PCA

POLSKIE CENTRUM
AKREOYTACJI

L

CERTYFIKACJA
WERDBOW

CERTYFIKAT BADANIA TYPU UE (MODUL B)
EU TYPE-EXAMINATION CERTIFICATE (MODULE B)

Ny CW/PPER/48/05/2020

ZASWIADCZA SIE,

e Polski Rejestr Statkdw 5.A. (PRS) przeprowadeit procedurs badania typu wymianionego nizej wyrahu i stwierdzit Jege zpodnoéé z
wyrnaganiami okreslonymi w zataezriku V do Rozporzadzenia Parlamentu Europeiskiepo i Rady (UE) 2016/425 (PPT) w sprawie
sradkaw ochrony indywidualnej oraz uchylenia dyrektywy Rady 89/686/EWG, ze zmianami.

THIS IS TO CERTIFY

that Polski Rejestr Statkow S.A. (PRS) did undertake the EU type-examination pracedure for the product identified below which was
found to be in complionce with the requirements of Annex V te the Requlation (EU) 2016/425 of the European Parliament and of
the Council of 9 March 2018 on personai protective equipment and repecling Council Directive B9/686/EEC, as amended.

x:':“?;jsif”“’m Wenzhou Meiyi Medical Device Co., Ltd,
’ Hengjie Industrial, Xianjiang Street,
Ruian Wenzhou, Zhejiang, China.

Rrndlucent Wenzhou Meiyi Medical Device Co., Ltd.
Muantfocturer e < i
Hengjie Industrial, Xianjiang Street,
Ruian Wenzhau, Zhejiang, China.

?g;::;‘;}'}’;’e Sprzgt ochrony drog oddechowych. Sprzet ochrony drég oddechowych bez zasilania
powietrzem. Pdtmaska filtrujgca chronigca przed COVID-19.
Respiratory prolective equipment. Non-powered air-purifying particle respirator.
Filtering hakf mask to protect against COVID-19.

gﬂ;g‘;‘f:;“m_pm Maska achronna na twarz typ (KN95) MY-002 klasy FFP-2
30D facial protective mask type (KN95) MY-002 class FEP-2

Zastosowane normy = & _ . - ¢
Spevited cumdards PN-EN 149 + A1:2010 oraz Rekomendacja RFU PPE-R/02.075 wersja 1.
EN-149:2001 + A1:2009 and Recommendation For Use PPE-R/02.075 version 1.

Niniejszy certylikat pozostsje wazny do czasu uniewaznienia przy zachowaniu warunkdw uznania (patr str, 2},
This cortificate remalns velid unless cancelled ar revoked, provided the appioved conditions (see page 2) are complied with.

Data wainosci

Sl 2021-05-26

Dyrektar Pionu Certyfilacji
Certificatfon Qivision Director

( 7 Cﬂm/

Gdarisk, 2020-05-27 b Przemystaw Gatka
Nr jednostki notyfikowane] " ‘alski Rejestr Statkow S.A. tel. (+48) [58) 34C 17 00
No. of natified body al. Gen. Jozefa Hallera 126 fax (+48) (58) 341 77 49
80-416 Gdansk, Paland e-mail: de@prs.pl
1463 www: httpy/fwww.prs.pl/
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CERTYFIKAT ZGODNOSCI Z TYPEM W OPARCIU O WEWNETRZNA KONTROLE
PRODUKCII ORAZ NADZOROWANE KONTROLE PRODUKTU
W LOSOWYCH ODSTEPACH CZASU (Modut €2)

CONFORMITY TO TYPE CERTIFICATE BASED ON INTERNAL PRODUCTION CONTROL
PLUS SUPERVISED PRODUCT CHECKS AT RANDOM INTERVALS (Module £2)

Mr Okres abjety certyfikater

wo.  CW/PPER/52/06/2020 Periad covered by the certificate 2020-06-16 — 2021-06-15
Dokumenty odniesignia: Rozporzgdzenie UE 2016/425 dotyczace srodkdw ochrony indywidualnej [PPE), zatacznik Vil
General reference documents: Reguiation (EL) 2016/425 on personal protective equiopment (PPE), Annex \)

Pasiadacz certyfikatu \Wenzhou Meiyi Medical Device Co., Ltd.
Certificate holder i - i
Hengjie Industrial, Xianjiang Street,
Ruian Wenzhou, Zhejiang, China.

Wyrah Certyfikat badania typu UE Normy zharmonizewane/Specyfikacje
Preduct EU Type-examination certificate Harmonised standards/Specifications
Maska ochronna na twarz typ (KNS5)  |CW/PPER/48/05/2020 PN-EN 149 + N1:2010.
MY-002 klasy FFP-2

3D facial protective mask type (KN95) EN-148:2001 + A1:7009

MY-002 class FFP-2

A Reoczna ocena zgodnosci wyrobdw z narma/specyfikacjq i badanym typem
Annual assessment of products compliance with standard/specification and type-exomined
1 Micjsca i daty wizyt
Visit lacations and dates S

2a Wyboru dokonal (imieg, nazwisko)
Selection carried out by (Neme)
cwigzek z jednostka notylikowana
Reltionship to notificd body

2|

=3

Frzedstawiciel firmy [imig, nazwisko)
Compuany representaiive (Nume)
Stanawisko

Position

3 2wigzek pomigdzy wizytowana firma @ posiadaceem certylikatu badania typu UF
Relationship of company wsited to EU type examination certificate holder

|:| Posiadacz certyfilatu D Mirjsce produkeji D Inne miejsce produks D Importer [:l Dystrybutor
Cerlificole holder Production site Secondary production sie Importer Distribuior
D Sprzedaz detalicznz D Curopejskie biuro finny D Inny:
Retail outiet Eurapean office of the company Other:
Wiykaz srodkéw ochrony indywidualnej D Dostepny D Niedostepny
List of personal protection equipment Availabic Not available
Wybar probki D Wybrano — Nr egz./partii: D NMie wybrano
Semple selection Selected = Iotybatch No, Not selected
4 Wybdr prébki l:] Prawidlowy I:l Nicprawidlowy Wyniki badan E[ Pozytywne D MNegatywne
Sample sefection Correct Incorrect Result of tests Fositive Negalive
5 Wybdr prébki | badania wykazaly zgodnoé¢ z praywolanymi normami/specyfikacjami i badanym typem D Tak Nie
Sampie selection and testing demonstrated compliance with the reference standards/specifications Yes No
and type cxamined
Wr Jednostki notyfikowanej Polski Rejestr Statkow S.A Lel. (+48) (528) 246 17 DO
Na. of notified body al. Gen. Jazefa Hallera 126 [ax (+48) (58) 346 03 92
80-416 Gdatisk, Paland ¢ mail: mailbox@prs.pl
1463 www: http://wwweprs.~'

Form,. 10 PCW-01/PPER
202003 26



Prifgegenstand
Testsubject

Modell
Type

Hersteller
Manufac irer

Prifgrundlage
Test raquirament

Prifergebnis
Tast result

Datuim
Date of issue

D DEKRA

DEKRA Testing and Cerlification GmbH
Standiori Essen
Pers&nliche Schutzausristungen

Adlarsirafa 29
45307 Ezmen, Germany

Tel +49.201.52319-0
Fax +49.201.52319-401
E-Mail CPA@dekra.com

Priifbericht / Test report
No. 3418682.10-CPA

Carona SARS-CaV-2 Atemschutzmaske
Cerona SARS-CoV-2 respiratory protechve mask

RYK MY-002

Wenzhou Meiyi Medical Devica Co., Lid.
Hengjie Industrial, Xianjiang Strest, Ruian Wenzhou, Zhajang, CHINA

Prifgrunds atz fir Gorona SARS-Cov-2 Pandemie Atemschutzmaskan
Rev. 1 wvam 26.03.2020

Testing principle for Corona SARS-Co V-2 pandemic respiralory masks
rev. T of 2020-03-26

Die Pandemie Atemschutzmaske entspricht der Corana SARS-CaV-2
Prifanfardarungan

The pandemic respiratory profecive mask does meel the Corona SARS-
CoW-2 test requirements.

22062020

Déeser Benichi beateht aws 14 Seften. This report consisis of 14 pages.

Eiine auwszugs wetse Verbfientlichung dieses Berichies bedarf der Zustimmung der DEKRA Testing and Cerfification
GmibH. Juristisch bindend is1 ausschiiefilich die devtsche Fassung dieses Berichtea.

Fublication of exiracts of this report requires agresment of DEKRA Testihg and Cenification GmbH. We confirm the
correcinass of the ransfation of the German onginal. it the case of arbitraton howevear only the German wording shall be

DEKRA Testing and Cerfificaton GmbH, Handwerksirafie 15, 70565 Setigan
Zertifiziersngssielle Certification Body: Dinnendahisirafie 9, 44809 Bochusm
Tedefon +49.234. 3696400, Fax +49.234.3696-401, DTC-Certificaion-body @delra.com

Prifbericht Nr. / Test report no.:
3418582 10-CPA

Seite ! Page
1-14

Veranlassung / Reason
Auftragseingang
Date of order

Auftraggeber
Amplicant

Importeur
Importer

Eingang der Prifmuster
Date of receit of test fem

Prifzeitraum
Date (s} of pedormance of lesis

Prifstandort
Test location

27052020

COL GmbH
Dreiharrnsteinplatz 1
63263 Neu-Isanburg

COL GmbH
Draiharrnstainplatz 1
63263 MNeu-Isenburg

28052020

28/05/2020 — 15/06/2020

D DEKRA

DEKRA Tesfing and Cerification GmibH
Parsdrliche Schutzausriistungen
Adlerstralia 29, 45307 Essen, Germany

Zusammenfassung der Priffung / Summary of Testing

Marking and manuiacturer's information

Priifung bestanden nicht bestanden | nicht amwendbar
Test pass faif not aoplicabie
22 Sichipriifung / Visual inspection v
23 Anlegeprifung / Donning test L
24 Durchiass des Fltermediums ¥
Penstration of the fiter medium
25 Ausalemventile)} / Exhalation vaivefs) +
26 Atemwdderstand / Braathing resistance
261 | CPA ohne Ventl [ CFA without valve .f
262 | CPA mil Vend | CRA with vaive v
2.7 Hennzeschnung wnd Informationen des Hersiellers [ ¥

WT Micht getestet oder gegrlit f Nof fested ar checked

Bermerkung / Hemarks:

Dia Priifung gilt als _bestandan®, wann der armittelte Masswert kisiner odar gleich dem vargegabenan

Granzwart ist Magliche Erklarungan zu nichi bestandenan® ader nicht durchgelihren Prifungan kénnan
dem Glossar am Ende dieses Prifberichls entnommean warnden.
The test is considered as a pass il the measured value is less or equal to the Kmit.
Pozsible explanations for Tailed” or not performed tests can be ound in the mlozsary & the end of this lest

report.

DEKAMA Testing and Cedification GmbH

[Stockmann)
Prifinganieurf Test engineer

Prifbericht Mr. / Test report no.:

3418682.10-CPA

Saite { Page

2-14




> DEKRA

Bewertung der Konformitdt von Corona SARS-Cov-2 Pandemie Atemschutz (CPA) nach
dem Priifgrundsatz fiir Corona SARS-Cov-2 Pandemie Atemschutzmasken Revision 1
Evaluation of the conformity of corona sars-cov-2 pandemic respiratory protection
(CPA) according to the testing principle for corona sars-cov-2 pandemic respiratory
protection masks revision 1

Barichtgnummer Repart number 3418682 10-CPA

Prifgegenstand Tes! subject Corona SARS-CoV-2 Alemschulzmaske ;
Corona SARS-CoV-2 respiratory proleciive mask

Modell Type RYK MY-002

Hersteller Manufacturer Wenzhou Meiyi Medical Device Co, Lid.

Hengjie Industrial, Xianjlang Streat, Bulan
Wenzhou, Zhejang, CHIMNA

Impartaur importer COL GmbH . l_l""""_ i?l_._' I
Drethernsteinplatz 1 " "_"."3 ,.',_"',',:I'.", I
63263 Neu-lsenbury , |

Die Anforderungen des Prifgrundsatzes ( Ay

sind ] YO

The requirements of the test princinle ame : S Bt Fulfiled

ll )
L_,rll Iy

Die technische Wirksamkelt des oben g&namt&n Produkts i€t im Hahmm d&r Empfehlung (EU)
2020/403 der Europdischen Kommission vom 13, Mﬁz 2020 'ﬁb-laﬂ' Hﬂnjumﬁtﬁw .'l. '_ 1 ’
Marktibarwachungsvedahren  im  Kontext  der Gﬂwma Badrohiung |/ :m eI
The technical efficiency of the above-menlphed p'r:lducf s do ba;prswmgd within thie ok of the
European Commission Recommendation {EU}E&ENdﬂ'SuHﬁﬁﬁdathﬂfﬂ’mmnmmﬂ}‘ Issessments
and market surveillance procedures inthe contextof the GﬂWD-‘JQ‘Hsk i)

Der Priffgrundsatz kann unter der Website der ?_LS singesahen wct;m_- ;
The last principle can be accessed under the ZLE wehsile.

Diese Bewartung ist glilig vom 2408 2020 bis 24 06.2021.

This evalualion of conformily is vald from 202006=24 untl 2021 <0624,
DEKRA Testing and Cedification GmbH
Bachum, Eﬂzg—
Jn Killzch

Geschifisflhrer Managing Direclor

Seia ) Faged -1

Do Bt oo T e wodll o P wetnd vl el T iR e T O L
TR A ) O VYVl Ay Sl NP (A A0 AL Il T WO S MG

DR, Toxdng amed Covificiioen Genbdl, Homdvwariawals 15, HIEES Snaigan
T i g el Diimenaaeaiialindn v a3, 445095 B,
Taidon »480 134 3696 400, Fax #4524 B5e-40 1, DTCCarmica thoe-tazadyli del oo



Fiscal Year 2020
FDA REGISTRATION CERTIFICATE

Certificate Mo.: JF-FDA-0323-0104

Certificate Holder:
WENZHOU MEIYI MEDICAL DEVICE CO., LTD.
HENGIIE INDUSTRIAL, XIANJIANG STREET, RUIAN
Wenzhou, Zhejiang, 325200, CHINA
has completed the FDA Establishment Registrabon (as manufacturer | foreign

exporter, contract manufacturer ) and Device Listing with the US Food & Drug
Admumistration.

Registration Number: N
Owner/Operator Number: 10063965

Device Listing:
Device# Product Codes Device Name

KHA MASK, SCAVENGING
(Disposable face mask)

Registration Expiration Date:  2020-12-31

J&F TECHNOLOGY SERVICES LLC has verified and declares that the above stated
facility is registered with the US Food & Drug Administration, Center for Drug
Evaluation and Research, Office of Drug Registraton and Listing pursuit to the Code
of Federal Regulation 21 CFR 207, on the data state above, and makes no other
representations and warranties, nor does this certificate makes other
representations and warranties to other persaon or entity other than the name
certificate holder, for whose sole benefit it is issued. J&F TECHNOLOGY SERVICES LLC
assumes no liability to any person or entity in connection with the foregoing J&F
TECHNOLOGY SERVICES LLC is a private registration agent and is not affiliated with
the US Food and Drug Administration.

JEF TECHNOLOGY SERVICES LLC.
2424 Morris Ave §18 Union

NEW JERSEY 07083
United States




BeFitLab
B IR st

Report No.: BT20050901625

Customer Information:

Customer. . ... .
Address.......

Sample Information:

Sample Name. ........:
Sample Specification. . .. :
Sample Classification. . . :

Sample Description. .. . .:

= IAS
Test Reporta

ACCREDITED
Testing Laboratory
TL-787
Page 1 of 9
Wenzhou Meiyi Medical Device Co.,Ltd
Hengjie Industrial, Xianjiang Street ,Ruian
Wenzhou,Zhengjiang,China

3D FACIAL PROTECTIVE MASK(KN95 MASK)
MY-002
FFP2

Samples in good condition

JIIN8

N

Sampled Method. . .....:  All parts were received from customer
Receipt Date, s it vt 2020-05-09

Testing Information:

Test Items. ...........: Leakage. Penetration of filter material , etc.
Test Reference.........: EN149: 2001+Al: 2009
Test Result............: Please refer to the following pages

Approved by:

Written by: g J W[ Inspected by: T[}Wl 1 ‘l

Date: - 2Date: wyog "3

BEFITLAB TEST TECHNOLOGY SHANGHAI CO., LTD.

Member of International Standards Certification (ISC) Group

BEFITLAB TEST TECHNOLOGY SHANGHAI CO., LTD.
No. 230, ALLEY 2999, BAOAN ROAD, JIADING DISTRICT SHANGHAI 201801,PEOPLE’S REPUBLIC OF CHINA
Email: info@befitlab.com



D I
et
QUALITY MANAGEMENT SYSTEM
CERTIFICATE

This is to Certify that the QUALITY MANAGEMENT SYSTEM of

Wenzhou Meiyi Medical Device Co.,Ltd.

Registered Address: Hengjie Village, Xianjiang Street, Ruian City, Wenzhou City, Zhejiang Province
{within Wenzhou Yunda Shoes Co,, Ltd.)

Audit Address: Hengjie Industrial Zone, Xianjiang Street, Ruian City, Wenzhou City, Zhejiang Province

has been assessed by DCI Certification Service
and found o comply with

GBI/T 19001-2016 idt ISO9001:2015

for tha

Production and sales of personal protective mask (non-medical)

Certificate Numbaer: 200628

Unified Social Credit Code: 81330381MAZHB.IX83IN —
Initial Certification: 30 Aug. 2020

M- n_“.z g N Certification Manager
Cortificate Expiny: 30 Aug. 2021

BT
mEEil

AP
CNAS =
v CHAS 142.M

Aseartficstion Dats: 30 Asg. 2023

Thits: cartificale is issued by OC| Cefi@caiion Lid, The cedificate holder shall acoept surveilance sudit by DC1 and the cerificabe shall be renewed Gy 0]
jpriae ko e axplny dele aa required. To veify the valid®y of cerificate, pléase visil: wawwdoiglobal.com.cn. e cedificale information is also available on ihe

CHCA official welhsite: s onca, Jov.on,
DCI CERTIFICATION LTD. =—

This certificale is the propery of DT and shall be refumed when nequested. i may anly be reproduced in B enliraty and wilhout change.
4F, Buliding 15, Lane Z777 Cast Jinsu Rosd, Polt Free Trade Jone, Shanghai, Ching
Email. infof@dagiobal com.on




CTl

Test Report

Test Report

Report Mo, AZ300110091101 Page 1 of 15 Report No.  AZ20011064 1101 Page T of 13
g : g . Test Resaltis)

Applicamt W ENZHOU MEIYI MEDICAL DEVICE COLLTD

Address HENGIE INDUSTRIAL XIANJIANG STREET ,RULAN WENZHOU FHENGITANG,CHIN A “"“Fﬂ ration Repart
Batch | No Substance Mame(s ) AR N, EC Mo, (%) Limit

1 e
The following sample(s) a nd sample informa Gon was/were submitted and identified by/on the behalf of the =)
g All tested SWHC

client - - : : 3 & =5 N, ~

Sample Name(s) 3D FACIAL PROTECTIVE MASK{KNSS5 MASK) (on e nusiiiets bat)

Part N, MY-002

Calor WHITE Concentration | Repaort
Batch | No Substance Name(s ) CAS N, EC Mo (Ya) Limit

Banyer RY K 2 (%)

Sample Recenwed Date  Apr. 26, 2020 All tested SVHC

Testing Period Apr. 26, 2020 1 May 6, 2020 F : (Sce the aadidaie ) = = ND. r

Tesi Requested As specified by client, to screen the 205 substances of very high concem{ SVHU ) under Test Method:

Ragaiiataigin (R T ) VT2 of REACH xi;the i ssmmgsissfg). Refer o 1S EPAINS2:1996, US EPA 30508: 1996, US EFAI060A: 1996, US EPA 3550C:2007,
: y : : U5 EPA 3S40C: 1996, 150 173532004 E), EN 145822016 for samp e pretreatment.

Toni Meteadd Flozsic veker by e o Rawing pegr(o). Analyzed by ICP-OES, UV-Vis, PLM, SEM, IC, HPLC, GC-MS, GC-MS(NCT), GC-FID and LC-MS-MS,

Test Resuli(s) Please refer to the following page(s). Sample/Part Description
Sample Mo Sample/l art Description Number of SVHC

Kummary Aceording to the analytical results, concentrations of 205 SVHC subsances are all less ool Mised test, all parts(No I 105

than 0. 1%e{wiw) in the sutbmitied samplofs). oz Sihrerwhitc mctal -

Tested by S“"‘g i Reviowed by Or hetie When
W }W Date May 6 2020

Hill Zheng
Techmical Manager

No. 5352695075

2l Group CoLad.
vng Commumity, X m "an Sub«d minct, Bao'an Dhsnct, Shenrhen City, Guangdong Provmece, PR Clima



