciona do ulytiowania medyomego | chirunglconega,

1, Specifications:
- paticle [iening b mak with adiustable made oip,
- pantiche filtering bl mosk mode will 5 leyers non-woven fobric with mell-blowen fobvic fiTer,
« sine; 105k 155mm,
- target group: uniies,
- gokar: whing.,
2, Respivntor Maosk shol not be used for more than one shift
3. Technioo! docwnéntation ogarovd in Engitth,
. This prodiuct ean Aol b usnd oF @ gos mask in @ foek enwironment.
E. Respérator Mask can nof be used for mecical ond tovgicol purposss,
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Lotus ML BV,

T, di Pbar X, Wil
Kaningin Julianaphen 10
2595 AA "i-Gravenhage

Cratwm: 21 juli 2020
Betreft: notificatis medisch hulpmiddel kasse 1

Guachte heer Wi,

HMierbij bevestip ik de onftwangst op 13 jull 2020 van de nobificatin van Bet
medische hulpmiddel klasse [, dat bedajfl CGINGDAD WEIL] PROTECTIVE
ARTICLES OO, LTD:, met Europdis gemnachtigde Lotus NL BV, als fabrikant
avergankamstiy Verordening (EU) 2017745 (DR} op de markt wenst te gaan
Brangen,

Het product is onder volgend kenmerk geregistreerd. [k verzoek u om in ally
werdere  correspondentie  over o prodiect Pt bijbehorende  kenmerk e
wermeiden en bet bij telefoongesprakkan bij de hand te houden,

Dispasabla medical mask {non-sterile)
{gesn merknaam) (NL-CADDZ-2020-52592)

Ik wifs v erop dat medische holpmiddeien die op de mankt gebracht wenden
wolgens de MDR owver een gystesm voor hulpmiddeindicatie (UDH) moeten
beschikken® en dat fabrikamien, gemachiigden en importews in de Buropese
databank  veor Europese  hulpmiddelen (Budamed) moeten  worden
geregistreend”. Bijlage Vi van de MDR bevat de bij de registratie te versbreiiosn
GEgEVENS.

Op dit moment s Eudamed nog niet in gebrulk, 2odat Pet wai betreft het
bovenstaande voldonnos 5 dat u uw product ovensenkomntig de huidige wet- &n
Faggaing bt gendtificeend,

Zodra Eudamed volledig in gebnsk s, wordt de fabrikant of diens gemachitigde
geacht binnen achttien maanden bovenstaand helpmiddel te registreren in
Eudamed.?
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Tevens wijs ik u er voor de goede oede nog op dat de registralie van we
mededeling betreMende de afevering van het bovengenoemde product shechis aen
sdministratieve handeling betreft. Deze ontvangstbevestiging bebelst dan ook
geen beshst betreMende de kwalilicatie wan het desbetreffende product als
meedisch bulpmiddel in de Bn van ast. 1 WHH, noch betreffende de indeling in
risicoklasse [,

D Mlintster voor Medische Zorg en Sport,
mEMAnE dere,

Algstageheat
Farmatec

D, M1, van de Volde
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THE TEST REPORT FOR EN149:2001+A1:
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Test Report

Report No.: [2020] WSZ FHL NO.6952
Product Name Filtering half mask
Applicant _Qingdao Weili Protective Articl

Manufacturer __Qingdao Weili Protective Articles Co.Ltd.

Test Type Entrusted _inspection

{"r‘

" Jianngsu Guojian Tes&g Technolngy Co., Ltd,
, Unit O, L
Xingyn TWW1 'I:fcb-Pm Wi, .'I-uwchlnu

Page 1ol 1]

o,

PEEK
Fe i 18 T
EN 149:2001
+A1: 2009
i 3R &

2009 FROM CHINA COMPONENTS TEST

Reeport Mo.: [2020] WEZ FHL NO.6052

Test Report
Mode] nasse WL
Product nemne Fuliermg hall mask
Brand CiC
Laboratory' Jimngsu Cracjien Testing Technology Co., Led!

Add 3., Unil D, Xingye Building. Taihu L ivoal Tech-Park, Wux, Jiangsu, (hine
Applicant! Cingdso Weili Protective Aricles Co Lid Thucun Induserial Park, Jisexi Ofice,
AddTel Jimozhes City, Qinpdan City, Shandoag Proviece, China/l 196392 1520

Sdanudacparern Oingdsa Weidli Protecrive Amicles CooLidTrecun  Industrial Perk, Jisexi Office,
AddTel Jinpatsoa City, Qinpdas City, Shasdosg Proviece, Chinal~
Sample classification FFE} ] Sample number GWaeS 2200
[Fate of receipt of
le ity I ez 0172020
Sample quaski |
AmicleBatchBtyle
Tiess Enfrusted i i -
ype inspection Faan
[t of performance
il r:; QIOT2020-080T2020 | Teseing location Same as the Laborstory
af
Mgt requiremenss of
Sample staie i ng the L Lamale description Refer s page 3
sesting
Test W EN.I-I'?_'Kt.IIlM:EI}O‘}. Resparalory _pmlacm'! devices « Filiering balf masks o protect
against particles - Requirements, fesfing, marking
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BUAL mc Packaging Information : ﬁ}

PACKING PARAMETERS

50pcs/bag(contains 10pcs/bag*5)
1000pcs/carton

The Carton Size: 685*595*26mm
Weight:7.5kgs/Carton

S0PCS/BOX



BUAL mc Packaging Information : ﬁ}

PACKING PARAMETERS

50pcs/bag

2000pcs/carton

The Carton Size: 430%*430*480mm
Weight:8.16kgs/Carton

S0PCS/BOX



