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

e CW/PPER/54/05/2020

ZASWIADCZA SIE,

ie Polski Rejestr Statkdw 5.A. (PRS) preprowadzil procedurg badania typu wymignionago nizej wyrobu i stwierdzil jego zgodnodc 2
wymaganiami okredlonymi w zalgczniku V do Rozporzgdzenia Parlamentu Europejskiego | Rady (UE) 2016/425 (PPE) w sprawie
$rodkdw ochrony indywidualnej oraz uchylenia dyrekiywy Rady B3/685,/EWG, 2e zmianami

THIS IS TO CERTIFY

that Polski Refestr Statkdw 5.A. (PRS) aid undertake the EU type-exomination procedure for the product identified below which was
found to be in compliance with the requirements of Annex V to the Regulation (EU) 2016/425 of the European Parliament and of
the Council of 9 March 2016 an personal protective equipment and repealing Council Directive 89/686/EEC, as amended,

:‘mam Anhui Yaxin Rubber Plastic Technology Development Co., LTD.
Economic Development Zone, Qlanshan City,
Anhui Province, China
m;:;m Anhui Yaxin Rubber Plastic Technology Development Co., LTD.
Economic Development Zone, Qianshan City,
Anhui Province, China
g Sprzet ochrony uldadu oddechowego. Sprzqt ochrony drog oddechowych bez zasila-
nia powietrzem. P4lmaski filtrujgce chronigce przed COVID-19.
Respiratory protective equipment. Non-powered air-purifying particle respirator.
Filtering half masks to protect against COVID-19.
Opis wyroba

Pétmaska filtrujaca czastki state, model: YX9501
Particle Filtering Half Mask, madel: YX9501

Product description

ZAL1OS0WANE NOFMY

srfisathit PN-EN 149+A1:2010 (EN 149:2001+A1:2009)

nkdw uznanla |patrz sir. Z).
tions {see poge 2) ore complied with.

Niniejszy cenyfikat pozostaje wainy do crasu uniewatnienia
This certificate remaing valid unless cancefled or revoked, profided

/;/5“2»
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PRS

936

Data watnodcl

Enpilry dote 2021-06-04

Dyrektar Planu Certyfikacil
CMJ rj’ Director

Przernvsiaw Gaﬂca

NOTIFIED BODY
[TaRtl% ]

Gdarisk, 2020-06-05

Nu Fdnus!l:l notylikowane)
No. of notified body

e X

Form, 8/PCW-01/PPER
2020-03-26

Polski Rejestr Statkiw 5.4,
al. Gen. ldzefa Hallera 126
Bil-416 Gdarsk, Paland

217 W3 oel W

tel, [+48) (58] 346 17 00
Fax (+48) (58] 341 77 69
e-mail: de@prs.pl

www: hatpc fwwew prs pdf
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. CW/PPER/54/05/2020

Wykae dokumentaci 1. Instrukcja uiytkowania - zatwierdzona przez PRS dnia 2020-06-03.
List of dpcuments

2. Ocena ryzyka - zatwlerdzona przez PRS dnia 2020-06-03,

3. Rysunek polmaskl typ YX9501 - zatwierdzony przez PRS dnia 2020-06-03.

4. Raport 2 badan nr STFWT202010719 wydany przez Jiangsu Quality Supervision and Inspection

Center for Special Safety Protection Products w dniu 2020-05-09,

5. Sprawazdanie z przegladu PRS nr CW/MAP/PPER/04/2020  dnia 2020-06-04.

1. Manual - opproved by PRS on 2020-06-03,

2. Risk analysis - approved by PRS on 2020-06-03.

3. Assembly drowing No. model: ¥X3501 - approved by PRS on 2020-06-03,

4. Test report No. STRWT202010719 lssued by Nangsu Quality Supervision and Inspection Center
for Special Safety Protection Products en 2020-05-09.

5. PRS Survey Report No. CW/MAP/PPER/D4/2020 dated on 2020-06-04.

Miajsca produkeji

(inne nié padane na stronle 1)
Faces af prodisction

(clifferent than given on page 1)

EF"'"‘:;:;'-;‘"" 1. Pdtmaski filtrujgce ocenione zgodnie 2 procedury okredlong w Zaleceniu Komisjl (UE)
e bt 2020/403 z dnia 2020-03-13 araz RfU PPE-R/02.075 wersja 1.
2. Oznakowanie poimasek filtrujgeych oraz opakowanie zgodne z RFU PPE-R/02.075 wersja 1,

p.4lipd.2.

. Pélmaske przechowywad w temperaturze pokojowej bez bezpojredniego dostepu $wiatla
slonecznega,

. Patmaske przechowywad w pomieszezeniu o wilgotnosci weglednej ponite] BO%.

Dane techniczne:

- pitrnaska 2 regulowanym klipsern na nos,

- pdimaska wykonana z S-warstwowe] widkniny z filtrem z tkaniny,

= wymiary: 157x 106 mm,

- kolor: biaty.

Pélmaski filtrujace przeznaczone do jednorazowego uzytku.

Dokumentacja techniczna zatwierdzona w jezyku angielskim.

L

n s

™ @

(]

- The filtering half masks evaluted in accordance with the Comission Recommendation (EU)
2020/403 dated 2020-03-13 and RfU PPE-R/02,075 version 1.
. Marking of filtering half masks and package according to RfU PPE-R/02.075 version 1, p. 4.1
and p.4.2,
Store at room temperature withaut direct sunfight.
Store in a room with a relative humidity befow 80%.
Specifications:
- half mask with adjustoble nose ciip,
- half mask made with 5-ply non-waven fabric with melt-blowen fabric filter,
- size; 157 x 106 mm,
- colar: white.
6. Filtering half -mask sholl not be used for more than one shift,
7. Technical documentation approved fn English,

L]

W oA W

Warunki utnania
condithans

1 Hinlejsay certyfikat stracl wadnodd po wprowadzeniu zmian lub madyfikacii w wyroble bez uprzedniego uzgodnienia ¢ PRS.
This certificate becomes ivalid after changes ar modifications te the product without prior agreement with PRS.

2 Inak mgodnodd mote byd umiesiciony na uEnanym wyrobie oraz made byd wystawiona deklaracja xgodnodel tylko pod warunkiam, 1o fgcznie
badaniem typu UE zostanie przeprowadmona ocera sgodnodcl produkeji pod nadrorem jednostki notyfikowane), wedlug mtacenika Wil ub Vi
wymienionego wyiej rozporzgdienia.

The Mark of Conformity may oaly be offived to the obove type approved product ond o manufacturer's Declaration of Conformity issued
pravided the production is ossessed under survellance of o notified bady occarding te Annex Wil or Wi of the a/m Regulation.

Farrn, 8/POW-01/PPER
2020-03-26 2
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PCA

Pousxit Crntaum
AxRgoYTacH

CERTYFIKACJA
WYRDBOW

AC 114

CERTYFIKAT ZGODNOSCI Z TYPEM W OPARCIU O WEWNETRZNA KONTROLE
PRODUKCJI ORAZ NADZOROWANE KONTROLE PRODUKTU |
W LOSOWYCH ODSTEPACH CZASU (Modut C2) |

CONFORMITY TO TYPE CERTIFICATE BASED ON INTERNAL PRODUCTION CONTROL '
PLUS SUPERVISED PRODUCT CHECKS AT RANDOM INTERVALS (Module C2) '

Okres objety certyfikatem
Period covered by the certificate

N CW/PPER/49/08/2020

Dokumenty odniesienia:
General reference documents:

Posiadacz certyfikatu

Rozporzadzenie UE 2016/425 dotyczace $rodkéw ochrony indywidualnej (PPE), zatacznik VIl

2020-08-21 —-2021-08-20 l
|
Regulation (EU) 2016/425 on personal protective equipment (PPE), Annex Vi |
|

Anhui Yaxin Rubber Plastic Technology Development Co., LTD.

Certificate holder . ¥ "
Economic Development Zone, Qianshan City,
Anhui Province, China |
; : i |
Certyfikat badania typu UE .
Wyréh Normy zharmonizowane/Specyfikacje
Product 5:’;""’ e-examination certifi- Harmonised standards/Specifications 1

Pétmaska filtrujaca czastki state, model: YX9501 |CW/PPER/54/05/2020 |PN-EN 149+A1:2010
Particle Filtering Half Mask, model: YX9501 EN 149:2001+A1:2009

A Roczna ocena zgodnosci wyrobéw z norma/specyfikacja i badanym typem
Annual t of praduct: pliance with standard/specification and type-examined
1 Miejsca i daty wizyt
Visit locations and dates

Anhui Yaxin Rubber Plastic Technology Development Co., LTD.

2a Wyboru dokonat (imig, nazwisko) o <
Selection carried out by (Name) Mateusz Plomiriski
2Zwiqzek z jednostkq notyfikowang i f
Relationsiip to notied body Ekspert Biura Certyfikacji Wyrobéw i Oséb ‘
Products and Persons Certification Bureau Expert
2b Przedstawiciel firmy (imie, nazwisko) A
Company representative (Name) Michael Chen
Stanowisko
Pasition General Manager
3 Zwigzek pomigdzy wizytowang firma a posiadaczem certyfikatu badania typu UE |
lationship of ct visited to EU type ination certificate holder l
D Posiadacz certyfikatu Miejsce produkgji [:Inne miejsce produkcji D Importer D Dystrybutor 1
Certificate holder <! Production site Secondary production site Importer Distributor |
D Sprzeda: detaliczna D Europejskie biuro firmy D Inny: |
Retail outlet European office of the company Other: |
Wykaz érodkéw ochrony indywidualnej Dostepny D Niedostepny
List of personal protection equipment =l Available Not available
Wyhdr prébki 52 Wybrano — Nr egz./partii: Nie wybrano
Sample selection Selected - lot/batch No. 751/L|X/2020 +772/LIX/2020 D Not selected
4 Wyhor prébki E Prawidiowy D Nieprawidiowy Wyniki badan E Pozytywne D Negatywne
Sample selection Correct Incorrect Result of tests Positive Negative
5  Wybdr prébki i badania wykazaty zgodnoéé z przywotanymi nermami/specyfikacjami i badanym typem Tak Nie
Sample selection and testing demonstrated compliance with the reference standards/specifications =l ves No
and type-examined

Nr jednostki notyfikowanej
No. of notified body

(e =

Form. 10 PCW-01/PPER
2020-03-26 1/2

Polski Rejestr Statkéw S.A.
al. Gen. J6zefa Hallera 126
80-416 Gdansk, Poland

tel. (+48) (58) 346 17 00
fax (+48) (58) 346 03 92
e-mail: mailbox@prs.pl
www: http://www.prs.pl/

2019 7 361l T
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CW/PPER/49/08/2020

Roczna ocena niejednorodnosci produkeji
Annual assessment of production non-homogeneity
1 Zastosowana metoda przy dokonaniu oceny
Method employed to perform assessment
D Inspekcja procesu produkcyjnego i zapiséw z préb
On-site review of production and test records
D Audit kentroli procesu produkeyjnego
On-site audit of production control

D Ocena niejednorodnosci pmdui«:]l poprtez m:enq jednej duzej probki
Production h by of a single, large sample

D Ocena melednnrudnuscl produic]l poprzez oceng prdbek w ﬂqgu ruku
f by t of samp the yeor

Production non-h

Ocene przeprowadzit (imie, nazwisko)
Assessment carried out by (Name)
Zwigzek z jednostkq notyfikowang
Relationship to notified body

2b- Przedstawiciel firmy (imie, nazwisko)
Company representative (Name)
Stanowisko
Position

3 Na podstawie przeprowadzonej oceny stwierdzono, ze proces produkcyjny jest jednorodny D Tak D Nie
On the basis of the it has been concluded the production is homogeneous Yes No

c Podsumowanie
Conclusion

Uzasadnienie niezgodnosci
Justification of non-conformities
Nie byto zadnych niezgodnosci / There were no non-conformities.
Whioski jednostki notyfikowanej
Conclusions of notified body
Srodek ochrony osobistej jest kompatybilny z typem okreslonym w certyfikacie badania typu UE.
Personal protective equipment is compatible with the type defined in the EC type-examination certificate.
Uwagi
Remarks
1. Maska ochronna przeznaczone do jednorazowego uzytku.
. Dokumentacja techniczna zatwierdzona w jezyku angielskim.
. Produkt ten nie moze by¢ stosowany jako maska przeciwgazowa w $rodowisku toksycznym.
. Maska ochronna nie jest przeznaczona do uzytkowania medycznego i chirurgicznego.

2
3
4
1. Protective mask shall not be used for more than one shift.
2. Technical documentation approved in English.

3. This product can not be used as a gas mask in a toxic environment.
4. Protective mask can not be used for medical and surgical purposes.

D Zatgczniki
Attachments

Sprawozdania zwizyty Nr - C\W/PPER/MAP/25/2020 z dnia 2020-08-20
Visit reports No.
?:;‘:‘:’:f:;";; badari Nr  Raport z badari nr 5/84/2020 wydany przez Wojskowy Instytut Chemii i Radiometrii z dnia
B 2020-08-13. Numer akredytacji PCA AB 380,
Test report no. 5/84/2020 r'ssued by Military Institute of Chemistry and Radiometry dated on

2020-08-13. PCA accredf umber AB 380.
Dyrektor Pionu Certyfikacji

Ogdlna ocena z rocznego nadzoru Zytywna | Negatywna
Overall assessment of the annual survelllance // "U“ Negative
Certification Division Director

xm ) e
/ Michat Chudziriski

Gdarisk, 2020-08-21

Form. 10 PCW-01/PPER
2020-03-26 2/2
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DECLARATION OF CONFORMITY

Manufacturer: | Whose Authorized Representative:
Name:Anhui Yaxin Rubber Plastic Technology ~ Name: Lotus NL B.V.

Development Co. Lid | Address: Koningin Julianaplein 10,1e Verd,
Address:Economy zone,Qianshan, Anhui,China, 2595AA, The Hague, Netherlands.
mm@tmm mmm

We, the manufacturer, Mwmmm
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We, the manufacturer, herewith declare with sole
mumihimmmm”

Position held in the
Manager
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Successful 2020 Medical Device
Establishment Registration

Establishment ANHUI YAXIN RIBBER PLASTIC TECHNOLOGY

Name DEVELOPMENT CO,, LTD
QIANSHAN COUNTY COMPREHENSIVE ECONOMIC |
DEVELOPMENT ZONE,
Establishment
Address ANQING, ANHUI
246300, CHINA
Registration 3016775494
Number:
0"";;" Operator 10063367

umber:

¥ Product i ; >

Listing Number Codes Device Name P WP"“-“"J".. Nume.
Face mask (except Disposable
N95 TBSPIIHI]UT] for  protective mask

genera
D397023 R public/healthcare
personnel per IIE Face mask
guidance

TENHE B 2 H/Registration information query:
hitps://www.accessdats fida gov/scripts/cdrh/efdocs/e MR cfm

222 7 o6l T
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ObGwmecTBo ¢ orpann4enHoii oTsercTBeHHocThI0 ''LlenTp

Jkcneprus "Arpudyr"
Mecro maxoscaenny: Poccriickas ®eaepauns, 109316, r, Mocken, Ocranoecknii npoesa, aow 3 crpocune ¥ ofmc 412,
Tenchon: +T9296T43005, anekTpornas noura: osp.atnbutia vandex. .
Artectar axkpeanTainn Ne RA RU T0KAO] . sexan 08 08 2017 roxa

Hex. Ne 1158 or 17.04.2020 roaa

Anhai Yaxin Rubber plastic Technology
Development Co..Lid

Aapec: Economic Development Zone,
Qianshan Citv, Anhui Province. China

HHOOPMAIHOHHOE MHCBMO

B oreer ma Bam anpoc 0 NpHRALICAHOCTH K 00BEKTAM 00MATENLHOTO NOATBEMAIEHAA COOTRETCTRIA 1anBIcHHOI
MPOAY KUMH Coobumest Crreayiomes:

B coorsercrenm ¢ Texmiracckmun periaventamy Tamomcinoro cowsa «0 DEiomacHOCTH MPOIYKIWRH JCrEoi
nposbiiEHnocTis (TP TC 017201 1) npoaykims::

Hanmenosanmne npoaysunn Kon OKII2 Koa THBIJL
Macki HeTKaAHBIE THFHEHHYECKNE, 13,9229 6307
DIHOPa30BBIE MHOTOPA3OBEIE

HC BIIIOMCHA B «EXMHB NepevcHs MPOIY KU, MOLKHAmCH obamTeasnoi cepriduwramnmny 1 «Exnmnil nepescis
OPOIY KWHH, DBOITBEHICHIE COOTBETCTENA KOTOPOH OCYMECTRANCTCA B (OPME NPHHATHA JCKTPAMNE O COOTBETCTBHIN,
VTRCPHICHHME nocTanoacHRey [passmeascrea Pocomiickoil Meacpaunn ot 01 aexkabpa 20009 roaa Ne 982 (¢ wiMeHCHRAMN,
yrscpacaeHsbsne [ocTanosrennavn [pasareascrea PO).

Onwospesienio CoOBuAS, WT0 BHIIEYKNANII MPOIVKIHA We NoanazacT noa aciicrane Texmmeckny Peransenton
Tavomwennoro Cowota ¢ BRUIAYCH CAMHBIX J0KYMCHTOR, VTBCpRCHHEIA Pewmennen Kounccun TamomeHHOro cowm ot
OFanpenn 20011 roga Ne 620 (Bmamen yvipateemero cuiy «EIRHON0 nepesii NOANCHMNCIO ODAIATCILHON OLCHKS
(OATBEPHECHAA) COOTBETCTRIA B PaMEAX TAMOMENHOI0 COM C BLUIAMEH STHILIX JOKYVMENTOR,, YTBEPAICHHON PeimcHmes
Kouncenn TamomeHuoro corosa ot |8 mons 2010 roza Ne 319)

Hactommes paveacHenne ACHCTBUTEIRHD 10 BHCCCHHA wimencnnit B aokywments [Mpasrreascran Poceniickoit
Deacpaman # EBpaniickoii  IKOHOMEMCCKOH EOMHCCHH, VCTAHABIHBAMMG HCOOXOAMMOCTE NPOBCACHHA 00MIATCIRHOND
NOJTBEPAICHIA COOTBETCTEHA TAHHEX TOBIPOR,

OTBETCTBEHHOCTE %) MPABMIBHOCTE NPEAOCTABICHHON WHIPOPMAWNN 10 WASHTHIIWNN TPOIY KR 1 8¢ KOJM HECET
OPTAHIIIHA, HATPABWBIELA JANPOC.

Py ROBOINTETE (YIOTHOMOYCHHOS L0 )
oprafa no cepraferan OOmecTso ¢
OFRIHIMEHHON OTBETCTREHHOCTEIO
"Licwrp xcnepra " Arproyt"”
Hukoaait Anexcanapossy Musace

(P H.O)

2023 7 o6l T
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OobwecTBo ¢ orpaHnyeHHoii oTBeTcTBeHHOCThIO "'LlenTp

Ikeneprus "ATpudyt"
Mecro saxowaenin: Focoudickan ®eaepauun, 109316, r. Mockwa, Ocranosckuil npoeit, sox 3 crpoenne 8 ogmc 412,
Tenedon: +T9296T4I005, anekTponHan novura: ospLatributdyandes
Atrecrar axkpeanTawnn No RA RU TOKADL seuan 08,08 2017 roaa

Hex, Ne 1159 o7 17.04.2020 rona

Anlui Yaxin Rubber plastic Technology
Development Co.,Lid

Agpec: Economic Development Zone.
Chanshan Ciiy. Anhui Province, China

HHTBOPMAIHOHHOE MACHMO

B omeer wa Baw anpoc o npeRIICHHOCTH K 0GRRTIN 00NMITETRHON NOITBEPAACHI COOTBCTCTANN HSBICHHDI
NPOAY KUHH COOGIACM CALTVIOmEE;

B coorsercrenn ¢ Texumueckmn peramenmann Tavomennoro cowva «0) GenacrocTn CpeacTs HHINBIIYATEHOH
e (TP TC 0197201 1) mpoay suns:

Hanmenosanne npoaykuun Kon OKTI/I2 Koa THB2]T
Mackn neTkameie rurHeHIYecKHe, 139220 6307
OHOPA30EBIE MHOTOPAI0ELIE

HE BETOMCHE B «EJQNHBH NCPCUcHs NpoIyKOHA, nosicsamch odasimeasiol coprimkauwins u «Exnmii nepeics
NPOAY KUHH, TOATBCPACICHHE COOTBCTCTBAN KOTOPOR OCY MICCTBANCTCH B (POPMC NPHHATHA JCKIIPILMH O COOTBCTCTBHHY,
VTRCIICHHEIC NoCTanoBACHACM [Mpasmme seTea Poccriickoil deacpamms ot 01 aexabpa 2009 roaa N 982 (¢ WIMCHEHIREMH,
vreepaaensn Nocranosne e [pasirescrsa P

DaHoBPEMENHO CODDILIASM, YTO BLIUCY KITAHHAN NPOIYKUHA HE noanataeT nod acicrene Texumiecknx Permamenron
Tassowennory Cowsad ¢ seimiucl eIMHey J0kyseHTos, yrocpaaceinil Pememies Koswccnn TasmomeHHOr0 cows or
OFanpenn 2011 roga N 620 (maven vrparsmmero caay  «Emmmoro nepewmn, nowesamero ofsiareaenoi ouenke
(MOATBEPACICHAR) COOTBETCTRNA B pavkax TAMOMEHHOTO COMEI C BRUEAEH SIHHBIX JOKVMEHTOBY, VTICPAICHHOTO PeimeHnes
Konmmncenn Tasomeunoro cowos o1 18 woma 2010 roaa Ne 319,

Hacrosmee patnacHeHue JCACTBHTCILED 10 BHOCCHHE HOMCHeHHA B Joxyments [lpaswreascrsa Poccriicrod
Merepaunn B EBprmiickoil IKOHOMIMECKDH KOMHCCHE, VCTAHABIHBAKNING HCODXOIMMOCTE NPOBSICHHA OOMATCILHOTO
NOITBCPHICHHA COOTBCTCTRRN JAHNEL TORIDOR.

OTRCTCTRCHADCTE %1 NPABHIBHOCTR NPEIOCTABICHAOH HHQOPMANN M0 WACHTHHN KA MPOTYKIHA B ¢ KOIIM HECeT
OPrafisIIs, HANPABHBIIAA HINpOC,

Py ROBOIHTCL (VTIOTHOMOMCHEOC THUG)
opran: no ceprduramn O5mecTro ©
OTPAHNNE HHOH DTBCTCTBCHHDCTRID
"Lerrp Swcnepris " AtputyT”
Huroaaii Ancecanaposm Munacs

@HO)

#
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Department of Health
Therapeutic Goods Administration

Public Summary

Summary for ARTG Entry: 32806 Uttra Business Solutions - Airway protection face mask
ARTG entry for Mexical Davice Included Ciass 1
Spansor (it Business Solutiars
Postal Addrass 1-5/ 1 Admirakty Drive, Bresklast Point, NSW, 2137
Australia
ARTG Start Date 3002020
Praduct category Medical Device Class 1
Status Active
Approval srea Meticsl Devices
Conditions

- Tha inclusion of the kind of device in the ARTG is subject io complance with all conditions placed or imposed on the ARTG entry, Refer Part 4.5,
Divisaon 2 {Condfiars) af ihe Therspeulic Goods Act 1988 and Pari 5, Division 5.2 (Conditions] of e Therapeulic Goods (Medical Devices) Reguiations
2002 far relevant mformation

- Breaching conations of the inclusion refated to the davice of tha kind may lead 1o suspansion or cancelistion of the ARTG enry. may be a ciminal
offence; and civil penalfies may apply.

Manufacturers
Mame Address
Anhul Yaxin Rubber Plastic Technology Economic Development Zone
DevsioprapntCo Lig Cianshan City, Anhui Province,
China
Products:
1. Airway protection face mask
Product Typs Single Device Product Effective date FOR2020
GMON 18064 Adwary protection face mask
Intended purpose A face mask placed over the nose and meuth 1o provide respirastory probection.
Speciic Conditions

& Commonweatth of Austraiia This work is copyright. You ane not parmitted to m-transmit, desribute or commercialise the matenal wihout obianing pror
wrisen approval fram the Commanweash. Further detads can be found af hiip:iwww.iga.gov.aulaboutiwebsite-copyright him

Arewrwung o1yqng

Page 1 of 1 Produced at 14.04. 2020 al 11:40:24 AEST
This is not an ARTG Certificate document,

The onus is on the reader to verify the current accuracy of the information on the document subsequent to the date shown.
Visit www . tga.gov.au for contact information

225 7 36l T
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gnoem CIBG
=5l Ministerie van Volksgezondheid,
Welzifn en Sport

= Fatouradres Posthus 16114 2500 BC Den Haag

Lotus NL BV,

T.a.v. de heer X. Wei
Kaningin Julianaplein 10
2595 A4 's-Gravenhage

Datum: 26 junl 2020
Batreft: notificatie medisch hulpmiddel klasse [

Geachte heer Wei,

Hierbij bevestig Ik de ontvangst op 24 juni 2020 van de notificatie van het
medische hulpmiddel klasse I, dat bedrijf Anhui Yaxin Rubber Plastic Technology
Development Ca.,Ltd, met Europees gemachtigde Lotus NL BV, , als fabrikant
overeenkomstig Verordening (EU) 2017/745 (MDR) op de markt wenst te gaan
brengen.

Het preduct is onder velgend kenmerk geregistreerd. Ik verzoek u om in alle
verdere correspondentie over dit product het bijbehorende kenmerk te
vermelden en het bij telefoongesprekken bij de hand te houden.

Single-use medical face mask(non-sterile)
{geen merknaam) (NL-CA002-2020-52276)

Ik wijs u erop dat medische hulpmiddelen die op de markt gebracht worden
volgens de MDR owver een systeem wvoor hulpmiddelindicatie (UDI) moeten
beschikken' en dat fabrikanten, gemachtigden en importeurs in de Europese
databank woor Europese  hulpmiddelen (Eudamed) moeten  worden
geregistreerd?, Bijlage VI van de MDR bevat de bij de registratie te verstrekken
gegevens.

Op dit moment is Eudamed nog niet in gebruik, zodat het wat betreft het
bovenstaande voldoende is dat u uw product overeenkomstig de huidige wet- en
regelgeving hebt genotificeerd.

Zodra Eudamed volledig in gebruik is, wordt de fabrikant of diens gemachtigde
geacht binnen achttien maanden bovenstaand hulpmidde!l te registreren in
Eudamed.?

1 0.g.v. art. 29 MDR.
? p.g.v. art. 31 MDR.

3w . ; - | (7 it 0-1.pdf. Zie vraag en
antwoord nummer 20,

2 26 7 3t 61

Farmatac

Bezookadres!
Haltaren
Rignstraat S0
2515 XP Den Haag

T D¥0 340 6161

bt £l hulpmiddelen. farmatec.nl

Inlichtingen bij:
M. Sehmitz - Kante

medische_hilpmiddaieng
iyl

Ons Renmerk:
CIBG-20203152

Bijlagen

Uw aanvraag
24 juni 2020

Correspondentie witsinitend
richten aan het retouragres mat
wermaiding van de datum en het
kenmerk wan deze brief.
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Tevens wijs ik u er voor de goede orde nog op dat de registratie wan uw
mededeling betreffende de aflevering van het bovengenoemde product slechts een
administratieve handeling betreft. Deze ontvangstbevestiging behelst dan ook
geen besluit betreffende de kwalificatie van het desbetreffende product als
medisch hulpmiddel in de zin van art. 1 WMH, noch betreffende de indeling in
risicoklasse 1.

De Minister voor Medische Zarg en Sport,
namens deze,

Afdelingshaofd
Farmatec

Dr. M.J. van de Velde

227 W36l W
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. This Report Is Invalid If Without “The Test Report Special Seal” Or The

Official Seal Of The Institute. N\
The Reproduction Is Invalid If Without Being Confirmed By The Test Report

Special Seal.

. This Report Is Invalid If Without Signature Of The Major Tester And The

|4.

Examiner And The Approver.
This Report Is Invalid If In Any Form By Any Means Altered.

Wk ITHEREM TR R GE 166 5
Add: Lingang Road 166, Lingang Economic Park , Gaogang, Taizhou Jiangsu
Hif ( Tel ): 0523-86989959
0523-86989939
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Fihik ( Web ): www.jstfzx.com
BE® ( E-mail ); 1735889887 @qg.com
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Test Report

Report No.:[2020] WSZ FHL NO.7629

Product Name Filtering half mask
5 Anhui Yaxin Rubber Plastic Technology Development Co.,Ltd
Applicant
Manufacturer Anhui Yaxin Rubber Plastic Technology Development Co.,Ltd
Test Type Entrusted inspection

Jiangsu Guojian Testing Technology Co.,Ltd

3/F., Unit D, Xingye Building, Taihu Intetnational Fech-Park, Wuxi, Jiangsu, China

Page 1 of 11
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[2020] WSZ FHL NO.7629
Test Report
Model name YX9512
Product name Filtering half mask
Brand —

Labofutorylitid Jiangsu -Guojim.1 Tesling.Te'chnolo.gy Co., Ltd._" N .

3/F., Unit D, Xingye Building, Taihu International Tech-Park, Wuxi, Jiangsu, China
Applicant/Add/Tel Anhui Y.axin Ruhb.er Plasu'(? Techfmlogy [?evelnpment Co.,Ltd/ Economic Development
Zone, Qianshan City, Anhui Province, China /18158530916
Manufscturec/Add/Tel Anhui Ylaxin Rubtfer l’lastirT Techflo]ogy l?evelopmem Co.,Ltd/Economic Development
Zone, Qianshan City, Anhui Province, China/18158530916
Sample classification FFP2 Sample number GW7629-2020
Date of receipt of
Sample quantity 105 pes T 13/08/2020
sample
Article/Batch/Style
Test Entrusted inspection =
i e number
Date(s) of
o(5) 18/08/2020~26/08/2020 Testing location Same as the Laboratory
performance of tests
Meeting the requi ts of
Sample state L 'qmremen = Sample description Refer to page 3
testings

Thcnsaiis] EN.I49:200.1+A 1 :2009lRespimtory ]?rolective-devices - Filtering half masks to protect
against particles - Requirements, testing, marking
Packaging, material, practical performance, finish of parts, compatibility with skin,

Test items flammability, carbon dioxide content of the inhalation air, head harness, field of vision,

penetration of filter material, breathing resistance, total inward leakage, demountable parts

Test conclusion

The samples upon testing comply with FFP2 class1ﬂpanon requiremerrls ancul'Qng to the
standard EN 149:2001+A1:2009. The details of test results see on Pages 3-11.7 "

b

Issue. da‘ezsmwozp ;

Note The test results presented in this report relate only to the submitted sample as received.
= ) A% F.
=A/s 7 ~
Su Hequn ﬁ- Wan Heng Yang Ying j =

Approver(name,signature)

Reviewer(name,signature) Chief Tester(name,signature)

Page 2 of 11 Test Report Form No. EN149_C

Dated 2020-05
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[2020] WSZ FHL NO.7629

Sample description:

white

Test item particulars:

TYPEOfUSEUSE' vttt b iitimmsmnsmasnssasmonsnssesssasss's

Clossds of QEVICES s i i itamimiinisenissionsiviaivn

EXhalation VAIVE(S) ........co..cevrrururessersesesseesseseesssnseeessssens &

Inhalation valve(s) .........ccoevurernenn.

[ re-useable particle filtering half mask
single shift only particle filtering half mask

[ rre1 [ FFP2 [ FFP3
OvYes X No
[dYes X No

Designed to protect against both solid &liquid acrosols.:  [{] Yes  [J No
Possible test case verdicts:

- Test case does not required to the test object..............:  NRq(Not required)

- Test case does not apply to the test object........ N/A (Not Applicable)
- Test object does meet the requirement.............cccoeceeeeee . P (Pass)

- Test object does not meet the requirement....................:  F (Fail)

General remarks:

The test results presented in this report relate only to the submitted sample as received.

This report shall not be reproduced, except in full, without the written approval of the issuing Laboratory can provide
assurance that parts of a report are not taken out of context.

Determination of the test results includes consideration of measurement uncertainty from the test equipment and

methods.

Throughout this report a [] comma/ [X] point is used as the decimal separator.

Environmental condition of the testing in this report:

1) Unless otherwise specified, the ambient temperature for testing shall be 25 °C;

2) T.C. Temperature conditioned:

a) for 24 h to a dry atmosphere of 70 °C;

b) for 24 h to a temperature of -30 °C;

and return to room temperature 25 °C for 4 h between exposures and prior to subsequent testing,

Page 3 of 11

39 I

Test Report Form No. EN149 C
Dated 2020-05
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#H %
[2020] WSZ FHL NO.7629
SNo. ) Single item
Test item Unit Technical requirement Test  result
(CLNo) decision
| Visued Marking/ Marking and the information
isua arkin; : :
(7.3) inspection ihfonnation supplied by the manufacturer, The clause were not required NRq
requirements refer to C1.9 and C1.10
Particle filtering half masks shall be
! BE S_ Particle filtering half masks
offered for sale packaged in such a )
2 Baikiagis Visual diak iy —— packaged and protected against P
: . — | way that they are protec ass
(7.4) g nspection o ’ o Hre pr gains mechanical damage and
mechanical damage and o
- contamination.
contamination before use.
Materials used shall be suitable to
withstand handling and wear o
Visual ] g. .ver Materials were suitable withstand
: > — | the period for which the particle iy
inspection j 2 : handling and wear.
filtering half mask is designed to be
used.
Sample 1:neither facepiece nor
After undergoing S.W., none of the straps have mechanical failure
Visual - particle filtering half masks shall Sample 2:neither facepiece nor
3 . inspection have suffered mechanical failure of | straps have mechanical failure
Material ; . . Pass
(7.5) the facepiece or straps. Sample 3:neither facepiece nor
straps have mechanical failure
Vishi After undergoing S.W. and T.C., Sample 4:no collapse
isua o : ; 5
Siineofien none of the particle filtering half Sample 5:no collapse
masks shall not collapse. Sample 6:no collapse
Any material from the filter media
Visual | released by the air flow through the Not constitute a hazard or
inspection filter shall not constitute a hazard nuisance for the wearer
or nuisance for the wearer,
Particle filtering half mask
designed to be re-usable, the
materials used shall withstand the The Particle filtering half mask is
| cleaning and disinfecting agents NOT re-usable according to
and procedures to be specified by information supplied by
the manufacturer, manufacturer
4 Testing shall be done in accordance
76) Cleaning and disinfecting with 8.4 and 8.5. N/A
: With reference to 7.9.2, after
cleaning and disinfecting th
¢ . ec “,-lg ¢ The Particle filtering half mask is
re-usable particle filtering half :
, . NOT re-usable according to
— | mask shall satisfy the penetration . 4 ;
i information supplied by
requirement of the relevant class.
; ; manufacturer
Testing shall be done in accordance
with 8.11.

Page 4 of 11

3
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#H %
[2020] WSZ FHL. NO.7629
SNo. . . Single item
Test  item Unit Technical requirement Test  result
(CLNo) decision
Sample 1 has the feeling of
comfortable wearing
Head harness
— | Head harness should be comfort.
comfort
Sample 2 has the feeling of
comfortable wearing
Sample 1: All fastenings are firm
5 Practical Security of ; X
.7y | performance fastenings Fastenings are safe and reliable Pass
Sample 2: All fastenings are firm
Samples 1: Having a wider visual
field
Field of 8 s
csion Field of vision is acceptable
Samples 2: Having a wider visual
field
Parts of the device likely to come
6 . e Visual . . e Parts of the device have no sharp
Finish of parts | . : — | into contact with the wearer shall Pass
(7.8) Inspection edges and burrs
have no sharp edges or burrs.
AR" | 0.5% | 0.4% | 0.6%
Sodium SW." | 04% | 0.4% | 0.6%
) LW, i 4 X
chloride <% Pass
M.§+ o, 0 0
TG 0.5% | 0.7% | 0.6%
AR" | 03% | 0.5% | 02%
n
Leakage— | Paraffin oil <6% SW." | 04% | 0.5% | 0.3% | pagg
7 Penetration of M.S+
(7.9.2) | filter material red 0.6% | 0.7% | 0.4%
"average penetration over a time of 30s, beginning 3 min after the start of the test reported
% max. penetration during exposure test reported;
Note:
The penetration of the filter of the particle filtering half mask shall meet the requirements below:
Maximum penetration of sodium chloride aerosol test 95 I/'min max. FFP1: 20%, FFP2: 6%, FFP3: 1%
Maximum penetration of paraffin oil aerosol test 95 I/min max. FFP1: 20%, FFP2: 6%, FFP3: 1%

Page 5 of 11

3
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Test Report Form No. EN149_C

Dated 2020-05
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#H %
[2020] WSZ FHL NO.7629
SNo. Single item
Test item Unit Technical requirement Test  result o
(CLNo.) decision
= Materials that may come into AR 5 pes 3"_ do.n't CHmae
3 || contact with the wearer's skin shall Irriation
Compatibility with skin not be known to be likely to cause Pass
(7.10) s e 5 pes all don't cause
— | irritation or any other adverse effect TG A
irritation
to health.
The Sample is
burning. Burning
- AR. time:0.4s .
The Sample is
When tested, the particle filtering burning. Burning
9 o half mask shall not burn or not to time:0.5s
Flammability ma— . ; Pass
(7.11) continue to burn for more than 5s The Sample is
after removal from the flame. burning. Burning
time:0.4
— TG =
The Sample is
burning. Burning
time:0.4s
The carbon dioxide content of the Sanl'lple 0.7015%
inhalation air (dead space) shall Sample
0,
10| Carbon dioxide content of the | | not exceed an average of 1.0 % 2 Hyac% Piid
(7.12) inhalation air (by volume). Sarglple 0.7010%
Remark: 3 half masks (S1, S2 and
S3) A.R. tested. Average 0.70%
The head harness shall be designed All of 5 pieces
so that the particle filtering half AR particle filtering half
mask can be donned and removed o mask meet the
easily. requirements
The head harness shall be
11 T | adjustable or‘ self-adjusting and - Pass
(7.13) shall be sufficiently robust to hold All of 5 pieces
the particle filtering half mask TC particle filtering half
firmly in position o mask meet the
and be capable of requirements
maintaining total inward leakage
requirements for the device.
The field of vision i table if
12 . i o . " v1s.|on " a.ccep s The two samples both have a
Field of vision — | determined so in practical ) : Pass
(7.14) wider visual field
performance tests.

Page 6 of 11
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#H %
[2020] WSZ FHL NO.7629
55 Test item Unit Technical i Te 1l FogRinns
cs| U ni echnical re irement est res
QANo) equiremen e esult docision
A particle filtering half mask may AR Nothkiatin
Visual o have one or more exhalation valve(s)
inspection i i
P valve(s), which shall function No exhilatiot
correctly in all orientations. T.C.
valve(s)
If an exhalation valve is provided it
shall be protected against or be AR No exhalation
resistant to dirt and mechanical == valve(s)
Visual | damage, and may be shrouded or
inspection may include any other device that
may be necessary for the particle - No exhalation
13 Exhalation filtering half mask to comply with o valve(s) N/A
(7.15) valve(s) 79
Exhalation valve(s), if fitted, shall AR, OGN
Flow | continue to operate correctly after a valve(s)
conditioning continuous exhalation flow of 300 ’
s ; TC No exhalation
min over a period of 30 5. R valve(s)
Strength of When the exhalation valve housing AR. Do gxhelution
attachmept is attached to the faceblank, it shall valve(s)
of exhalation | — ) ; 3
valve withstand axially a tensile force of No exhalatioi
i i i oL B
housing 10 N applied for 10 s, wilvels)
Optional for single shift use
Clogging-Breathin . .
14 2EINg: g w
eiisiande & Penstration o |~ devrces, mandatory for re-usable Tests not requested for single NIA
(7.17) filter material devices. shift use face mask
Tested by C1. 7.17.1/2/3.
All demountable parts (if fitted) b
15 . All demountable parts are readily
Demountable parts — | shall be readily connected and Pass
(7.18) 5 connected and secured.
secured, where possible by hand.
Page 7 of 11 Test Report Form No. EN149_C
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[2020] WSZ FHL NO,7629

Table A- Leakage—Total Inward Leakage

SNo. . Technical Single item
Test item Unit Test result
(CLNo) requirement decision
: El E2 E3 E4 ES | TIL
Exercises
(%) | (%) | (%) | (%0) | (%) | (%)
AEleastAGout el 05 07| 13] 150810
the 50 individual
exercise results 07 [ L3 | 151507 |12
shall benotgreater | op | 04 |09 | 10| 10 | 04 | 07
than 11%;
- And in addition, at 0.4 1.3 1.6 15 0.9 1.1
16 Leakage—Total !
(7.9.1) inward leakage b e .g éu“ "ol 1.2 1.8 1.9 1.9 1.3 1.6 Bag
10 individual
wearer arithmetic 0.7 | 10 [ 13 1210710
means for the total 06 | 1.0 12| 14 | 06 | 10
inward leakage
shall be not greater T.C. 0.8 1.3 16 | 1.7 ] 09 | 12
than 8%. 10 [ 15 [ 18] 18| 11| 14
04 | 08 1.0 | 1.2 | 06 | 08
Note 1:

at least 46 out of the 50 individual exercise results (i.e. 10 subjects x 5 exercises) for total inward leakage shall be not greater than
25% for FFP1 11 % for FFP2 5 % for FFP3

in addition, at least 8 out of the 10 individual wearer arithmetic means for the total inward leakage shall be not greater than

22 % for FFP1 8 % for FFP2 2 % for FFP3.

Table A-1- Test subjects—Facial dimension

Subject Face Length(mm) Face Width(mm) Face Depth(mm) Mouth Width(mm)
1 120 130 109 59
2 122 140 115 65
3 119 160 139 55
4 112 122 119 63
5 110 130 118 60
6 115 119 110 59
7 112 123 113 55
8 103 130 100 50
9 118 139 130 63
10 115 129 120 50

Page 8 of 11 Test Report Form No. EN149_C

Dated 2020-05
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[2020] WSZ FHL NO.7629

Table B- Breathing Resistance

Test  result
' Technical Single i
(CL Test item Unit D Facing | Facing Facing | Lyingon | Lying on Mgt
requirement R . ) . . decision
No.) Exercises | directly | vertically | vertically | theleft | theright
ahead upwards | downwards side side
0.4 04 0.3 0.4 0.4
AR. 0.4 0.3 04 0.4 0.3
0.3 0.4 0.4 0.3 0.4
04 0.3 0.4 04 0.3
Inhalation
) 0.7 S.w. 0.3 0.4 0.4 0.3 0.4 Pass
30 L/min b 1
0.4 0.4 0.3 0.4 0.4
0.3 04 0.4 0.3 0.4
T.C. 0.4 0.4 0.3 0.4 04
0.4 0.3 0.4 0.4 0.3
1.1 1.0 1.1 1.0 I
A.R. 1.1 1.1 1.0 1.1 1Ll
1.0 1.1 1d 1.1 1.0
1.1 1.0 1.1 1.1 1.0
17 Breathing | Inhalation b o SW 10 T T 10 T p
ar <2 W 4 | !
(7.16) | resistance | 95 L/min > - s
11 1.0 i} 1.1
1.1 1.1 1.0 1.1 1.1
T.C. 1.1 1.0 1.1 1.1 1.0
1.0 1.1 1.1 1.0 1.1
1.7 1.7 1.6 1.7 I:7
AR. 17 1.6 1 13 1.6
1.6 1.7 1.7 1.6
1.7 1.6 1.6 17 1.7
R <30 sw. | 16 | 17 1.7 16 | 17 P
160 L/min =J.0 WY, . 5 . . » ass
17 1.7 1.7 1.7 1.6
1.6 1.7 1.7 1.6 1.7
T.C. 1.7 1.7 1.6 1.7 1.7
1.7 1.6 1.7 1.7 1.6
Note 1: Limitation may need be changed according to classification, refer to Table 2 — Breathing resistance of EN 149:2001
+A1:2009 for the Technical requirements.

Page 9 of 11 Test Report Form No. EN149 C
Dated 2020-05
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Table C- Clogging Test—Breathing resistance

Test  result

Technical Single it
S.No. Test item Unit oy Facing Facing Facing Lying on | Lying on ngeiam
requirement | _ R . . R . decision
Exercises | directly | vertically | vertically | theleft | theright
ahead upwards | downwards side side
AR.
Inhalation NA
Clogging | 95 L/min TC.
18 test—
. mbar
(7.17) | Breathing AR,
resistance Exhalat'ion X -
95 L/min TC.

Note 1: Valved particle filtering half masks
After clogging the inhalation resistances shall not exceed FFP1: 4 mbar _FFP2: 5 mbar __FFP3: 7 mbar at 95 /min continuous flow;

The exhalation resistance shall not exceed 3 mbar at 160 I/min continuous flow,

Note 2: Valveless particle filtering half masks

After clogging the inhalation and exhalation resistances shall not exceed FFP1: 3 mbar, FEP2: 4 mbar FFP3: 5 mbar at 95 1/min
continuous flow.

Table D- Clogging Test—Penetration of filter material

i Single item
SNo. Test item Unit Technical requirement Test  result B
decision
Clogging AR.
19 Test—
217 | Penetration Pa‘;"i{ﬁ“ — - e N/A
G | of filter
material TG
Note: Maximum penetration of test aerosol test 95 I/'min max. FFP1: 20%, FFP2: 6%, FFP3: 1%
IAbbreviations :
A.R. As received M.S. Mechanical strength S.W. Simulated wearing treatment
T.C. Temperature conditioned F.C. Flow conditioned C.D. Cleaning and Disinfecting

Page 10 of 11 Test Report Form No. EN149 C
Dated 2020-05
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Annex A- Estimates of the uncertainty of measurement
Test item Uncertainty
Total inward leakage 2.98%
Penetration of filter material 1.00%
Flammability 1.00%
Carbon dioxide content of the inhalation air 0.93%
Breathing resistance 1.90%

Annex B- Sample Photo

The end

Page 11 of 11 Test Report Form No. EN149_C
Dated 2020-05
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Zhejiang Light Industrial Products Inspection and Research Institute
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DECLARATION

1. Qur organization guarantees impartiality, independence and honesty of inspection, and i responsible for the results of
inspection, keeping the samples supplied by the entrusting party confidentiol and at the same time protecting the ownership of
the samples supplied.

2. The test report will be deemed invalid without signatures of the inspector/reviewer and authorized personnel, and the red
special mspection stamp of our organization,

3. The test report will be invalid if' it is altered. Copies of the report are invalid without the red special inspection stamp of our
organ ization,

4. The test resubis shown in this repont are applicable only 1o the samples provided by customers.

5. All the pages of the report are mbegral parts of the report. Our organeation will not be responsible for any
msunderstanding or other resulis coused by using separate page(s ) of the report.

6. [T there is any dissent of the report, the entrusting party shall notify our organization timely . For the mandatory inspec tion
given by governmental adminstration depariments, and dissent about the sample bemng tested or test resulls on the report
should be dealt with m sccordance with national regulations.

HRL A Tk B R B0 W B B IR A e o
The Affiliated Inspection Centers
T4 5 1ol R T TR A i 0571-85122669
Zhejang Light Indusinal ProductslnspectionandResearchInstitute Telephone: 0571-85122669
Lﬂ'ﬂﬁ?&ﬁﬂirmﬁmgﬁmﬁiﬂw(mﬂ) Inspec Zhej E-Mail TH07994
ational Textiles and Garment y won tion Center(Zhejiang) ~Mail: 113 fibgq.com
Yahk: HFLAHUM LIS F bR 300 § 6 G
Address: Building No.6, 300 XiaSha Road, Hangzhou, Zhepang

ﬁi*ﬁﬁﬁ-?ﬁhﬂ‘ﬁﬂlﬁ&‘#{- liﬁi;l’.) L ?@ﬂﬁ: D‘.'s%]]—ﬁf%ﬁ%
ational Center for Quality Supervision Inspection of Furnsture{ Zhejiang) elephone: 0571-

W E AL e R A0 R R .G

Lhejang Center of Quality Test for Indoor Safety and Fumiture Products E-Mail: 2047699564 (@qq.com
J!J.h{: TLE B i el R BOE T — 0 1 S R b 4 8

Address: Building 4 LiangZhu University Science and Technology Park, No. 1,
JingY'i Rd, Yuhang District, Hangzhou, Zhejiang

HTTD 58 R ™ i B rp s BT 0571-89001107
Zhejung Center of Quality Test for Light Industry and Hardware Products Telephone: 0571-89001107
AL (4 PR G B e o

Zhejrang Center of Quality Test for Sports Products E-Maul: wujtesti126.com

Yoht: AFILERUM T 0GRA1X K H L3 222 5 3 Gk
LA HUM T S b0 L e 8 1 W R IR 3 St
Address: No. 222 Tianmushan Rd., Hangzhou, Zhejiang
Building 3 LiangZhu University Science and Technology Park, No.l,
Jing¥i Rd., Hangrhou, Zhejiang

(Bl S L o RS B B oL (I RS 0571-85027738
National Center for Quality Supervision Inspection of Lock{Zhejiang) Telephone: 0571-85027738
A 19 L= R e

Zhepang Center of Quality Test for Lock Products E-Mail: Locktestia | 26.com

bk AU 7R 24 B
Address: No. 24 Tangmiao Rd | Hangzhou, Zhejiang

T Fl 2 AR T 0 hupe/fwww zjtt.cn TEUFIETE: 0571-85023552
Online Business-Reception/Report Inquires: hitp/ www zjtij.cn Complaint Tel: 0571-85023552
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ANHUI YAXIN RUBBER PLASTIC TECHNOLOGY DEVELOPMENT CO., LTD
WANSHUI ROAD.QIANSHAN ECONOMY DEVELOPMENT ANQING CITY, ANHUI PROVINCE

The following sample(s) was/were submitted and identified on behalf of the client as:

Sample Description : (A)Face mask

Style No. © YX-001

Composition : (A)25gsm non-woven fabric + 25gsm meltblown fabric

Sample Color : (A)Blue

Manufacturer : ANHUI YAXIN RUBBER PLASTIC TECHNOLOGY DEVELOPMENT CO., LTD
Supplier : ANHUI YAXIN RUBBER PLASTIC TECHNOLOGY DEVELOPMENT CO., LTD
Batch Number ¢ YXMO1

Sample Receiving Date  :  Jul 02, 2020

Testing Period © Jul 02, 2020 - Jul 22, 2020

Test Result(s) : Unless otherwise stated the results shown in this test report refer only to the

sample(s) tested, for further details, please refer to the following page(s).

Test Performed : Selected test(s) as requested by applicant

Signed for and on behalf of
SGS-CSTC Standards Technical Services (Shanghai) Co., Ltd Testing Center

Owé QA—\/ Vo = Helow Yoo

Sara Guo (Account Executive) Dongjing Liu / Hailian Xuan (Authorized Signatory)
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Unless otherwise agreed in writing, this documllll is Ia‘luﬂ by llle Cnmp.ny subject to \ll General Conditions of Service printed
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Attantion Is drawn 10 the limitation of liability, indemnification and Jurs ny
advised that information eonlalnod hereon reflects the Company's ﬁnd ings al lne ume ol its Intervention only aM nlmin me l\mlu nr
Client’s instructions, if any. T sole responsibility Is to its Client and this document does nol exonerate parties to a
transaction from exercising all helr r&:ﬂn and obligations under the fransaction documents. This document cannot be reproduced
e)(upl. In full, ulmou! prior written approval of the ompany Any unauthorized aluuuon loaory or falsification of the content or
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Test Result

EN 14683:2019+AC:2019 Medical Face Masks-Requirements and Test Methods

Clause 5.2 Performance Requirement

Cl .2.2 B. rial Filtration Efficiency (BFE
(EN 14683:2019+AC:2019 Annex B)

Sample: A
Test Side : Inside
Test Area . Approximately 60 cm?
Flow Rate © 28.3 L/min
Pre-Conditioning : Minimum of 4 hours at 214+5°C and 85+5% R.H.
Dimensions of test specimen : ~175mm x 150mm
Positive Control Average : 1775CFU
Negative Monitor Count : <1CFU
Mean Particle Size : 3.0%0.3um
Test bacteria :  Staphylococcus aureus ATCC 6538
Test Item Specimen No. Result
1 99.9%
Bacterial Filtration Efficiency g gg‘::
BFE) >
( 4 99.9%
5 99.9%

Remark:

1) Performance Requirement: Type 1==95%, Type 11=98%, Type IIR =98%

2) The number of specimens that shall be tested is minimum 5, but can be greater and shall be increased if
necessary to allow for an AQL(Acceptable Quality Level) of 4%.

Unless otherwise agreed in writing, this documllll Is mnud by me Cnmpnny nublm to its aner.l] cmmmu nr Service printed
uvmlr -vnilablu on request or accessible at hitp: Conditions.as; I!ducum.n!l
to Terms for Electroni . erm'-l -Cnndltlunu‘l'armt-e Dﬂc X,
Attantion Is drawn 10 the limitation of liability, indemnification an erein. Any
advised that information eonlalnod hereon reﬂlm the Company's ﬁnd ings al me umo ol its Intervention only aml nlmin me l\mlu nr
Client’s instructions, If any. T! responsibility Is to its Client and this document does nol exonerate parties to
transaction from exercising all helr r&:ﬂn and obiigations under the transaction documents. This documant canno be reproduced
exupt In full, without prior written approval of ma ompany Any unauthorized alteration, fo jery or falsification of the content or
appearance of this document Is unlawful and of b prossculed o the fuilest axiant of the law. Uniess ofherise sisied the
Tasults shown Inthis test report refor only 1o the samplo(s) 19sted and such sampla(s) are retained for 30 days only.
Altention: To check the authenticily of testing iinspection report & ceriificate, please contact usat telephane: (86- 755) 8307 1443
or small: CN.Doccheck@sgs.com

|Yishan Road Xubu Distrct Shanghal China 200233 t (88-21)61402666  f (86-21) 64958763 WWW.5gSQroup.com.cn
PE - L - HCERLMESORIRE HPM: 200233 1 (86-21)61402666  f (86-21) 64956763 @ sgs.chinag@sgs.com
T
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Clause 5.2.3 Breathability
(EN 14683 :2019+AC:2019 Annex C)

Sample: A
Test Side

Pre-Conditioning
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Date:July 22,2020 Page 3 of §

Randomly test in different location (1 around and 4 away from the centric
point) on each of the 5 masks
Minimum of 4 hours at 21+5°C and 85+5% R.H.

Test Area 4.9 cm?
Flow Rate 8 l/min
Specimen No. Test Area No. Different Pressure for each The average value for each test
tested area (Pa/cm?) specimen (Pa/cm?)
1-1 58.5
1-2 55.6
1 1-3 54.3 56
1-4 59.3
1-5 54.1
21 50.4
2-2 59.6
2 2-3 49.6 55
2-4 59.2
2-5 56.2
31 57.7
32 56.0
3 3-3 55.1 57
34 54.7
3-5 59.1
4-1 55.5
4-2 57.8
4 4-3 57.7 57
4-4 59.3
4-5 56.8
541 58.3
5-2 56.4
5 5-3 58.1 58
54 57.6
55 58.7
Remark:

1) Performance Requirement: Type <40 Pa/cm?, Type |1<40 Pa/cm?, Type IIR<60 Pa/cm?
2) The number of specimens that shall be tested is minimum 5, but can be greater and shall be increased if
necessary to allow for an AQL(Acceptable Quality Level) of 4%.
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Clause 5.2.4 Splash Resistance
(1SO 22609 :2004)
Sample: A
Test Blood Pressure 16.0kPa
Pre-Conditioning Minimum of 4 hours at 214+5°C and 85+5% R.H.
Distance of the mask to the tip of cannula 300+£10mm
Test Penetration on ; Test Penetration on .
Specimen# inside surface Conglusion Specimen# inside surface Conclusion

1 None Seen Pass 17 None Seen Pass

2 None Seen Pass 18 None Seen Pass

3 None Seen Pass 19 None Seen Pass

4 None Seen Pass 20 None Seen Pass

5 None Seen Pass 21 None Seen Pass

6 None Seen Pass 22 None Seen Pass

7 None Seen Pass 23 None Seen Pass

8 None Seen Pass 24 None Seen Pass

9 None Seen Pass 25 None Seen Pass

10 None Seen Pass 26 None Seen Pass

11 None Seen Pass 27 None Seen Pass

12 Seen Fail 28 None Seen Pass

13 None Seen Pass 29 None Seen Pass

14 None Seen Pass 30 None Seen Pass

15 None Seen Pass N None Seen Pass

16 None Seen Pass 32 None Seen Pass

Number of Pass: 3
Overall result: Acceptable

Remark:

1) Performance Requirement Type I: N/A, Type II: N/A, Type lIR: 216.0kPa

2) Test was conducted within 60s after removal from conditioning chamber.

3) An acceptable quality limit of 4.0% is met for a single sampling plan when 29 or more of the 32 tested
specimens show pass results.

Clause 5.2.5 Microbial Cleanliness
(EN 14683:2019+AC:2019 Annex D and EN I1SO 11737-1:2018)

Sample: A
" < Total Bioburden, Total Bioburden,
Test Specimen# Mask Weight(g) (CFU/mask) (CFU/q)
1# 3.45 6 1.74
2# 3.43 <3 <0.87
3# 3.42 57 16.67
4# 3.41 66 19.35
5# 3.45 <3 <0.87

Remark: Performance Requirement: Type 1230 CFU/g, Type I1£30 CFU/g, Type IIR<30 CFU/g
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The statement of conformity in this test report is only based on measured values by the laboratory and does not
take their uncertainties into consideration.

***End of Report*™~

ransaction from exercising
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Attention: To check the of testing report & us at (B8-755) 8307 1443,
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ATT

GERMANY GMBH
EU-Konformitétserklarung fiir eine PSA der Kategorie IlI
Der in der EU niedergelassene Inverkehrbringer
ATT Germany GmbH
Ludwig-Erhard-Str. 1A
65760 Eschborn

tragt die alleinige Verantwortung fiir die Ausstellung dieser Konformitatserklarung und erklart
hiermit, dass die nachstehend beschriebene Persénliche Schutzausriistung (PSA)

Atemschutzmasken, weify, PP-Vlies
Yaxin
Atemschutzmaske FFP2 NR ohne Ventil, Model: YX9501

gemaR den uns vorliegenden relevanten Priifberichten und/oder Bescheinigungen den
Bestimmungen der Verordnung (EU) 2016/425 entspricht:
Dabei wurden die folgenden harmonisierten Normen erfiillt:

EN 149:2001+A1:2009
Die notifizierte Stelle:
Polski Rejestr Statkow S.A.
al. Gen. Joézefa Hallera 126
80-416 Gdansk
Poland

Kennnummer: 1463

hat die EU-Baumusterpriifung (Modul C2) durchgefihrt und die EU-
Baumusterpriifbescheinigung

Zertifikats-Nr.: CW/PPER/54/05/2020
ausgestellt. Die PSA unterliegt folgendem Konformitatsbewertungsverfahren:
Konformitat mit dem Baumuster auf der Grundlage einer Qualitatssicherung bezogen auf den

Produktionsprozess (Modul D) gemaR Anhang VIII — durchgefiihrt durch:

Polski Rejestr Statkow S.A., Kennnummer: 1463

Unterzeichnet fiir und im Namen von der ATT Germany GmbH:

Eschborn, den 28.12.2020

Geschéftsfilhrer [
Hausanschrift: Amtsgericht: Lieferanschrift: Ust.-Id.-Nr.: Bankverbindung:
Ludwig-Erhard Stralte 1A Frankfurt am Main Ludwig-Erhard StraRe 1 DE 245 648 242 Commerzbank
D-65760 Eschborn HRB 75934 D-65760 Eschborn Steuer-Nr.: IBAN:
Tel.: +49 (0) 6196 7761845 Geschaftsflhrer: 040 288 80070 DE89 5004 0000 0382 9884 00

Fax: +49 (0) 6196 775204 Like Ge BIC: COBADEFF



YX9501 FFP2 NR - Atemschutzmaske

Zertifikat + EU-Konformitatserklarung einsehbar unter:
https://psa.attgermany.com/wp-content/uploads/2020/12/Yaxin_15044_Zertificat.pdf

Anwendungen:

Filtrierende Halbmasken der Kategorie FFP2, das normalerweise in der allgemeinen Arbeitsumgebung verwendet wird, sollen einen
zuverlassigen Atemschutz bieten und vor bestimmten luftgetragenen Partikeln und Staub schitzen, Korperflissigkeiten blockieren usw.

Vorsichtmalinahmen:

1. Diese Maske, die mit ,NR" gekennzeichnet ist, darf nicht fir mehr als eine Schicht verwendet werden.

2. Niemals Teile in der vom Hersteller angegebenen Konfiguration ersetzen, andern hinzufligen oder weglassen.

3. Diese Maske tragt zum Schutz gegen bestimmte partikelférmige Verunreinigungen bei, schlie3t jedoch das Risiko einer
Erkrankung oder Infektion nicht vollstandig aus.

4. Verwenden Sie die Maske nicht mit Gesichtsbehaarung oder anderen Bedingungen, die eine gute Gesichtsabdichtung verhindern
kénnen, die Anforderungen an eine Leckage werden nicht erfillt.

5. Tragen Sie die Atemschutzmaske ununterbrochen, solange Sie Verschmutzungen ausgesetzt sind.

6. Verlassen Sie den verschmutzten Bereich sofort, wenn Schwindel, Ubelkeit oder andere Beschwerden auftreten.

7. Wenn Sie KEINEN richtigen Dichtsitz erreichen kdnnen, betreten Sie NICHT den Gefahrenbereich.

8. Verwerfen und ersetzen Sie die Maske, wenn:

a. Die Maske wurde entfernt, wahrend Sie sich in den kontaminierten Bereichen befinden.

b. Das Verstopfen der Maske verursacht Atembeschwerden.

c. Die Maske ist oder wurde beschéadigt.

Anleitung

1. Entfalten Sie die Maske und ziehen Sie die Bander an beiden Enden um die Ohren herum und positionieren Sie die Maske auf
ihrem Gesicht mit dem verstellbaren Nasenbiigel nach oben zeigend.

2. Passen Sie den Nasenbiigel an ihre Nasen an, um zu gewabhrleisten, dass die Maske sicher versiegelt und der Nasenform
angepasst ist.

3. Drucken Sie die Maske leicht auf ihr Gesicht auf, um sie der Gesichtsform anzupassen.

4. Fuhre Sie ein Dichtungstest mit die Maske durch.

Dichtungstest:

1. Bedecken Sie die Maske vorsichtig mit beiden Handen ohne den Dichtsitz zu veréndern. 2. stark Ausatmen; 3. Bei einer Leckage im
Nasenbereich, den Nasenbugel neu anpassen. Dichtsitzprifung wiederholen. 4. Bei einer Leckage am Maskenrand, den Sitz der
Bander uberprifen und anpassen. Dichtsitzpriifung wiederholen.

Lagerung/ Aufbewahrung /Transport:

Halten Sie die Masken in der Verpackung bis zur Verwendung von direktem Sonnenlicht oder Verunreinigungen fern. Lagerung
Bedingungen: Temperatur zwischen -30°C bis +70°C, Luftfeuchtigkeit <80%, kein korrosives Gas, gute Beluftung. Wahrend des
Transports von Feuchtigkeit, Licht und Warme fernhalten und es darf nur in Originalverpackung transportiert werden.

Die Atemschutzmaske ist nur fir den einmaligen
Gebrauch bestimmt und nicht wiederverwendbar.

Nicht steril.

EU-Type Examination Notified Body

Notified Body: Polski Rejestr Statkéw S.A.

Adresse: al. Gen. Jézefa Hallera 126, 80-416 Gdansk, Poland
Notified Body No: 1463

Model: YX9501 EN149:2001+A1:2009 CE 1463
Inhalt: FFP2 NR Atemschutzmasken

Herstellungsdatum: auf der Verpackung Ablaufdatum: auf der Verpackung

Hersteller: Anhui Yaxin Rubber Plastic Technology Development Ltd.
Economic Development Zone, Qianshani Clty, Anhui Province, China

Inverkehrbringer: ATT Germany GmbH, Ludwig-Erhard-Str. 1, 65760 Eschborn, Germany



