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WENZHOU MEIYI MEDICAL DEVICE CO.,LTD.



Wenzhou Meiyi Medical
Device Co., LTD.

Wenzhou Meiyi Medical Device Co., LTD.,in Ruian,
Zhejiang, is located by the Feiyun River with convenient
transportation.

The company covers an area of more than 30,000 square
meters, including 3,000 square meters of professional
dust-free workshop and 100,000 level sterile workshop.
The company has a professional tester, self-check at any
time, for product quality escort

The company has exported to Italy, The Netherlands,
Germany, the United Kingdom, Spain, Belgium and other
countries and regions, has passed the national highest
testing standard GB2626-2006 standard, European
EN149:2001+AI1-2009 standard and CE,FDA certification,
has also passed the SVHC test, in line with the EU
REACH regulations.
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Export
Qualification
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ISO 9001

|

QUALITY MANAGEMENT SYSTEM
CERTIFICATE

This ia 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 to comply with

GBI/T 19001-2016 idt 1ISO9001:2015

for the

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

Certificate Number: 200628

Unified Soclal Credit Code: 81330381MAZHBJX83N -
Initial Certification: 30 Aug. 2020

Issua/Relssus Date: 30 Aug. 2020 Certifiaion Mariager
Certificate Expiry: 30 Aug. 2021

mEIiL
CNAS T
MAMAGEMENT SYSTEM
v CHAS 142.M

Racan¥ication Dats: 30 Ausg. 2023

This cadificals is issued by DC| Cerdicalion Lid, The cerlificale halder shall accept survelBance audit by DCI and the carificabe shall be reneswed by DC|
[ Lo e expiny date as requined. To werify the validity of cerificate, please visil: www.dciglabal com.cn. the certificale information is also available on the

CNCA official wehsite: www.onoa, gov.on,
DCI CERTIFICATION LTD.

This certificaie is the praperty of DCI and shall be neturned when requesbed. B may only be reproduced in #s enlirety and wilhoul change.
4F, Buliding 265, Lane 2777 East Jindu Resd, Poit Free Trade Zone, Shanghai, China
mial; infodoighobal.com.on
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Export
Record
Receipt
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DEKRA

TEST

REPORT

D DEKRA

DEKRA Testing and Certification GmbH
Standort Essen
Persdnliche Schutzausristungen

Adlerstrage 29
45307 Essen, Germany

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

Priifbericht / Test report
No. 3418682.10-CPA

Priifgegen stand Corona SARS-CoV-2 Atemschutzmaske

Testsubject Corona SARS-CoV-2 respiratory profectve mask

Modell RAYK MY-D02

Type

Hersteller Wanzhou Meiyi Medical Devica Ca., Lid.

Manufacurer Hengjie Industrial, Xianjiang Strest, Ruian Wenzhou, Zhajang, CHINA
Priifgrundlage Prifgrunds atz fir Corona SARS-Cov-2 Pandemie Atemschutzmasken
Test requirement Rev. 1 vom 26.03.2020

Testing principle for Corona SARS-CoV-2 pandemic respiralory masks
rev. 1 of 2020-03-26
Prifergebnis Dia Pandamie At pricht der Corona SARS-CaoV-2
Test resull Prifanfarderungan
The pandemic respiratory profecive mask does meet the Corona SARS-
Col-2 test requirements.
Datum 22062020
Date of issue

Déeser Bencht besteht aws 14 Seiten. This report consists of 14 pages.

Eine ausrugs weise Verbfientlichung dieses Berichies bedarf der Fustimmung der DEKRA Testing and Cerlification
GmbH. Jurisfisch bindend e o F; +] Berichtes.

Pubfication of extracts of this report requires agreement of DEKRA Testing and Certification GmbH. We confirm the
correciness of the ransiation of the German original. it the case of arbitration however only the German wording shall be

walid and hinding.

DEKRA Testing and Cenification GmbH, Handwerksirafie 15, T0565 Swtigan
Zenif Certit ion Body: O 9, 44809 Bochum
Teleton +49 234 3606400, Fax +49. 234 3606-401, DTC-Certification-body@dekra.com

Priifbericht Mr. / Test raport no.: Seite/ Page
3418682.10-CPA 1-14

D DEKRA

Veranlassung / Reason

Auttragseingang 27A52020

Date of order

Auftraggeber COL GmbH

Applicant Dreihernstainplatz 1
63263 Meu-Isenburg

Importeur COL GmbH

Importer Dreiharrnsteinplatz 1

63263 Mau-Isenburg
 Prifmust

Date of receipt of test item

Priifzeitraum 28/05/2020 — 15/06/2020
Date (s) of performance of tests

Priifstandort DEKRA Tesfing and Carification GmbH
Test location Persanliche Schutzausristungen
Adlerstralla 29, 45307 Essen, Garmany

Zusammenfassung der Priifung / Summary of Testing

Priifung bestanden nicht bestanden | nicht amwendbar
Test pass fail not applicabile
2z Sichipriifung / Visual inspection L
23 Anlegeprifung / Donning test v
24 Durchlass des Fltermediums / v
L ion of the fiter medium
25 Ausaemventilje} / Exhalation waives) +
286 { Braathir i
281 | CPA chne Ventl / CPA without vaive v
262 | CPA mit Ventl / CPA with vaive v
27 g und des | i v

AMariing and manufac furer's i

NT Nicht getestet oder gepnlift / Not tested or checked

Bemerkung / Remarks:
Die Prifung gilt als . wann dar klginar oder gleich dem vargagabenan
G tist Magliche E 2u nichl " oder nicht durchgefihran Pri kénnan

dam Glossar am Ende dieses Prifberchts entnommen werdan.

The lest is considered as a ‘pass "if the measured value is less or equal to the Kmil.

Possible explanations for Tailed ™ or not performed tests can be bund in the glossary &l the end of this lest
report.

DEKRA Testing and Cadification GmbH

e e £
(Stockmann)

Prifinganieur’ Test engineer

Priifbericht Nr. / Test report no.: Seite / Page
3418682.10-CPA 2.-14
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DEKRA
Certific
ation

B DEKRA

P Y

Bewertung der Konformitdtvon Corona SARS-Cov-2 Pandemie Atemschutz (CPA) nach
dem Priifgrundsatz fiir Corona SARS-Cov-2 Pandemie A k ken 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

Berichtsnummer Report number 3418682.10-CPA
Prifgegenstand Test subjeet Corona SARS-CoV-2 Atemschutzmaske
Corona SARS-CoV-2 respiratory protective mask
Modell Type RYK MY-002
Hersteller Manufacturer ‘Wenzhou Meiyi Medical Device Co., Lid.

Hengjie Industrial, Xianjlang Streat, Rulan
‘Wenzhou, Zhejang, CHINA
Importeur importer COL GmbH

Dredhernsteinplatz 1
63263 Neu-lsenburg

Die Anforderungen des Prifgrundsatzes (

sind

The requiremants of the test principle are Exitilit Fulfilled

Die tachnische Wirksamkeil des oben Produkis st im Ratimen der Empfehlung (EL)

20204403 der Europaischen Kommission vom 13, Marz 2020 0ber Konformiidisbawanungs- | und
Markiiberwachungsvedahran  im Kontext  der’ COVID:S . Bedrohung /20| vermulen |
The technical effi of the ab ioned product is to be grasumed within the framework of the
Commission f (EL) of 13 Marth 2020 on conformity assessments
and market survefllance proceduras inthe contaxt of the COVID-19 rik. [l {

Der Prifgrundsatz kann unter der Website der ZLS eingesehen werden.
The test principle can be accessed under the ZLS websie,

Diege Bawertung it giilig vom 24.08.2020 bis 24.08.2021.
This evaluaifon of conformily is valid from 2020-06-24 untll 20210624,

DEKRA Testing and Certification GmibH
Bachum, 20 24

LY

Gaschafteflihrer Managing Director
Sete/ Foge 1.2
[Tt
CERRA Tastng. 15

Taton +48 1343696 400, Fax #4974 BHEA0L DTCCaritica fon-bocd sk com
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CERTYFIKAT BADANIA TYPU UE (MODU[ B) CERTYFIKAT ZGODNOSCI Z TYPEM W OPARCIU O WEWNETRZNA KONTROLE

PRODUKCJI ORAZ NADZOROWANE KONTROLE PRODUKTU
EU TYPE-EXAMINATION CERTIFICATE (MODULE B) W LOSOWYCH DDSTEPACH EZASU (idodul €2]

Nr
CW/PPER/48/05/2020
e, CW/PPER/48/05/. CONFORMITY TO TYPE CERTIFICATE BASED ON INTERNAL PRODUCTION CONTROL
E ZASNIADEZASIE PLUS SUPERVISED PRODUCT CHECKS AT RANDOM INTERVALS (Module C2)
e Polski Rejestr s'tatkow . (PRS) przeprowadu! procedurg badania typu wymienionego nizej wyrobu i stwierdzit jego zgodnosé z Nr . Okres objety certyfikatem - -
kb Ll e e Soas e e Mo CW/PPER/52/06/2020 Polod i b e catieaiE 2020-06-16 — 2021-06-15
$rodkéw ochrony mde:dualne; oraz uchylema dyrektywy Rady 89/686/EWG, ze zmianami. a3 N i UE 2016/425 dotyczace srodkéw ochrony indywidualnej (PPE), zatacznik Vil
THIS IS TO CERTIFY General reference documents:  Regulation (EU) 2016/425 on personal protective equipment (PPE), Annex VI
| | | that Polski Rejestr Statkéw S.A. (PRS) did undertake the EU type-examination procedure for the product identified below which was Posiadacz certyfikatu ivi i i
found to be in compliance with the requirements of Annex V to the Regulation (EU) 2016/425 of the European Parliament and of Certificate holder Wanzho Nelyl Medical Device Co,, Ltd.
the Council of 9 March 2016 on personal protective equipment and repealing Council Directive 89/686/EEC, as amended. Hengjie Industrial, Xianjiang Street,
Whioskad: Ruian Wenzhou, Zhejiang, China.
et Wenzhou Meiyi Medical Device Co,, Ltd. Wyrdb Certyfikat badania typu UE Normy zharmonizowane/Specyfikacie ‘
Hengjie Industrial, Xianjiang Street, Product EU Typ certificate ificati |
Ruian Wenzhou, Zhejiang, China. Maska ochronna na twarz typ (KN95)  |CW/PPER/48/05/2020 PN-EN 149 + A1:2010. |
MY-002 klasy FFP-2
:;2:3;:;:”“ Wenzhou Meiyi Medical Device Co., Ltd. 3D facial protective mask type (KN95) EN-149:2001 + A1:2009 |
Hengjie Industrial, Xianjiang Street, MY-002 class FFP-2 |
Ruian Wenzhou, Zhejiang, China. }
|
Typwyrobu Sprzet ochrony drég oddechowych. Sprzet ochrony drég oddechowych bez zasilania A Roczna acena zgodnasci wyrabow z norma/specyfikacia i badanym yypasi |
Productpe _ A = - X Annual of products lance with and typ d
powietrzem, Pétmaska filtrujaca chronigca przed COVID-19. 1 Miejsca i daty wizyt
Respiratory protective equipment. Non-powered air-purifying particle respirator. Wisiklocdtiaisiond dates =
- ; 22 Wyboru dokonal (imie, nazwisk
Filtering hakf mask to protect against COVID-19. ™ Serecton carded },'L',"Zy';,a\f;,ﬁi}c)
Opis wyrobu . " Zwiazek z jednostka notyfikowana
Prodict déscription Maska ochronna na twarz typ (KN95) MY-002 klasy FFP-2 Relationship to notiied body |
3D facial protective mask type (KN95) MY-002 class FFP-2 |
2b Przedstawiciel firmy (imig, nazwisko) |
|

Company representative (Name)

é::;‘;;?p’?g:;g:’;‘s" PN-EN 149 + A1:2010 oraz Rekomendacja RFU PPE-R/02.075 wersja 1. Stanowisko
EN-149:2001 + A1:2009 and Recommendation For Use PPE-R/02.075 version 1. Pesltion

w

Zuiqzek pomiedzy wizytowana firma a posiadaczem certyfikatu badania typu UE
Relationship of company visited to EU type-examination certificate holder

Niniejszy certyfikat pozostaje wazny do czasu uniewaznienia przy zachowaniu warunkéw uznania (patrz str. 2).

This certificate remains valid unless cancelled or revoked, provided the approvai conditions (see page 2) are complied with. [] Posiadacz certyfikatu [] Mieisce produkeji [ Inne micjsce produkcji [] Importer [] Dystrybutor
Certificate holder Production site Secondary production site Importer Distributor |
[] Sprecdaz detaliczna [] Eeropeiskie bivro firmy 0o
Data waznosci 2021-05-26 Retail outlet European office of the company Other:
Expiry date Wykaz érodkéw ochrony indywidualnej [ Dostenny [ Viedostepny
i - List of personal protection equipment Available Not available
Dyrektor Pionu Certyfikacji o Lol B — S
e s e /ybor probki ybrano - Nr egz./partii: e wybran
Certiffcotion Diviston Director Sampleselection | Seleted ~lot/boteh No. D o seecred
4 Wybér prébki [ Prawidtowy [ Nicprawidiowy Wyniki badari [ Poavtywne ] Negatyune |
Sample selection Correct Incorrect Result of tests Positive Negative |
|
Y,M{/ 5 Wybor prébki  badania wykazaly zg0dnosé z praywolanymi normami/specyfikacjami  badanym typem 07k e |
1 ¥ Sample selection and testing with the referen Yes No
and type-examined
Gdarisk, 2020-05-27
Przemystaw Gatka Nr jednostki notyfikowanej Polski Rejestr Statkéw S.A. tel. (+48) (58) 346 17 00
Nr jednostki notyfikowane] 7 Blolski Rejestr Statkéw S.A. el (+48) (58) 346 17 00 No. of notified body al. Gen. Jézefa Hallera 126 fax (+48) (58) 346 03 92
No. of notified body al. Gen. Jézefa Hallera 126 fax (+48) (58) 34177 69 80-416 Gdarisk, Poland e-mail: mailbox@prs.pl
80-416 Gdarisk, Poland e-mail: dc@prs.pl 1463 www: http://www.prs.pl/
1463 www: http://www.prs.pl/
Form. 8/PCW-01/PPER Form. 10 PCW-01/PPER

2020-03-26 1/2 2020-03-26



EAC
Certification

(. CPOK AEHCTBMA C. 11072020

KA IKDHOMMUEC
EPTHONKAT COOTBETE

11
E H[ Ne EASC RU C-CN.[902.A.020358/20

Cepun BU 3o 0194846

OPTAH ITO CEPTHOHEAIIHH  NPOIYKLMA OBIECTEA € OrPAHHMEHHOHR OTBETCTREHHOCTLIO
Hlt“['HI MECTD HEXOHACH 9004, Poce J-Huu; ropon Mockes, ¥anin Hukonosmcxas, 3o 45, crpogsne 2,

e 11, kostwara 11 wigrin: 115093, Pocenfickan eaepat, ropoa Mockea,
w II\|\|lrm<n aom 1. O . PETHCTPAUWDHHRIA  WOMEP OTTECTATD OKKPEIMTAUNN M
Ra\ RULLITT2, aama permerpinn (4 TO02, HOMEp Teaedom: +T4956262903, anpec AnexTPONNOR nouTLE profit-
201 5@ inbox.ra

1, ropud
0 pericipa
ipes JeKTpaNKON

EAD "Wenzhou METYI Medical Device
wiciina npayxam: Hengjic Indus

MECTO RANORACHIY 1 AAPEC MEETA UCYIIECTRAEHIE
& 5t Ruian Wenzhou, Zheijiang, Kirak,

Ly &ARHOR ST
sautel FFP2,

MPOAYKLIHA Cpex
K

AMRANEA POTHAIP noayMacsi din
SO :

KOA TH BAABASC 6307 90 950 0

COOTBETCTBYET TPEBOBAHMAM Texunseckoro perigsaeinra  Tisomennoro coonn TP TC 0192011 "0
BEOMICHOUTY CPICT] ity iuisHol Jaume”

H-02.07/20,
M UEHTROM
AT ARKPEIHTIN

CEPTHU®HKAT CUDTHHTCTBHS! BBIAAH HA OCHOBAHMH flporokasos wenwmmnit M 2.
T020 072020 rona, sutasHeEy Hensmarensdod naboparapy GHT GROUP:
“CERTIFICATION GROUPH OBiecran i
perHCTRIHOHHH HoMep M RARL!

CriTaT

A6, Cremi cepriinau: Je.

AONOAHHUTEABHAA HHPOPMALTHA Y cnomm wcpoki xpame i, Cpok ciymGe (TOIHOCTI) MPOSYKUNH COrACHD

[P NOBOASTIY FIE IREIyATALLI

BEKAIOYHTEABHO

bmmm AHCTSCHH AHETOVLERHA
RO

T T —
e ——

Smcaepr (awcnepr-syanrop)
{av«mrw)-r [awcniepTa- l’y\lmpuj 1

qaHoBa TaTedAna EropoaHa
fHa]

} 0061891

CHCTEMA IOBPOBOJILHON CEPTHOHKAIIMY
&HPOMT XCTAHJIAPT»

N POCC RU,32001.04HED] B eanBoM Peectpé saper CHCTEM i

CEPTUOUKAT COOTBETCTBUA

Perucrpaumonner aomep POCC RU.32001.04 IBEP1.0CTI09.02671

Cpok eicrensc - 06.08.2020  no  05.08.2023

OPFAH 0O FFFTH'D]:[KAHI{H J{n BOCC - RUIONMHEDT OCTINS,  Obmectao  ©  orpanpeemion

omseTcTBcRROC TR «HCC-TPYHTEy, 105120, O MOCKRD, VAL 3030T0pORCKRA Bay, 10w, 35, crpoecHne. 1, mosememne 11,
HHH: 9700038303 OFPI: 1137‘!469"3715 emml msgmq)m@)andexm

NMPOAYEKIHA  Oasopasosas 2mrurm¢uu MACKA, I LA {HEMEIAIMHCKER),
Toprosan mapsa MEFYT Mad.lcal Devic 'C i ui_i.}um BHUTYCK

won OK

COOTBETCTBYET 'I'!’EBOBA]!‘I!SJN HOPMATHBHBIX JOKYMEHTOR | won TH B3]
Crennduxanas HIroTosirens | B307909E00

H3IOTOBHTEIL "Wenzhou MEIYT Medical Device Co.. Ltd” Anpec: Hengjie Industrial, Xianjiang
st. Ruian Wenzhou, Zhejiang, China

CEPTHOHKAT BBIIAH Hammsroyamuedt mpendpuassarens Xangesns  Ammpeit Onmeromss.
Anpec: 220114, ropon Munck, yivua [Tapemicobas, gom 9. keapiupal3s, Pecnybmmxa Benapyer,
VHIT 193408633, Tenedomn: + 375 33 378-88-77; e-mail: andrewhackevich{@gmail.com

HA OCHOBAHHH Ipororon nernrrasmii Ne (709-HCC/20 or 05.08.2020
Henwrratemsran naboparopia 000 «HCC-TPYIITls arrectar axxpcmﬂal[m(
X POCC RIUT.320010.04HBD1.HII1 7 o 221 LM 2020

JONOJHUTEILHASI HHGOPMATIHSA
Cxewma cepradmicarsnt: 3 (TOCT P 53603-2009. Omeak oof.rmen.mm
eepr TpomyKIE B Poc P 3]

M AN Mypatos

\:lbﬂ:;f/ J// i hoercan
il o

npK




02

EAC TEST
REPORT

000 «TpaHcKOHSAITHHT

117036, r. Mockea, yi. JIMHTpHA YasaHosa, 1, 911, xopi. 2, 3Ta UoK., KOMH. ar
Menwrarensuei nenTp «CERTIFICATION GROUP»
Henmrarensian nafopatopun «LIGHT GROUF»

Arrectar akxpernTamn Ne RARU.Z1AMG3

142500, Mockonexkan ofir,, r. Masnoscswii Mocaa, yn. T'opogkosckas, 1 734, kopn. 10

142500, M ofin., r. Tasn: I_'Jm;u,J.. yn. Foponxosckas, 0. 73a, kopn. 11
WTBEPIIIAID
{ o Pykomomirens HIT
ST & 2] J1.O. Bemokona
w02 mona 2020 r.
TTpOTORON HCMATAHAA e 2IVH-02,07720

JlaTa npoTokoaa:

020720207,

Hanmenosasie H ATPeC JaxazHHKn

Opras o cepHdHKATA NpoayxuEy ObmecTsa o OrpaiHteHHoR
arserctsennocTiio "Tlpodm”, Koprmseckui anpec: 109004, r. Mocksa,
ya, Hukonosmckan, 1, 45, e1p.2, now. 11, kom. 11

Gakriueckai anpec: 115093, Pocers, r. Moexea, nep. Maprsitusif, 1. 1,
wopn. 58, crp. 1, opue 331,332

HaroTosHTens:

"Wenzhou MEIY] Medical Device Cn., Ltd", Hengjie [ndustrial, Xianjiang
st, Ruian Wenzhou, Zhejiang, Kumil

Hanmenopasse (Topronas
MAPEEL MOIENL T 3P THKYT)
obpasia (oB):

CpencTsa MHIHBHIYTEHOH JAMITS OPraHos IHXaHAE
NPOTHRCAIPOSOILHEIE, NOTYMACKH GHIBTRYIOWNE OIHOPAI0REIE MOLEIE
KN95, knace saumre FFP2.

Jlata nomyvenna obpazia(on):

17.06.2020 r.

HnenTHHEAIHOHHLT HOMeP:

JIL17062020/H

OCHOBAHHE MPOECACHAA

Hanpannense Np 200106-02 ot 12.06.2020 r.

HETRITAHHIL
MeETO OCYIIECTRIEHHA 142500, Mockosckas o6, T. [araoscksi Tocaa, yiu. TopoaKkosexan, 1.
natof IEATENLHOCTH; 73a, kopn. 11

Jlata (1) OCYmECTRNEHHA
naSopaTepHol NESTENRHOCTHE

¢ 17.06.2020 r. no 02.07.2020 r.

Crannapr (k1), yCTRHARAHBAKILHE
TpefoBaHHA WWTH METOLE
HOTLITAHN, CBEIERHA o0
HIMCHEHHAX:

TP TC 01972011 4O 'CTH CPEACTE HHJT JALIHTEE

PeaynsTarsl HONLTaHAH HACTORIENO NPOTOKDAR OTHOCATCA TOALKD K NPECTARICHHOMY obpaguy (am).
PaaMioiKeHHe MM TEPENewaTEa nporokona wenmmasufl Ges paspeilenin menerratebiofi nabopaTopHH He

DOTYCRAETEA.

NPOBETEHHE HCIEITRHH,

TMonymacks Genoro ueera fes kianana, knace wammre FFP2,
MneHTH UEALLAN NPOBOAMILACL HA COOTRETCTRHE NOKYMEHTOR, NPEIOCTARIEHHEX B NAG0PATOPHE 1AKATHKOM Ha

p OTCYTCTEVIOT.

OnHcarie, HaeHTHHHKAINA # cOCTOARKE 0GpaEIua (on):

[TpoBenentan HISHTHHKALHA CHHACTENLCTEYIOT O COOTBETCTRNH 06pATLA (08) NPEAOCTARTEHHLM 10Ky MEHTAM, ‘

Ve0BHA MPOBEIEHHA HOTEITAMMH:

Temnepatypa sosayxa, °C

|2D-.i:‘

OTHOCHTENLHAA BIAKHOCTE BO3IYXE, Yo

|65:2 |

PeaynbTaThl HCNBITAHHA

Crpannna 1 w3 4

Haumenosarmne nokasarent = Inauenne noxasarenci
WHITH KpHTEpHH cooTReTC TRIA B 15 Mevonp) PeavnLTaThl
5 Himepenn HeneTaHEi no Hil
mo HJT ‘ HCIIBITAHHHA
CAHHTAPHO-THTHEHHYECKHE NOKAIATEH |
O.uopHMETpHA: Janax ofpasos Gansl MYK 4.1/4.3.1485-03 He fanee 2 0
CAHHTAPHO-XHMHYECKHE NOKAIATE/H COCTOAHAA BOAHBIX BhIT/KEK
Janax Buis HMucTpykims Ne8&0-71 He fionee 2 | 0
T . rOCT31g68-2012 | e Dones 2010 B
Wikae
MyTHocTs Ganns Hucrpyxips NeB80-71 He Gonee 2 [
pH exn.pH MOCT 31209-2003 B npenenax 6-9 74 i
Hamenerne pH ea.pH TOCT 31209-2003 +1,0 (1,4
OKHCIACMOCT mrisin TOCT 23268.12-78 He Gonee 5 32
BpoMmupyemocts mr Bry/n | Huecrpyrama Ne§80-71 He Bosee 0,3 Menee 0.1 |
m:g;::”::;‘[‘lf‘;ﬁ:“”m"e 1. OIL | TOCT31209-2003 He Ganee 03 Metee 0,1
aan 0,02H
BoteranoBHTeRHEIE NPHMECH p-pa IOCT 31209-2003 He Gonee 1,0 0.6
Nig8;0, |
INEKTPHIYEMOCTE MATEPHATOB
¥YpoBeHn Hanpase HHOCTH
HIEKTPOCTATHHECKOTD NONA HA KB/ CanlTun No9-29 7-95 He Gonee 15 54
MOBEPXHOCTH HAICTHA
PHIHKO-MEXAHHYECKHE MOKA3ATEIH
Orpanmtente Mos Jpexns % FOCT 12.4.008-84 He Gonee 30 10
Cogepaanme JHOKCHIA YTIepo,
bt "',_‘r‘xc* poRa % | TDCT 1242942015 Mesee | 0.7
Koodmbuument npoxmkamms o, Tabnmuy 2: |
BIPO3ONA (M0 TECT BELILCTRY HH B OJHOM W3
NaCl) ana ofpasuce TB, [T7* 50 oTnenEHBX
pesyNETaATOR
He Gosee § ofpasta ¢
7 FOCT 1242942015 | (cpemuns creness ”"‘:':’1:‘122’:“"
sipbeRTHBHOCTH) FFF? ue
NpCERILRCT
1%, npu
MAKCHMATLHO
BOIMOBHEIY 4-X

Ne 2]1/H-02.07/20

Crpasmia 2 wz 4




Test Report : Test Report

Report No.  AZX00110091101 Page 1 of 15 Report No.  AZ200110091101 Page 2 of 15

3 o 2 s = Test Resalijs)
Applicant  WENZHOU MEIYI MEDICAL DEVICE CO.,LTD
Address HENGHE INDUSTRIAL XIANJIANG STREET ,RULAN WENZHOU ZHENGIIANG,CHINA Concentration | Report
Batch | No Substance Name(s) CAS No. EC No (%) Limit
"
The following sample(s) and sample inforn tion wasiwere submitted and identified by/on the behalf of the 5 5 el %) /
P ) ) All tested SYHC = - S .
Sample Name(s) 3D FACIAL PROTECTIVE MASK{KNYS MASK) {Bee the rendiisie het)
e S t R e o r t car e $ :
i o ‘oncentration | Report
I e WHILE Batch | No. Substance Name(s) CASNa. EC No. (%) Limit
Bayer RYK w2 (%)
Sample Received Date  Apr. 26, 2020 Al tested SYHC
Testing Period Apr. 26, 2020 to May 6, 2020 = : {Sce the candidate list) - - ND. :
Test Requested As specified by client, to sereen the 205 substances of very high concern{ SVHC) under Test Method:

Regilation (RE) Na 19072006 of REACH i the: pubmitted sample(s)- Refer i US EPA30S2:1996, US EPA 3050B: 1996, US EFA060A: 1996, US EPA 355002007,

US EPA 3540C:1996, 150 17353:2004( E), EN 145822016 for samp le pretreatment.

Tent:Methnd Flezse mder to- e follawmng page(s)- Analyzed by [CP-OES, UV-Vis, PLM, SEM, I, HPLC, GC-MS, GO-MS(NCT), GC-FID and LO-MS-MS.
Test Resualiis) Please refer to the following page(s). Sample/Part Description
Sample No. Sample/F art Description Number of SYHC
Summary According to the analytical results, concentrations of 205 SVHC substances are all less o0l Mixed test, all paris(No I 205
than 0. 1%{wiw) in the submitted sample(s). ) Silver-white | I

Tested by S“A"c‘gbﬂ Reviewed by OFM“’ Ufhen

Date May 6, 2020

Hill Zheng
Techmcal Manager

No. 5352695075
2l Group CoLad.
g Camsmunity, Xin"an Sub=district, Bao'sn District, Shenzhen City, Gusngdong Provinee, PR China
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EN149
Test Report

BeFitLab

CLETE Test Repo

ACCREDITED
Testing Laboratory
TL-787
Report No.: BT20050901625 Page 1 of 9
Customer Information:
Customer. . ... . : Wenzhou Meiyi Medical Device Co.,Ltd
Hengii e ;
o engjie Industrial, Xianjiang Street ,Ruian

Wenzhou,Zhengjiang,China

Sample Information:

Sample Name. ........: 3D FACIAL PROTECTIVE MASK(KN95 MASK)
Sample Specification. . ..: MY-002

Sample Classification. ..: FFP2

Sample Description. . ...: Samples in good condition

Sampled Method. . .....: All parts were received from customer

Receipt Dates .t oo 2020-05-09

Testing Information:

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

Written by: . Inspected by: : Approved by:
Arz; gul "7 Yped )

Date: Date: 8 Date
-0€ -

2020-08- I%

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
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LU J©~  SCAN CAN CHECK TH
Test Report DETAIL REPORT
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LZhejiang Light Industrial Products Inspection and Research Institute

B R U B i R 0 L)

National Textiles and Garment Quality Sapervision Inspection Center{ Zhejiang)




T AR B Tl G B R bt b

@ @ % A i [ 5045 U 7 R B RO O (R
= CNAS &=, MR

T
v [
180011112242 (20w mumue () % b R %5 w202003623 5 FIW aw

I : ! E SRS i s e b En
G B / 3 6 1 0 Name of Customer A SRS WA A Address
*A A H= e = b =5
“! - \l[ m Mamuf acturer Address
FEdh £ Name of sample: —¥ciEEIFHIOM
FERMFHE Characteristics: #f8
e S e o r % Trademark: —
TEST REPORT pae | RO pateic el
Sample W % Level: —
information | EETAARYH Category of safety specification: —
B as /e Art. No: —
Ea3E
2
¥ "
3 " Bl B %M 2 (Above-mentioned information by Customer—supplied)
: Eaes: e
i T iepe PR
HHXERi H—RfElRs The sent way of i % 7
’ I R Sample quantity
ik B
|||| ” i I || | | | I| || fieceiving Date of 2020-04-01 . Hr R
_ Test Category
wmEmS | Sample
[E 4527 5 W202003623 5 R
REPORT NO. IE N
n i Rat inglequi rement s B PG
oM B R — R AR [Py —
NAME OF SAMPLE
- N 1) SR A

A BT SR AR AR

CUSTOMER
O i |

TEST CATEGORY

ES IR

& |1 FERRRAE AR S, TR RIS
Remarks | 2. FURE{E. 38C. STRATHM 2h

LA BT & R RS RT 5R
L% S RMAT S

Zhejiang Light Industrial Products Inspection and Research Institute

s = % 5:!(/ @ "
ERSGARE=RRERERSS L QL) A oved: Ly “%

National Textiles and Garment Quality Supervision Inspection Center| Zhejiang)




03

FDA
Registered
Certificate

; St
Fiscal Year 2020
FDA REGISTRATION CERTIFICATE
Certificate No.: 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 Registration (as manufacturer , foreign

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

Registration Number: N

Owner/Operator Number: 10063965
Device Listing:

Device# Product Codes Device Name
KHA MASK, SCAVENGING
(Disposable face mask)

D377460

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 Registration 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 person 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.

J&F TECHNOLOGY SERVICES LLC.
2424 Morris Ave 818 Union

NEW JERSEY 07083
United States
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KN95 MASK
Production
Detail

KN95

= A e O =AM
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Disposiable
Mask

INSTANT ABSORPTION, DRY AND BREATHABLE
/N Il'E "ﬁ ;F O E

WEERE, SXERRENES

s
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e 1463 3 BN EEETEWERAT
«mwmwmmmﬂww:nm»-m-uw 1 WENZHOU MEIYI MEDICAL DEVICE CO.,LTD.
' ' 5 1&UE CERTIFICATION

T F@ER: KNoSOE (EER )
e ¢ Product Name: 3D Facial Protective Mask (KN95 MASK Non medical)
o . RYK
Brand :
il <: MY-002
Model:

1&: 15.5x11.5cm
pecification:
FRiE: 24
Product Quantity: 2Pcs
HiTHRAE: EN 149:2001+A1-2009
Executive standerd:  GB2626-2006

$l: 50%FL5% 20%PTFEGRIAM, 30%ARE

| Malerial Science!  50%Non-woven , 20%PTFE nano melt biown, 30%Hot air cotton

£7HS: 202007
Production batch:
47 H: 2020/07/03 @
Production Date:
H:3F

Ehe%tule: 3 years
A=k B A iR N R R R

Production address: Hengjie Industrial Zone, Xianjiang Street,Ruian Wenzhou,Zhejiang,China

MADE IN CHINA

~ FACIAL
OTECTIVE MASK

05

KN95
Packaging

Packaging Detail:

2 Masks+1 certification in 1 polypag
20 masks/10 polybags in 1 box I o ,%dy
1000 Masks/50 boxes in 1 carton PROTE CTIVE MASK M

WENZHOUMBY | MED KA LDEVEECC. O
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Disposable
Packaging

Packaging Detail:

50 masks+1 certification in 1 box =~
3000 masks/60 boxes in 1 carton
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Aseptic Workshop
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’récise Instrut .
Standard test pro

a'ﬁ_ [

equipment A =

05




RYk
THANK YOU

WENZHOU MEIYI MEDICAL DEVICE CO.LTD.



