PROHLASENIi O SHODE
¢. 03/2020

CE..

1) OOP: Filtracni polomaska proti ¢asticim s nanovlakennou membranou a obsahem aktivniho
stfibra typ: BreaSAFE ANTI-COVID-19 / FFP2, odpovidajici ochranné pomucce dychaciho ustroji
zafazené do skupiny FFP2.

2) Vyrobce: PARDAM NANOA4FIBERS s.r.0., Zizkova 2759, 413 01 Roudnice nad Labem, Ceska
republika.

3) Toto prohlaseni o shodé se vydava vyluéné na odpovédnost vyrobce:
PARDAM NANOA4FIBERS s.r.o.

4) Predmeét prohlaseni: Filtracni polomaska proti ¢asticim s nanovlakennou membranou
a obsahem aktivniho stfibra typ BreaSAFE ANTI-COVID-19 / FFP2, proti pevnym c¢asticim
a podle navodu vyrobce. Vyrobek odpovida ochranné pomdcce dychaciho Ustroji zafazené do
skupiny FFP2.

5) Predmét prohlaseni popsany v bodé 4 je v souladu s prisluSsnymi harmonizaénimi
pravnimi predpisy: Nafizeni vlady €. 21/2001 Sb. ze dne 11. 2. 2003, kterym se stanovi
technické pozadavky na osobni ochranné prostfedky, v platném znéni a ve znéni jeho pozdéjSich
Uprav dle Nafizeni vlady €. 63/20189 Sb. ze dne 18. 4. 2018 o zruSeni nékterych nafizeni viady
v oblasti technickych poZzadavkl na vyrobky, v platném znéni, ktery implementuje smérnici Rady
€. 89/686/EHS nahrazenou nafizenim EP a rady €. (EU) 2016/425 o osobnich ochrannych
prostfedcich. Zdkon 22/1997 Sb. definujici Osobni ochranné prostfedky (OOP), v platném znéni.

6) Odkaz na prislusné pouzité harmonizované normy: EN 149:2001+A1:2009 harmonizovana
norma Ochranné prostfedky dychacich organd. Filtraéni polomasky k ochrané proti ¢asticim
obsahujici poZzadavky, zkouSeni a zna€eni v platném znéni.

7) Oznameny subjekt ¢.1024: Vyzkumny Ustav bezpeCnosti prace — ZL, ZkuSebni laboratof
akreditovana CIA podle CSN EN ISO/IEC 17025:2018, Jeruzalémska 1283/9, 110 00 Praha,
Ceska republika, provedl EU prezkoudeni a vydal certifikat EU prezkou$eni typu &. 1024/E-
023/2020;

Podepsano za:

PARDAM NANO4FIBERS s.r.o., Zizkova 2759, 413 01 Roudnice nad Labem.

V Roudnici nad Labem, dne 8.7.2020, ........coviviiiiiiiiiiieee e Mgr. Jan Buk, jednatel
\ NANO4F| BERS PARDAM Fio Banka, a.s.
DA R DA M NANOA4FIBERS s.r.o. (BIC) SWIFT: FIOBCZPPXXX
ID No.: 25268694 CZK — account no.: 2501552451/2010
VAT No.: CZ25268694 IBAN: CZ 5620100000002501552451
Phone: +420 565 552 610 Headquarters: EUR: account no.: 2801552453/2010
E-mail: breasafe@nano4fibers.com Zizkova 2759 IBAN: CZ3720100000002801552453
www.nano4fibers.com 413 01 Roudnice n/L

Czech Republic
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CERTIFIKAT EU PREZKOUSENI TYPU
€. 1024/E-023/2020

vyrobci: I?ARDAM NANOA4FIBERS s.r.o., ]
Zizkova 2759, 413 01 Roudnice nad Labem, Ceska republika

identifikacni Gislo: IC: 25268694 DIC: CZ25268694

na vyrobek: Respirator BreaSAFE

typ: ANTI-COVID-19 / FFP2
2 5
2 5
= Certifikaci bylo potvrzeno, Ze vy3e uvedeny osobni ochranny prostfedek, v&etné pfislusné technické =
= dokumentace, je v souladu s pfisluSnymi zakladnimi poZadavky na ochranu zdravi a bezpeénost =
= uvedenymi v nafizeni Evropského parlamentu a Rady (EU) 2016/425 o osobnich ochrannych =
5 prostfedcich a o zruSeni smérnice Rady 89/686/EHS, jak je uvedeno v zavére&né zpravé o certifikaci =
% €. 1024/27-023/2020, ktera je nedilnou soué&asti tohoto certifikatu. %
% Pro posouzeni shody byly pouZity tyto harmonizované normy/specifikace: %
= CSN EN 149:2002 +A1:2009 Ochranné prostfedky dychacich organt. Filtracni polomasky =
= SN EN 149+A1 OPRAVA 1:2018 K ochrané proti Casticim. Pozadavky, zkouSeni a znaceni (idt. EN =
= 149:2001+A1:2009) =
2 5
2 5
= Certifikace byla provedena podle certifikaéniho schématu nafizeni (EU) 2016/425 modul B. =
2 5
= Znaceni a navod na pouZivani byl posuzovan pouze v Eeském jazyce. =
2 5
2 5
= Tento certifikat je platny do 7. 7. 2025. =
= 5
= 5
= Jménem Vyzkumného Ustavu bezpecnosti prace, v =
= oznameného subjektu 1024 =
% %
% Praha 1 %

Czech Republic

% V Praze dne 7. 7. 2020 %
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Certifikat EU pfezkouSeni typu €.1024/E-023/2020 =

Popis a zobrazeni certifikovaného osobniho ochranného prostfedku 5

Filtraéni polomaska proti €asticim BreaSAFE ANTI-COVID-19 / FFP2 NR slouZi k ochrané dychacich E
organu uzivatele proti pevnym a kapalnym aerosolum podle navodu vyrobce. 5

Vyrobek splfiuje poZadavky pro zafazeni do tfidy FFP2. =

Vyrobek je zafazen do kategorie Ill, a proto musi byt pouzivan pouze ve spojeni s kontrolami podle =
modulu C2 ve smyslu nafizeni (EU) 2016/425. =

Vzor oznaceni CE. V pfipadé ucasti oznameného subjektu v etapé kontroly =
vyroby (kategorie 11, modul C2 nebo D), musi byt za oznaenim CE pfipojeno =
identifikacni islo tohoto subjektu. =




Oznameny subjekt 1024 - Notified Body 1024
Jeruzalémska 1283/9, 110 00 Praha 1

VﬂBP Vyzkumny Ustav bezpeénosti prace, v.v.i.
v

ZAVERECNA ZPRAVA O CERTIFIKACI
¢. 1024/77-023/2020

Pocet stran: 7 Pocet vytiska: 3

Pocet pfiloh: 0 Vytisk Eislo: 1

l. Vychozi udaje

Nazev vyrobku: Respirator BreaSAFE

Typ: ANTI-COVID-19 / FFP2

Kategorie OOP: lll. podle Nafizeni (EU) 2016/425 Pfiloha |

Kéd rizika: D12, D13, D14 podle nafizeni vlady €. 495/2001 Sb., P¥iloha 1

Vyrobce: PARDAM NANO4FIBERS s.r.o0., Zizkova 2759, 413 01 Roudnice nad Labem,
Ceska republika

Cislo zadosti: S-454/2020 ze dne: 19. 5. 2020

Cislo smlouvy: 044/2020 ze dne: 30. 6. 2020

Pracovnik provadéjici
posouzeni shody: Ing. L. Zavrel

Datum vydani zpravy: 7.7.2020

Praha 1
Czech Republic

Certifikace vyrobku byla provedena ve smyslu nafizeni (EU) 2016/425, modul B. Shoda vyrobku se
zakladnimi pozadavky tohoto nafizeni byla provedena formou EU pfezkouSeni typu.

Rozdélovnik: 1. vyrobce
2. slozka posuzovatele
3. sekretariat VUBP-OS 1024

Telefon Web E-mail Bankovni spojeni IC:v00025950
+420 221 015811  www.vubp.cz NB1024@vubp-praha.cz Praha 71336-011/0100 DIC: CZ00025950
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Il. Zakladni udaje o vyrobku

1. Popis funkce a pouziti vyrobku

FiltraCni polomaska proti ¢asticim BreaSAFE ANTI-COVID-19 / FFP2 NR slouzi k ochrané dychacich
organu uzivatele proti pevnym a kapalnym aerosoliim podle navodu vyrobce.

Na respirator jiz byl vydan certifikat VUBP ¢. VUBP/024/2020. Vykonavatel vyuzije protokol o zkouSce
€. 251/2020 spolu s vysledky v ném uvedenych.

2. Odbér — prevzeti vzorku

Vzorky respiratoru BreaSAFE FFP2 NR pro laboratorni zkousky dodal vyrobce dne 16. 4. 2020 v
poctu 8 ks a 21. 4. 2020 v poctu 6 ks. Vzorky byly zapsany do Knihy vzorku laboratofe pod Cisly 2364
- 2370 a 2611 - 2616.
DalSi vzorky respiratoru pro laboratorni zkouSky dodal vyrobce dne 19. 5. 2020 v po¢tu 30 ks a 19. 6.
2020 v poctu 20 ks. Vzorky byly zapsany do Knihy vzork( laboratofe pod ¢isly 4145 - 4174 a 5783 -

5802.

lll. Seznam predlozené technické dokumentace

podle nafizeni (EU) 2016/425 pfiloha IlI.

a) uplny popis OOP a jeho zamysleného pouziti +

b) posouzeni rizika &i rizik, proti kterym ma OOP chranit +

c) seznam zakladnich pozadavkl na ochranu zdravi a bezpecénost, které se na OOP +
vztahuji

d) konstrukéni a vyrobni vykresy a schémata OOP a jeho soucasti +

e) popisy a vysvétlivky potfebné pro pochopeni vykresu a schémat uvedenych 0
v pismeni d) a fungovani OOP;

f) odkazy na harmonizované normy uvedené v Clanku 14, které byly pouzity pro navrh
a vyrobu OOP. V pfipadé castecného pouziti harmonizovanych norem se +
v technické dokumentaci uvedou ty ¢asti, jez byly pouzity;

g) pokud harmonizované normy pouZity nebyly anebo byly pouzZity pouze &aste¢né,
popisy jinych technickych specifikaci, které byly pouzity s cilem splinit pfislusné 0
zakladni pozadavky na ochranu zdravi a bezpecnost

h) vysledky konstrukénich vypoctu, kontrol a pfezkouSeni provedenych za uc¢elem
ovéfeni shody OOP s pfislusnymi zakladnimi poZadavky na ochranu zdravi 0
a bezpednost

i) protokoly o zkouSkach provedenych k ovéfeni shody OOP s pfislusnymi zakladnimi
pozadavky na ochranu zdravi a bezpecnost a pfipadné ke stanoveni pfislusné tfidy 0
ochrany

j) popis prostfedku pouzitych vyrobcem béhem vyroby OOP k zajisténi shody 0
vyrabénych OOP se specifikacemi navrhu

k) kopii navodu a informaci vyrobce uvedenych v bodé 1.4 pfilohy Il +

I) u OOP vyrabénych jako samostatné jednotky pfizpisobené konkrétnimu uzivateli 0
v8echny nezbytné pokyny pro vyrobu na zakladé schvaleného zakladniho modelu

m) u sériové vyrabénych OOP, u nichZz ma byt kazdy kus pfizpusoben konkrétnimu 0
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uzivateli, popis opatfeni, ktera maji byt pfijata vyrobcem béhem pfizpisobovani
a vyrobniho procesu s cilem zaijistit, aby byl kazdy OOP ve shodé se schvalenym
typem a s prislusnymi zakladnimi pozadavky na ochranu zdravi a bezpecnost.

Vyhodnoceni: + k dispozici, rozsah vyhovuje; = pozadavek nespinén; 0 netyka se

PfedloZena technicka dokumentace je Uplna podle pozadavku nafizeni (EU) 2016/425 pfiloha lll. a je
dostaclujici pro posouzeni shody s technickymi pozadavky uvedenymi v tomto nafizeni.

IV. Vyhodnoceni zkousek

Vysledky zkousek

Vzorky byly podrobeny testlim podle:

CSN EN 149:2002+A1:2009, CSN EN 149+A1 OPRAVA 1:2018 Ochranné prostfedky dychacich
organu. Filtraéni polomasky k ochrané proti ¢asticim. Pozadavky, zkou$eni, znaceni (idt. EN
149:2001+A1:2009).

Poznamka: OcCislovani ¢lankl v nasledujicim odstavci je shodné s oznaCenim Clankd ve vySe zminéné
normé& CSN EN 149+A1.

7.3 Vizualni prohlidka

Pozadavek: Vizualni prohlidka musi také zahrnovat kontrolu zna€eni a navodu k pouziti poskytnutého
vyrobcem.

Vyhodnoceni: vzorky vyhovély poZzadavku

7.4 Baleni

PoZadavek: Filtracni polomasky proti €asticim nabizené k prodeji musi byt zabaleny tak, aby byly
chranény proti mechanickému poskozeni a znecidténi pfed pouZitim.

Vyhodnoceni: vzorky vyhovély pozadavku

7.5 Material

Pozadavek: Pouzité materidly musi vydrzet noSeni a manipulaci po dobu, pro kterou byly filtraéni
polomasky navrzeny. Po zkouSce napodobeni uzivani nesmi zadna filtracni polomaska proti ¢asticim
vykazovat mechanické poskozeni licnicové ¢asti nebo upinacich paskl. Po provedeném teplotnim
kondicionovani a zkouSce napodobeni uzivani filtracni polomasky proti €asticim nesmi vykazovat
trvalou deformaci. O filtraénim materialu nesmi byt znamo, Ze by se mohl uvolnit proudem vzduchu
prochazejicim filtrem a tak ohrozit nebo obtéZovat uZivatele.

Vyhodnoceni: vzorky vyhovély poZadavku

7.6 Cisténi a desinfekce
Netyka se.

7.7 Praktické zkousky

Pozadavek: Filtracni polomaska proti ¢asticim musi projit praktickymi zkouskami za realnych
podminek.

Zjisténo: Béhem praktickych zkousek nebyly zjistény Zadné vazné nedostatky.
Vyhodnoceni: vzorky vyhovély poZzadavku

7.8 Konec¢na uprava soucastek

Pozadavek: Zadna soudast pristroje, ktera pfichazi do kontaktu s uZivatelem, nesmi mit Zzadné ostré
hrany nebo otfepy.

Vyhodnoceni: vzorky vyhovély pozadavku

7.9 Prinik
7.9.1 Celkovy priinik
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Pozadavek: Laboratorni zkousky musi prokazat, ze filtracni polomaska proti ¢asticim maze byt
uzivatelem pouzivana s vysokou pravdépodobnosti proti moznému oekavanému riziku. Celkovy

(pokud je vydechovaci ventil sou€asti) a z praniku filtrem. Pro filiraCni polomasky proti ¢asticim, které
jsou nasazeny v souladu s navodem vyrobce, nesmi byt pro minimalné 46 z 50 vysledku jednotlivych
cviceni (tj. 10 osob po 5 cvi€enich) celkovy prinik pro tfidu FFP2 vétsi nez 11 % a sou¢asné alespori
8 z 10 aritmetickych priimérd (10 osob) celkového pruniku pro tfidu FFP2 nesmi byt vétSi nez 8 %.

Zjisténo:
zkusebni | g&islo stav cviceni -
osoba vzorku vzorku a) b) c) d) e) prumer
1 JH 5787 AR 2,191 1,985 1,636 2,348 3,007 2,234
2 JP 5786 AR 0,697 0,861 0,960 1,532 0,733 0,957
3 LZ 5785 AR 6,199 6,920 6,769 7,451 6,678 6,803
4 RN 5783 AR 10,233 9,913 7,629 15,602 12,946 11,265
5 PM | 5784 AR 3,418 6,375 4,683 3,151 2,302 3,986
6 MDo | 5788 TC 13,244 8,918 11,718 10,588 7,578 10,409
7 JS 5794 TC 3,643 4,276 2,181 3,003 3,517 3,324
8 MBu | 5795 TC 3,626 3,382 3,156 3,041 2,696 3,180
9 VM | 5792 TC 5,122 8,568 5,097 2,772 5,221 5,356
10 MN | 5793 TC 1,538 1,480 0,812 2,816 0,287 1,386
prameér 4,991 5,268 4,464 5,230 4,496 4,890
Cviceni: a) chuze
b) chiize — ota€eni hlavou na stranu AR pfi dodani
c¢) chiize — ota¢eni hlavou nahoru dolli TC po teplotnim namahani
d) chdze — mluveni
e) chuze
Popis obli¢ejli zkuSebnich osob
zkuSebni vyska Sirka | hloubka |Sirka ust
osoba mm mm mm mm
1 JH 133 165 135 58
2 JP 127 128 138 44
3 LZ 109 132 131 50
4 RN 117 133 134 54
5 PM 113 129 145 55
6 MDo 110 140 104 58
7 JS 118 145 135 59
8 VM 109 126 116 48
9 MBuU 113 118 112 51
10 MN 126 133 143 58
Vyhodnoceni: vzorky vyhovély poZzadavku
7.9.2 Prinik filtraénim materialem
Pozadavek: Prunik aerosolu NaCl maze byt pro tfidu FFP2 nejvyse 6 %.
Zjisténo:
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Pocatecni prinik aerosolu NaCl

vzorek stav prinik %
2364 AR 5,33
2365 AR 5,16
2366 AR 5,24
4158 MS+TC 3,77
4159 MS+TC 3,63
4160 MS+TC 3,68
4155 SW 5,05
4156 SW 4,35
4157 SW 5,73
Poznamka: AR - pfi dodani (as received)

SW - po napodobeni uzivani (simulated wearing treatment)
MS - po mechanickém namahani (mechanical strength)
TC - po tepelném namahani (temperature conditioned)

Nejvy$Si namérena hodnota priniku aerosolu NaCl

¢as nejvyssi namérené hodnoty

vzorek stav pranik v %
4158 MS+TC 3,77 3
4159 MS+TC 3,63 3
4160 MS+TC 3,68 3
Pozadavek: Prunik aerosolu parafinového oleje mlze byt pro tfidu FFP2 nejvyse 6 %.
Zjisténo:
Pocate¢ni priinik aerosolu parafinového oleje
vzorek stav pranik %
2367 AR 19
2368 AR 2,3
2369 AR 2,1
4145 MS+TC 3,0
4146 MS+TC 2,6
4147 MS+TC 2,7
4157 SW 2,7
4158 SW 4,8
4159 SW 5,4

Prinik aerosolu parafinového oleje po nadavkovani 120 mg oleje

vzorek stav pranik v %
4145 MS+TC 4,0
4146 MS+TC 3,5
4147 MS+TC 3,6

Vyhodnoceni: vzorky vyhovély pozadavku

7.10 Snasenlivost s pokozkou
Pozadavek: Materialy, které pfichazeji do styku s pokozkou uzivatele, nesmi vyvolavat podrazdéni

nebo jakékoli jiné nezadouci zdravotni vlivy.
Zjisténo: Vyrobce predlozil prohlaseni o u€inku vyrobku na zdravi.
Vyhodnoceni: vzorky vyhovély poZadavku
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7.11 Hoflavost

Pozadavek: Pouzity material nesmi pfedstavovat pro uzivatele Zadné nebezpeci a nesmi mit vysokou
hoflavost. Pfi zkouSce nesmi filtracni polomaska proti ¢asticim hofet nebo po odstranéni z plamene
pokraCovat v hofeni déle nez 5 s.

Zji$téno: Zadny z materialt vzorkt nehofi, nezhne, neodkapava. Po priichodu plamenem Zadna
soucast polomasky nepokracuje v hofeni, pouze povrch se mirné natavi.

Vyhodnoceni: vzorky vyhovély pozadavku

7.12 Obsah oxidu uhli¢itého ve vdechovaném vzduchu
Pozadavek: Koncentrace oxidu uhli¢itého ve vdechovaném vzduchu nesmi prekrodit primérnou
hodnotu 1,0 obj. %.

Zjisténo:
vzorek stav koncentrace CO,v obj. %
2611 AR 0,38
2612 AR 0,44
2613 AR 0,42
pramér 0,41

Vyhodnoceni: vzorky vyhovély poZzadavku

7.13 Upinaci systém

Pozadavek: Upinaci pasky musi byt provedeny tak, aby filtracni polomaska proti ¢asticim mohla byt
shadno nasazena a sejmuta. Upinaci pasky musi byt nastavitelné nebo samonastavitelné a musi byt
dostatecné odolné, aby filtracni polomasku proti ¢asticim pevné udrzovaly ve spravné poloze

a zaijistily dodrzeni pozadavku na celkovy prunik po pfedpokladanou dobu uzivani.

Vyhodnoceni: vzorky vyhovély poZadavku

7.14 Zorné pole
Pozadavek: Zorné pole je postacujici, je-li tak posouzeno pfi praktickych zkouskach.
Vyhodnoceni: vzorky vyhovély pozadavku

7.15 Vydechovaci ventil(y)
Netyka se.

7.16 Dychaci odpor
Pozadavek: Vdechovaci odpor smi byt pro tfidu FFP2 pfi pratoku 30 I/min nejvySe 70 Pa a pfi prutoku
95 I/min nejvy3e 240 Pa.

Zjisténo:
vzorek stav - : odpor v Pa - :
pfi 30 I/min pFi 95 I/min
4154 SW 37 121
4155 SW 37 137
4156 SW 39 115
4151 TC 33 116
4152 TC 33 117
4153 TC 35 131
2364 AR 57 150
2365 AR 65 151
2366 AR 57 155

Pozadavek: Vydechovaci odpor pfi pratoku 160 I/min smi byt pro tfidu FFP2 maximalné 300 Pa.
Zjisténo:
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poloha
vzorek [ stav vpied dolu nahoru | nalevo | napravo
Pa Pa Pa Pa Pa
4154 | SW 227 225 227 225 223
4155 | SW 267 267 267 265 262
4156 | SW 220 220 224 220 220
4151 TC 206 200 205 203 204
4152 TC 208 202 207 205 207
4153 TC 216 209 215 213 214
2364 | AR 260 260 262 262 260
2365 AR 256 255 259 250 252
2366 AR 278 276 280 271 272

Vyhodnoceni: vzorky vyhovély pozadavku

7.17 Zanaseni
Netyka se.

7.18 Vyménitelné casti
Netyka se.

V. Posouzeni shody se zakladnimi pozadavky

U vyrobku byly EU pfezkouenim typu posouzeny vSechny zakladni poZzadavky na bezpecnost
a ochranu zdravi uvedené v nafizeni (EU) 2016/425 pfiloze 1l., které se na dany vyrobek vztahuiji.

Z proveérky predlozené technické dokumentace a z provedenych vyhodnoceni a posouzeni vyplyva, ze
prfedmétny vyrobek je navrzen a vyroben

v souladu se zakladnimi pozadavky nafizeni (EU) 2016/425,
o osobnich ochrannych prostredcich,

pfi posouzeni byly pouZity tyto harmonizované normy: CSN EN 149+A1.

VI. Seznam podkladu pro vypracovani zavérecné zpravy

1. Nafizeni Evropského parlamentu a Rady (EU) 2016/425, o osobnich ochrannych prostfedcich
a o zrusSeni smérnice Rady 89/686/EHS

Zadost EU piezkou$eni typu 6. S-454/2020 ze dne 19. 5. 2020
Smlouva EU prfezkousSeni typu €. 044/2020 ze dne 30. 6. 2020
Protokol o zkousce €. 251/2020 ze dne 24. 4. 2020

Protokol o zkousce €. 510/2020 ze dne 22. 6. 2020

Protokol o zkouSce €. 545/2020 ze dne 2. 7. 2020

Technicka dokumentace, prohladeni vyrobce

CSN EN 149:2002+A1:2009, CSN EN 149+A1 OPRAVA 1:2018 Ochranné prostfedky dychacich
organu. Filtraéni polomasky k ochrané proti ¢asticim. PoZzadavky, zkou$eni, znaceni (idt. EN
149:2001+A1:2009)
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DECLARATION OF CONFORMITY
No. 03/2020

CE..

1) PPA: Filtrating half-mask against particles with nanofibrous membrane with content of active
silver, type: BreaSAFE ANTI-COVID-19 / FFP2 corresponding with a protective aid of respiratory
system classified into FFP2 group.

2) Manufacturer: PARDAM NANO4FIBERS s. r. 0., Zizkova 2759, 413 01 Roudnice nad Labem,
Czech Republic

3) This Declaration of conformity is issued solely at the responsibility of the manufacturer:
PARDAM NANO4FIBERS s. r. 0.

4) Subject of declaration: The filtrating half-mask against particles with nanofibrous membrane
with content of active silver, type BreaSAFE ANTI-COVID-19 / FFP2, against solid particles and
according to the instruction manual of the manufacturer. The product corresponds with a
protective aid of respiratory system classified into FFP2 group.

5) Subject of declaration described in paragraph 4 is in compliance with relevant
harmonization legal standards: The Government Decree No. 21/2001 Col. from 11. February
2003, which determines technical requirements for personal protective aids, as currently
applicable and as subsequently amended by the Government Decree No. 63/20189 Col. from 18.
April 2018 repealing selected Government regulations concerning technical requirements for
products, as currently applicable, which implements the Council Directive No. 89/686/EHS
replaced by European Parliament (EP) and Council Regulation No. (EU) 2016/425 about personal
protective aids. Law No. 22/1997 Col. defining Personal protective aids (PPA), as currently
applicable.

6) Reference to relevant used harmonized norms: EN 149:2001+A1:2009 harmonized norm
Protective aids of respiratory organs. Filtrating half-masks for protection against particles
containing requirements, testing and marking, as currently applicable.

7) Announced subject no. 1024: Occupational Safety Research Institute — ZL, Testing
laboratory accredited by the Czech Accreditation Institute in accordance with CSN EN ISO/IEC
17025:2018, Jeruzalémska 1283/9, 110 00 Praha, Ceska republika, performed EU re-testing and
issued the EU re-testing type no. 1024/E-023/2020 Certificate.

Signed on behalf of:

PARDAM NANOA4FIBERS s. r. 0., Zizkova 2759, 413 01 Roudnice nad Labem.

In Roudnice nad Labem, 8. 7. 2020,..........cuiuiuieiiiii e eeeeee e eeeeeaaas Mgr. Jan Buk, CEO
\ NANO4F| BERS PARDAM Fio Banka, a.s.
DA R DA M NANOA4FIBERS s.r.o. (BIC) SWIFT: FIOBCZPPXXX
ID No.: 25268694 CZK — account no.: 2501552451/2010
VAT No.: CZ25268694 IBAN: CZ 5620100000002501552451
Phone: +420 565 552 610 Headquarters: EUR: account no.: 2801552453/2010
E-mail: breasafe@nano4fibers.com Zizkova 2759 IBAN: CZ3720100000002801552453
www.nano4fibers.com 413 01 Roudnice n/L

Czech Republic
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Occupational Safety Research Institute, v.v.i.
Jeruzalémska 1283/9, 110 52 Praha 1, Czech Republic
Notified Body 1024

EU TYPE-EXAMINATION CERTIFICATE
No. 1024/E-023/2020

This EU type-examination certificate is issued to:

Manufacturer: I?ARDAM NANOA4FIBERS s.r.o.,
Zizkova 2759, 413 01 Roudnice nad Labem, Czech Republic

Identification number: 25268694 VAT: CZ25268694
PPE product: Respirator BreaSAFE

Type: ANTI-COVID-19 / FFP2

It is certified that the manufacturer’s technical file and above mentioned PPE product have been
assessed and found to be in accordance with the essential health and safety requirements of Regulation
(EVU) 2016/425 of the European parliament and of the Council on personal protective equipment, as
recorded in Report N0.1024/2Z-023/2020, which is an integral part of this Certificate.

When examined the model was found to meet all of the relevant requirements of the appropriate
harmonized standard(s):

EN 149:2001+A1:2009 Respiratory protective devices. Filtering half masks to protect against particles.
Requirements, testing, marking (idt. CSN EN 149:2002+A1:2009, CSN EN
149+A1 OPRAVA 1:2018)

The certification was performed according to the certification scheme of Regulation (EU) 2016/425
Module B.

Marking and instructions have been assessed in the Czech language only.
Certificate is valid until 7. 7. 2025.

Notified Body No. 1024:

Praha 1
Czech Republic

Date of Issue: 7. 7. 2020

This certificate was issued in Czech and English versions. Both versions have the same validity.
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Description and picture of the PPE product:

P, S
& rax
-

The patrticle filtering half mask BreaSAFE ANTI-COVID-19 / FFP2 NR provides the protection of the
respiratory system of auser against solid and liquid aerosols in the air in accordance with the
information supplied by the manufacturer.

The product meets the class FFP2 requirements.

The product is classified in category Il and shall only be used in conjunction with conformity assessment
procedure Module C2 within the meaning of Regulation (EU) 2016/425.

Graphical appearance of CE mark. In the event of the involvement of a notified
body in the stage of manufacturing check (category lll, Module C2 or D) its
distinguishing number shall be added to CE mark.

5
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’BP Occupational Safety Research Institute, v.v.i.

U Notified Body 1024
v Jeruzalémska 1283/9, CZ - 110 00 Praha 1

FINAL REPORT ON CERTIFICATION”
No. 1024/27-023/2020

Pages: 7 Copies: 3

Annexes: 0 Copy no.: 1

|. Source data

Name: Respirator BreaSAFE

Type: ANTI-COVID-19 / FFP2

PPE category: [ll. according to Regulation (EU) 2016/425 Annex |

Manufacturer: PARDAM NANO4FIBERS s.r.0., Zizkova 2759, 413 01 Roudnice nad Labem,
Czech Republic

Application: S-454/2020 dated: 19. 5. 2020

Contract: 044/2020 dated: 30. 6. 2020

Certified by: Ing. L. Zavrel

signature

Praha 1
Czech Republic

Date of report issue: 7.7.2020

The product was certified according to Regulation (EU) 2016/425, Module B. The conformity of the
product with the essential requirements of this Regulation was carried out in the form of EU
type examination.

*This Final report has been issued in Czech and English versions. Both versions have the same validity.

Phone Web E-mail Banking contact ID: 00025950
+420 221 015811  www.vubp.cz NB1024@vubp-praha.cz Praha 71336-011/0100 VAT: CZ00025950


tilhon
OS 1024

tilhon
Zavřel


VBP OSRI, V.v.i. Phone: +420 221 015 811
vrU . Notified Body 1024 www.vubp.cz

Jeruzalémska 1283/9, CZ - 110 00 Praha 1 E-mail: NB1024@vubp-praha.cz

[1. Basic information

1. Description of product function and use
The particle filtering half mask BreaSAFE ANTI-COVID-19 / FFP2 NR provides the protection of
the respiratory system of a user against solid and liquid aerosols in the air in accordance with the
information supplied by the manufacturer.

VUBP certificate No. VUBP/024/2020 has already been issued for the respirator. The executor
will use the Test report No. 251/2020 together with the results stated therein.

2. Sample withdrawal

Samples of the BreaSAFE FFP2 NR respirator for laboratory tests were supplied by the manufacturer on
16 April 2020 in the number of 8 pieces and on 21 April 2020 in the number of 6 pieces. The samples
were registered in the Laboratory Register under numbers 2364 - 2370 and 2611 - 2616.

Additional samples of the respirator for laboratory tests were supplied by the manufacturer on 19 May
2020 in the number of 30 pieces and on 19 June 2020 in the number of 20 pieces. The samples were
registered in the Laboratory Register under numbers 4145 - 4174 and 5783 - 5802.

[1l. List of submitted technical documentation
according to Regulation (EU) 2016/425 Annex Il

a) acomplete description of the PPE and of its intended use

b) an assessment of the risks against which the PPE is intended to protect

c) alist of the essential health and safety requirements that are applicable to the PPE

d) design and manufacturing drawings and schemes of the PPE and of its
components, sub-assemblies and circuits

+ |+ |+ [+

e) the descriptions and explanations necessary for the understanding of the drawings
and schemes referred to in point (d) and of the operation of the PPE

o

f) the references of the harmonised standards referred to in Article 14 that have been
applied for the design and manufacture of the PPE. In the event of partial +
application of harmonised standards, the documentation shall specify the parts
which have been applied

g) where harmonised standards have not been applied or have been only partially
applied, descriptions of the other technical specifications that have been applied in 0
order to satisfy the applicable essential health and safety requirements

h) the results of the design calculations, inspections and examinations carried out to
verify the conformity of the PPE with the applicable essential health and safety 0
requirements

i) reports on the tests carried out to verify the conformity of the PPE with the
applicable essential health and safety requirements and, where appropriate, to 0
establish the relevant protection class

j) adescription of the means used by the manufacturer during the production of the 0
PPE to ensure the conformity of the PPE produced with the design specifications

k) a copy of the manufacturer's instructions and information set out in point 1.4 of +
Annex Il

Final report on certification no. 1024/22-023/2020 page 2



VBP OSRI, V.v.i. Phone: +420 221 015 811
vrU . Notified Body 1024 www.vubp.cz

Jeruzalémska 1283/9, CZ - 110 00 Praha 1 E-mail: NB1024@vubp-praha.cz

I) for PPE produced as a single unit to fit an individual user, all the necessary 0
instructions for manufacturing such PPE on the basis of the approved basic model

m) for PPE produced in series where each item is adapted to fit an individual user, a
description of the measures to be taken by the manufacturer during the fitting and 0
production process to ensure that each item of PPE complies with the approved
type and with the applicable essential health and safety requirements

Evaluation: + available, range is satisfactory; = requirement not fulfilled:; 0O not applicable

The submitted technical documentation was found to be complete according to Regulation (EU)
2016/425 ANNEX Il and it has been adequate for the assessment of the conformity with the technical
requirements mentioned in this Regulation.

V. Testing

The tests were performed in accordance with:

EN 149:2001+A1:2009 Respiratory protective devices. Filtering half masks to protect against particles.
Requirements, testing, marking (idt. CSN EN 149:2002+A1:2009, CSN EN 149+A1 OPRAVA 1:2018)

Notice: Report clause numbering is consistent with the above-mentioned standard numbering.

7.3 Visual inspection

Requirement: The visual inspection shall also include the marking and the information supplied by the
manufacturer.

Evaluation: Samples have satisfied the requirement

7.4 Packaging

Requirement: Particle filtering half masks shall be offered for sale packaged in such a way that they are
protected against mechanical damage and contamination before use.

Evaluation: Samples have satisfied the requirement

7.5 Material

Requirement: Materials used shall be suitable to withstand handling and wear over the period for which
the particle filtering half mask is designed to be used. After undergoing the simulated wearing treatment
none of the particle filtering half masks shall have suffered mechanical failure of the facepiece or straps.
After the temperature conditioning or the simulated wearing treatment the particle filtering half mask
shall not collapse. Any material from the filter media released by the air flow through the filter shall not
constitute a hazard or nuisance for the wearer.

Evaluation: Samples have satisfied the requirement

7.6 Cleaning and disinfecting
not applicable

7.7 Practical performance

Requirement: The particle filtering half mask shall undergo practical performance tests under realistic
conditions.

Discovered: During practical tests no noticeable failures were found.

Evaluation: Samples have satisfied the requirement

7.8 Finish of parts

Requirement: Parts of the device likely to come into contact with the wearer shall have no sharp edges
or burrs.

Evaluation: Samples have satisfied the requirement

7.9 Leakage

Final report on certification no. 1024/22-023/2020 page 3



VBP OSRI, V.v.i. Phone: +420 221 015 811
vrU . Notified Body 1024 www.vubp.cz

Jeruzalémska 1283/9, CZ - 110 00 Praha 1 E-mail: NB1024@vubp-praha.cz

7.9.1 Total inward leakage

Requirement: The laboratory tests shall indicate that the particle filtering half mask can be used by the
wearer to protect with high probability against the potential hazard to be expected. The total inward leak-
age consists of three components: face seal leakage, exhalation valve leakage (if exhalation valve fitted)
and filter penetration. For particle filtering half masks at least 46 out of the 50 individual exercise results
for total inward leakage shall not be greater than 11 % for class FFP2 and, in addition, at least 8 out of
the 10 individual wearer arithmetic means for the total inward leakage shall not be greater than 8 % for
class FFP2.

Discovered:
bi | diti exercises
test subject [ sample |condition a) b) C) d) e) mean
1 JH 5787 AR 2,191 1,985 1,636 2,348 3,007 2,234
2 JP 5786 AR 0,697 0,861 0,960 1,532 0,733 0,957
3 LZ 5785 AR 6,199 6,920 6,769 7,451 6,678 6,803
4 RN 5783 AR 10,233 9,913 7,629 15,602 12,946 11,265
5 PM 5784 AR 3,418 6,375 4,683 3,151 2,302 3,986
6 MDo 5788 TC 13,244 8,918 11,718 10,588 7,578 10,409
7 JS 5794 TC 3,643 4,276 2,181 3,003 3,517 3,324
8 MBu 5795 TC 3,626 3,382 3,156 3,041 2,696 3,180
9 VM 5792 TC 5,122 8,568 5,097 2,772 5,221 5,356
10 MN 5793 TC 1,538 1,480 0,812 2,816 0,287 1,386
mean 4,991 5,268 4,464 5,230 4,496 4,890
Exercises: a) walk only
b) head side to side AR As received
c) head up and down TC Temperature conditioned
d) reciting an alphabet
e) walk only

Facial dimensions of test subjects

test subject face length | face width | face depth | mouth width
mm mm mm mm
1 JH 133 165 135 58
2 JP 127 128 138 44
3 LZ 109 132 131 50
4 RN 117 133 134 54
5 PM 113 129 145 55
6 MDo 110 140 104 58
7 JS 118 145 135 59
8 VM 109 126 116 48
9 MBu 113 118 112 51
10 MN 126 133 143 58

Evaluation: Samples have satisfied the requirement

7.9.2 Penetration of filter material

Requirement: The penetration of sodium chloride aerosol shall not exceed for class FFP2 the value of
6 %.

Discovered:

Initial penetration of sodium chloride aerosol

Final report on certification no. 1024/22-023/2020 page 4
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sample condition penetration %
2364 AR 5,33
2365 AR 5,16
2366 AR 5,24
4158 MS+TC 3,77
4159 MS+TC 3,63
4160 MS+TC 3,68
4155 SW 5,05
4156 SW 4,35
4157 SW 5,73
Notice: AR - As received

MS - Mechanical strength
TC - Temperature conditioned
SW - Simulated wearing treatment

The highest measured value of penetration of sodium chloride aerosol

sample condition penetration % time of the hi_ghe_st measured value
in minutes
4158 MS+TC 3,77 3
4159 MS+TC 3,63 3
4160 MS+TC 3,68 3

Requirement: The penetration of paraffin oil aerosol shall not exceed for class FFP2 the value of 6 %.

Discovered:
Initial penetration of paraffin oil aerosol

sample condition penetration %
2367 AR 1,9
2368 AR 2,3
2369 AR 2,1
4145 MS+TC 3,0
4146 MS+TC 2,6
4147 MS+TC 2,7
4157 SW 2,7
4158 SW 4,8
4159 SW 5,4

Penetration of paraffin oil aerosol after exposition of 120 mg oil

sample condition penetration %
4145 MS+TC 4,0
4146 MS+TC 3,5
4147 MS+TC 3,6

Evaluation: Samples have satisfied the requirement

7.10 Compatibility with skin

Requirement: Materials that may come into contact with the wearer's skin shall not be known to be likely
to cause irritation or any other adverse effect to health.

Discovered: The manufacturer submitted the declaration of product effect to health.

Evaluation: Samples have satisfied the requirement
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7.11 Flammability

Requirement: The material used shall not present a danger for the wearer and shall not be of highly
flammable nature. When tested, the particle filtering half mask shall not burn or not to continue to burn
for more than 5 s after removal from the flame.

Discovered: None materials of half mask burn, glow or drip. After passing through the flame, no part of
half mask continues to burn, only the surface melts slightly.

Evaluation: Samples have satisfied the requirement

7.12 Carbon dioxide content of the inhalation air
Requirement: The carbon dioxide content of the inhalation air shall not exceed an average of 1 % (by

volume).
Discovered:
sample condition COz concentration % vol.
2611 AR 0,38
2612 AR 0,44
2613 AR 0,42
mean 0,41

Evaluation: Samples have satisfied the requirement

7.13 Head harness

Requirement: The head harness shall be designed so that the particle filtering half mask can be donned
and removed easily. The head harness shall be adjustable or self-adjusting and shall be sufficiently ro-
bust to hold the patrticle filtering half mask firmly in position and be capable of maintaining total inward
leakage requirements for the device.

Discovered:

Evaluation: Samples have satisfied the requirement

7.14 Field of vision

Requirement: The field of vision is acceptable if determined so in practical performance tests.
Discovered:

Evaluation: Samples have satisfied the requirement

7.15 Exhalation valve(s)
Not applicable.

7.16 Breathing resistance
Requirement: The inhalation resistance for class FFP2 shall not exceed 70 Pa at flow of 30 I/min and
240 Pa at flow of 95 I/min.

Inhalation resistance

Discovered:
| diti resistance Pa
sampie condrtion at 30 I/min at 95 1/min
4154 SwW 37 121
4155 SW 37 137
4156 SwW 39 115
4151 TC 33 116
4152 TC 33 117
4153 TC 35 131
2364 AR 57 150
2365 AR 65 151
2366 AR 57 155
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Requirement: The exhalation resistance for class FFP2 shall not exceed 300 Pa at flow of 160 I/min.
Exhalation resistance

Discovered:
position
samplejcondition| ahead down up left right
Pa Pa Pa Pa Pa

4154 SW 227 225 227 225 223
4155 SW 267 267 267 265 262
4156 SW 220 220 224 220 220
4151 TC 206 200 205 203 204
4152 TC 208 202 207 205 207
4153 TC 216 209 215 213 214
2364 AR 260 260 262 262 260
2365 AR 256 255 259 250 252
2366 AR 278 276 280 271 272

Evaluation: Samples have satisfied the requirement

7.17 Clogging
Not applicable

7.18 Demountable parts
Not applicable

V. Conformity assessment to the essential requirements

The conformity of the product with all relevant essential health and safety requirements mentioned in
Regulation (EU) 2016/425 ANNEX II, has been assessed during EU type examination.

The examination of the manufacturer's technical file, the tests and the evaluations have shown that the
submitted model has been designed and manufactured

in accordance with the essential requirements of Regulation (EU) 2016/425,
on personal protective equipment,

the following harmonized standards have been used during the assessment: EN 149+A1.

VI. List of documents necessary for The Final report elaboration

1. Regulation (EU) 2016/425 of the European Parliament and of the Council on personal protective
equipment and repealing Council Directive 89/686/EEC

Application for EU-type examination no. S-454/2020 dated 19. 5. 2020
Contract about EU-type examination no. 044/2020 dated 30. 6. 2020
Test report no. 251/2020 dated 24. 4. 2020

Test report no. 510/2020 dated 22. 6. 2020

Test report no. 545/2020 dated 2. 7. 2020

Technical documentation, declaration of manufacturer

EN 149:2001+A1:2009 Respiratory protective devices. Filtering half masks to protect against partic-
les. Requirements, testing, marking (idt. CSN EN 149:2002+A1:2009, CSN EN 149+A1 OPRAVA
1:2018)
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