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CERTYFIKAT BADANIA TYPU UE (MODUL B)
EU TYPE-EXAMINATION CERTIFICATE (MODULE B)
o CW/PPER/2/05/2020

TASWIADCZA SIE, _ :

i Palski Rejestr Satkdw 5.8, [PRS) prieprowadzil procedurg badania typu wymienlorego niie) wyrabu | sbwierded jego zgadnais 2
wiyrnaganianmi okredlomemi w zatgcaniky W do Rozparcqdeenia Parlamentu Evropejsklegn | Rady (UE] 2016425 [FPE] w iprawie
irodktve oohrony Indywedualne; oraz uchylenia dyreliywy Rady E9/6S6/EWS, 28 zmianami

THIS IS TD CERTIFY

that Potski Refestr Statkdw S0 (PRS) did imdertmbe the FU type-sxartdnation procedure fior the product ioentified bedow which was
[t be i comptionce with the requimements of Annex V to the Fegulotion (EU] 2016/425 of the Ewapean Parlament and of
the Cowncil of & March 2016 on persanal profecthe equwpment ond repealing Councd! Directive BBREEED, o5 mmended.

Whinskodawea Zhangjiagang 56 Friends Masks Co., Ltd.
o ¥inghuo Village, linfeng Town, Zhangjiagang
Jiangsu, China.
Producet Zhangjiagang 56 Friends Masks Co,, Ltd.
anuetcer Xinghua Village, Jinfeng Town, Zhangjizgang
liangsu, China.
;-.f;:ﬁ:; Sprzet ochrony drég oddechowych. Spreet ochrony drdg oddechowych bez zasilania
powietraem,
Respiratory protective eguipment. Non-powered mir-purifying particle respirator,
Cigis wanratiu 3
e Potmaska typ KMN35 C-PEFY
Hulf mask type KNI5 C-PEFIS
Zast - - i - '
Zactesauanemamy  zglecenie Komisj 2020/403 (COVID-19) oraz Rekomendacja RFU PPE-R/02.075 wersja 1.

Commision Recommendation 2020/403 [COVID-19) and Recommendation For Use
PPE-R/02.075 version 1.

Miniejizy cetylikat polostaje wainy o crasu unirsazniena proy sachowask sarunks uinania tpatrz sir. Z).
Fhis certificele femainm vald waless canceffed or revaled, provided the aprr anditieds (&ee o ) ove complied with.
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{inns nid podane na stranis 1)
Places af prodaction
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Ugraniczenia sznania
Aparowal Fedatkang

‘Warunki uznania
Appraval conditions

CAWPPER/2/05/ 2020
- InStrukcia wiyvtkowania - zatwlerdzana prees PRS 5.4, dnia J020-04-28,
« Desena ryiyka - zatwierdzona preer PRS 5.4, dnia 2020-04-24.
« Byrsunek Maski typu KNS5 C-PEFSS - ratwierdzony przez BPRS 5.8 dnia 2020-04-29,
. Raport 1 badari nr ET20040301616 wydany prrez Befitiab Test Technology Co., Ltd
w dniu 2020-04-20.
L Bprawozdanie z preegladu PRS S0, nr CW20/PPER R4/ 2020 2 dnia $020-05-05,
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imstruchions for the use - approved by PRS 5.4 on 2020-04-28,
. Risk apalysis - approved by PRS 5.4 on J020-04-28.
- Assembly drawing Mask type KN95 C-PEF9Y - approved by PRS S.A an 2020-04-24,
- Test report No, BT20MO30L616 Lsued by Befitloh Test Technology Co., Lid,
ot J0R0-06-20),
. PRE SA. Survey report Mo, CWAZOVPPER/34/2020 dated 2020-05-05,
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. Pdimaska nle jest prremnaczona do udytkowania medyeonego i chirurgicanego.
- Pédtmaska nie powinna byé uiywana w fradewisku o stefeniu tlenu poalbe) 19,5 5%,
. Pétmaska przeznaczona do ubytke podczas jednaj zmiany.
. Dame techniczne:
- pédrnacka 2 regulowammm klipsem na nos,
- péimaska wykonana 1 4-warstwowe| widkniny z filtrem z tkaniny,
=wymiany: 121 x 110 mm,
- klor; biahy,
- docelowa grupa ulytkowa; dorodli dia obu pl.

o

L. Half Mask can not be used for medical and surgical purposes.
2. Half Mask shouid be used In an emvironment with oxygen contens less then 19.5%,
3. Haif Muosk designed for simgle shifl vse
4. Speciflcations:
- terlf sk with adiustable nose ciip,
- herlf mask made with 4l non-woven fabric with melt-blowen fabric filter,
- size; 127 x 110 mm,
- color: white,
- targel aroun; UnEes,

L Minlejsay cenylikad sbraia wainodd po wprowadzenibs omian lub modylRaci w syrobie bez uprzedniogn uzgodniania  PRS,
This certificabe feronnss invalid after changes or mod(icalions in e product witfout prior sgroamant wink PRE,

2 Znak zgodnotd naede by urnieszcony ne wenamym wyrobie araz mode by wyslawiona dellaracia reodnate trika pod warinkiem, te beenia 2
badanéem fypu UE sastanie preeprosadzons ocena ygodnabt prodiskdl pod nadzorem jednosth sabyfikawars, sedlug alycenika ¥ lub win
wymlnnionago wydej rezpurgdoenia,

The H-fnrkn:j"tﬂﬂ_rﬂmhwmb'beqﬂ‘iwedmﬁhnahdwt}ww#nduﬂmdumtﬁbcmmﬂ Declaration of Conformity sued
Frowicrd e pridic o i5 nasesied under sanvelmoe of @ rodiffed body eocerding fo Anmex VU ar VIO af the aye Regulation,

Forrn., 8/POW.O1/PPER
H00-03-26
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Fiscal Year 2020
CERTIFICATE OF FDA REGISTRATION

This carifies that:
ZHANGJIAGANG 56 FRIENDS MASKS CO.LTD
Xinghueo Village, Jinfeng Town Zhangjiagang, Jlangsu, 215626, CHINA

has completed the FDA Estabfishment Registralion and Device Listing with the US Food & Drug
Administration, through UCL-REG SERVICE INC.
Ownar/Operator Number: 10063320

Listing No. Product Code; Device Namea:
DaTEO40 Lyu ACCESSO0RY, SURGICAL APPAREL

- Dispozable medical mask A-PEFSS

D3s6103 MSH Raspirator, surgical-Disposabie protective mask
KMNE5, NS5 Mask

LICL-AEG SERVICE INC. wall confinm that such regipiration rernains slfactive upon mguest and presentation of
thiz cartficada unfl 1he and of the calfandar year slafed shove. Less and megisiaaiion & lamminaied altor
issriavien of fhis cedificafe. UCL-REG SERWCE INC. mskes o ather mprasenlaffons of warandios, nor does [his
cantificate make any represenfalions or warraniias o any persen o eailfy ethar than the ramaa cartificate foidan
far whose sofe banedi it is Issued. This certficale does not denote endorsement or agproval of the
cenifcale-lrolded s device or eslabiishmend by the LS. Food and Drug Adminisiration. UCL-REG SERWIGE INC,
aEsuimms o fatilify fo any pevsen o anily N consscimn with the Soegoisg,
Pursusit o 21 CFR 807.38, * Regisirahon of 8 dewice estabiishmant or assignment of 8 repistration nuinber does
nat iy way danode approval of the esfablishnes or f5 products. Any reprosentalion hal cres an
impragsion of officlsl approval because of registralion or possession of a regisfration number (s misiesding and

. conglitufes misbrmnding.”
Tive U5 Food smvd Crrg Ademnislralion does ol ssie & cortificale of regiatralion, nor does the U S Feod md
Preug Adminisiration mcognize a coriificate of registration, UCL-REG SERVICE INC. is naf affffated with the .S
Fﬂdmﬂﬂﬂﬂﬂm o o Bl A
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LCL-REGSERVICE INC,
: Y Car. No.' M20ETD
6402 ROCKWOOD ROAD WILMINGTON, et Diats: 18 March 3020
NEW CASTLE IFE 19802 11SA Expiration Dole. 37 Degember 2028




