&Y BTUIndustries

EU DECLARATION OF CONFORMITY

Issued according to Annex IX
to the Regulation (EU) 2016/425
on personal protective equipment as amended

Manufacturer: Authorised representative:

BTL Industries Ltd. BTL ITALIA S.r.l.

161 Cleveland Way Via Delle Rimembranze, 10 (Linate)
Stevenage 20068, Peschiera Borromeo (MI)
Hertfordshire SG1 6BU Italy

United Kingdom

The BTL Industries Ltd. issues this Declaration of Conformity under its sole responsibility and
herewith declares that the product

Product Description: Personal protective equipment against substances and mixtures
which are hazardous to health and harmful biological agents

Product Name: BTL Respirator
Product Model(s) C-FIT Healthcare Respirator
Risk Category: Category llI

According to Annex | of Regulation (EU) 2016/425

is in conformity with requirements of the Regulation (EU) 2016/425 personal protective
equipment as amended and with requirements of below listed standards:

EN 149 + A1 2009 Res.piratory_protectlve .dewces - F|I'ter|ng hglf masks to protect
against particles - Requirements, testing, marking.

Notified Body Vyzkumny Ustav bezpecnosti prace, performed the EU type-examination
(Module B) of above mentioned PPE and issued the EU type-examination certificate No.:
1024/E-079/2020

the above mentioned PPE is subject to the conformity assessment procedure - conformity to
type based on internal production control plus supervised product checks at random intervals
(Module C2) under surveillance of the Notified Body: Vyzkumny Ustav bezpe&nosti prace, v. v. i,

and bears the CE mark:
c €1024

Date of Issue: 01/01/2021 Signature on behalf of
Place of Issue: Stevenage BTL Industries Ltd.

BTL Industries Lignited
161 Clevelsnd Way
Steyen i
sG1l1-68B rtfordshire

7/ United Kingdom
Jakub Machalek
Regulatory Affairs Manager




@&v BTLU Industries

EU DECLARATION OF CONFORMITY

Issued according to Annex IX
to the Regulation (EU) 2016/425
on personal protective equipment as amended

Manufacturer: Authorised representative:

BTL Industries Ltd. BTL ITALIA S.r.l.

161 Cleveland Way Via Delle Rimembranze, 10 (Linate)
Stevenage 20068, Peschiera Borromeo (M)
Hertfordshire SG1 6BU Italy

United Kingdom

The BTL Industries Ltd. issues this Declaration of Conformity under its sole responsibility and
herewith declares that the product

Product Description: Personal protective equipment against substances and mixtures
which are hazardous to health and harmful biological agents

Product Name: BTL Respirator
Product Model(s) FLAT-FIT Healthcare Respirator
Risk Category: Category lli

According to Annex | of Regulation (EU) 2016/425

is in conformity with requirements of the Regulation (EU) 2016/425 personal protective
equipment as amended and with requirements of below listed standards:

EN 149 + A1 - 2009 Res'plratory. protective .dewces - Fllltenng hglf masks to protect
against particles - Requirements, testing, marking.

Notified Body number 1024, Vyzkumny uUstav bezpeénosti prace, v. v. i, Jeruzalémska 1283/9,
110 00 Praha 1 — Nové Mésto, Czechia, performed the EU type-examination (Module B) of
above mentioned PPE and issued the EU type-examination certificate No.: 1024/E-
058/2020

the above mentioned PPE is subject to the conformity assessment procedure - conformity to
type based on internal production control plus supervised product checks at random intervals
(Module C2) under surveillance of the Notified Body number 1024, Vyzkumny ustav bezpecnosti
prace, v. v. i, Jeruzalémska 1283/9,

110 00 Praha 1 — Nové Mésto, Czechia and bears the CE mark:

(e

Date of Issue: 01/01/2021 Signature on behalf of
Place of Issue: Stevenage BTL Industries Ltd.
BTL Industries Limited
161 Cleveland Wy
Stevegna
SG1 68 —Astrire
/Umted Kingdom
Jakub Machalek
Regulatory Affairs Manager
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% Occupational Safety Research Institute, v.v.i. E
;‘ Jeruzalémska 1283/9, 110 52 Praha 1, Czech Republic %
U:m Notified Body 1024 %
P BP
vied
E EU TYPE-EXAMINATION CERTIFICATE ;5
= No. 1024/E-058/2020 =

1
L

LT
UL

This EU type-examination certificate is issued to:

—
g Manufacturer: BTL Industries, Ltd. —
% 161 Cleveland Way Stevenage, :;
% SG1 6BU Hertfordshire, United Kingdom E
5 Identification number: 826 %
5 =
=

5 PPE product: BTL Respirator ﬁ

Type: FLAT-FIT Healthcare Respirator

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
(EU) 2016/425 of the European parliament and of the Council on personal protective equipment, as
recorded in Report No.1024/22-052/2020, 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): '

LMUAUAUIAU

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)
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|

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 23. 7. 2025.
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= For and on behalf of Occupational Safety Research Institute 'é
= Notified Body No. 1024: =)
= -
= —J
= =

Date of Issue: 23. 7. 2020

This certificate was issued in Czech and English versions. Both versions have the same validity.
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% ' B EU TYPE-EXAMINATION CERTIFICATE No. 1024/E-058/2020 E
L| |
= 5
5 - , =
5 Description and picture of the PPE product: =
=
5 =
5 o S N =
2 | = -
‘% n " Z %
5 2 5
H:é [ . = .:..
| OO AIoTEs Realilate B M A S ROt %
:” ‘V‘--«"‘\a‘ Y .: Rl .—:‘ ' ...' ; ‘.‘-."A
.%’ 'O*ic' 5
= =
2 o 2
%Ji * -C:" [:]‘
5 o =
= 2 —]|
% :“. [j
“:I fi':' L_‘_
J_:[:“ :‘:‘f‘ %
= i =
5 S
1= =
=
= :
= 5
= =
5 The particle filtering half mask BTL FLAT-FIT Healthcare Respirator FFP2 NR provides the protection é
e of the respiratory system of a user against solid and liquid aerosols in the air in accordance with the =
5 information supplied by the manufacturer. 5‘
é The product meets the class FFP2 requirements. é
—]
35 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. 5
| =
= 5
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- Graphical appearance of CE mark. In the event of the involvement of a notified %
5 body in the stage of manufacturing check (category Ill, Module C2 or D) its 5
“% distinguishing number shall be added to CE mark. Q_\
= =
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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-079/2020

This EU type-examination certificate Is issued to:

Manufacturer: BTL Industries, Ltd.
161 Cleveland Way Stevenage,
SG1 6BU Hertfordshire, Velka Britanie

Identification number: 826
PPE product: BTL Respirator

Type: C-FIT Healthcare Respirator

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
(EU) 2016/425 of the European parliament and of the Council on personal protective equipment and
repealing Council Directive 89/686/EEC, as recorded in Report No.1024/77-070/2020, 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 English language only.

Certificate is valid until 1. 10. 2025.

For and on behalf of Occupational Safety Resear HELbe

Notified Body No. 1024: O L e

¥ Jeruzakémsha 12835 ; / ! /
Date of Issue: 1. 10. 2020 = /
,-;_::--- N L é—
Pgﬁjm Tilion, Ph'D—LL.M.
-
This ceriificate was issued in Czech and English versions. Both versions have the same validity.
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EU TYPE-EXAMINATION CERTIFICATE No. 1024/E-079/2020

Description and picture of the PPE product:

e ——
""\> T =
G4 .
SO
(-FIT Healthcare Respiratof; =
CE 1024 =
FEP2 MR, EN1459+A1 2009 = \
Eﬂynw L., UK = 1

The particle filtering half mask C-FIT Healthcare Respirator 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.
The product meets the class FFP2 requirements.

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

E

Graphical appearance of CE mark. In the event of the invalvement 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.
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&Y BTLIndustries

EU PROHLASENI O SHODE

. ) Vystaveno podile pfilohy IX
NARIZENI EVROPSKEHO PARLAMENTU A RADY (EU) 2016/425
o osobnich ochrannych prostredcich v plathém znéni

Vyrobce: BTL Industries Ltd.
161 Cleveland Way
Stevenage
Hertfordshire SG1 6BU
United Kingdom

BTL Industries Ltd. vystavuje toto prohlaseni o shodé na svou vlastni odpovédnost a timto
prohladuje, Ze produkt

Popis produktu: Osobni ochranny prostiedek proti latkam a smésim, které jsou
nebezpecné pro zdravi a proti Skodlivym biologickym &initelim

Nazev produktu: BTL Respirator
Nazev modelu((l) FLAT-FIT Healthcare Respirator
Kategorie rizika: Kategorie Ul

Dle Piilohy | Nafizeni EP a Rady (EU) 2016/425

je v souladu s pozadavky Nafizeni Evropského parlamentu a Rady (EU) 2016/425 a s
poZadavky niZze uvedenych norem:

. Respiratory protective devices - Filtering half masks to protect
EN 149+ A1:2009 against particles - Requirements, testing, marking.

Posouzeni shody provedla notifikovana osoba: Vyzkumny ustav bezpeénosti prace, v. v. i,
postupem EU pfezkouseni typu (modul B) podle pfilohy V, vySe zminéného OOP a vystavila
certifikat EU prezkouseni typu ¢islo: 1024/E-058/2020

vySe zminéné OOP je déle pfedmétem postupu posouzeni shody s typem zaloZené na internim
fizeni vyroby spolu s kontrolami vyrobkil pod dohledem v nahodné zvolenych intervalech (modul
C2) podle pfilohy VI, tento dohled provadi notifikovana osoba: Vyzkumny Gstav bezpegnosti
préce, v. v. i a proto vyrobek nese oznadeni:

C€..

Datum vydani: 09/10/2020 Podpis odpovédné osoby za
Misto vydani: Stevenage BTL Industries Ltd.

TL Industpies Limited
161 Clevé% Way

Stovenage |

Head ﬁﬁm”e



&Y BTLIndustries

EU PROHLASENI O SHODE

. ) Vystaveno podle pfilohy IX
NARIZENI EVROPSKEHO PARLAMENTU A RADY (EU) 2016/425
o osobnich ochrannych prostredcich v plathném znéni

Viyrobce: BTL Industries Ltd.
161 Cleveland Way
Stevenage
Hertfordshire SG1 6BU
United Kingdom

BTL Industries Ltd. vystavuje toto prohlaSeni o shodé& na svou viastni odpovédnost a timto
prohladuje, Ze produkt

Popis produktu: Osobni ochranny prostiedek proti latkam a smésim, které jsou
nebezpe&né pro zdravi a proti Skodlivym biologickym éinitelim

Nazev produktu: BTL Respirator
Nazev modelu(() C-FIT Healthcare Respirator
Kategorie rizika: Kategorie lll

Dle Pfilohy | Nafizeni EP a Rady (EU) 2016/425

je v souladu s pozZadavky Nafizeni Evropského parlamentu a Rady (EU) 2016/425 a s
pozadavky nize uvedenych norem:

. Respiratory protective devices - Filtering half masks to protect
ENFISO E41 - 2008 against particles - Requirements, testing, marking.

Posouzeni shody provedla notifikovana osoba: Vyzkumny Ustav bezpe&nosti prace, v. v. i,
postupem EU pfezkou&eni typu (modul B) podle pfilohy V, vyse zminéného OOP a vystavila
certifikat EU pirezkous$eni typu dislo: 1024/E-079/2020

vyse zminéné OOP je dale pfedmétem postupu posouzeni shody s typem zaloZené na internim
fizeni vyroby spolu s kontrolami vyrobkii pod dohledem v nahodné zvolenych intervalech (modul
C2) podle pfilohy VII, tento dohled provadi notifikovana osoba: Vyzkumny tstav bezpe&nosti
prace, v. v. i a proto vyrobek nese ozna&eni:

C€..

Datum vydani: 13/10/2020 Podpis odpovédné osoby za
Misto vydani: Stevenage BTL Industries Ltd.

/BTL Ind\stiies Limited
/| 16\ Clevetarid Way

| Stevenage ~
“SGI-6BU Hertfordshire ~

LidbdefndzRdom
Head of Regulatory Affairs
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5 Vyzkumny ustav bezpecénosti prace, v.v.i =
= Jeruzalémska 1283/9, 110 00 Praha 1 =
@ Oznameny subjekt ¢. 1024 — Notified Body 1024 EE‘
= =
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- CERTIFIKAT EU PREZKOUSENI TYPU =
= =
= c. 1024/E-058/2020 5
= vyrobci: BTL Industries, Ltd. =
=] 161 Cleveland Way Stevenage, 5
= SG1 6BU Hertfordshire, Velka Britanie =
—| =
= 2
=) ; e ol =
‘53 identifikacni Cislo: 826 =
5 , . 5
[5] na vyrobek: BTL Respirator =
5 =
:}Ji typ: FLAT-FIT Healthcare Respirator %‘
= =
= =
‘-_‘j Certifikaci bylo potvrzeno, Ze vy$e uvedeny osobni ochranny prostiedek, véetné prislusné technické =
= dokumentace, je v souladu s pfislusnymi zakladnimi poZzadavky na ochranu zdravi a bezpec¢nost =
L;J j\
= uvedenymi v nafizeni Evropského parlamentu a Rady (EU) 2016/425 o osobnich ochrannych C
= prostfedcich a o zruSeni smérnice Rady 89/686/EHS, jak je uvedeno v zavérecné zpravé o certifikaci \:‘
= €. 1024/27-052/2020, ktera je nedilnou souc¢asti tohoto certifikatu. %
= =
‘g Pro posouzeni shody byly pouzZity tyto harmonizované normy/specifikace: %
1=

ii CSN EN 149:2002 +A1:2009 Ochranné prostfedky dychacich organt. Filtraéni polomasky ‘é
5 CSN EN 149+A1 OPRAVA 1:2018  k ochrané proti &asticim. PoZadavky, zkou$eni a znageni (idt. EN =
5 149:2001+A1:2009) =
: =
% Certifikace byla provedena podle certifikaéniho schématu nafizeni (EU) 2016/425 modul B. Fg
E =
= Znaceni a navod na pouzivani byl posuzovan pouze v éeském jazyce. :5
=] e , -y =
5 Tento certifikat je platny do 23. 7. 2025. 2
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= Jménem Vyzkumného ustavu bezpe&nosti prace, v. v. i. ‘, %
= ozndmeného subjektu 1024 \ a =
=] \ =
[ X =
= =
5 5
2 > |
= 5
= / ’ =
@ V Praze dne 23. 7. 2020 / ” " 5
S =
2 Ing. Jifi Tilhdh, Ph.D. =
= =
{111 g g g g g g g 8 0
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Certifikat EU prezkouseni typu ¢.1024/E-058/2020
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Popis a zobrazeni certifikovaného osobniho ochranného prostredku
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= Filtracni polomaska proti ¢asticim BTL FLAT-FIT Healthcare Respirator FFP2 NR slouZi k ochrané —
% dychacich organl uzivatele proti pevnym a kapalnym aerosoliim podle nadvodu vyrobce. %
= =

Vyrobek splfiuje pozadavky pro zafazeni do tfidy FFP2.
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3 Vyrobek je zafazen do kategorie Ill, a proto musi byt pouzivan pouze ve spojeni s kontrolami podle E
‘: modulu C2 ve smyslu nafizeni (EU) 2016/425. =
2
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5 Vzor oznaéeni CE. V pfipadé uéasti ozndmeného subjektu v etapé kontroly =
= vyroby (kategorie Ill, modul C2 nebo D), musi byt za ozna¢enim CE pfipojeno EJ
= identifikagni &islo tohoto subjektu. EWJ
5 =
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Vyzkumny ustav bezpecnosti prace, v.v.i

Jeruzalemska 1283/9, 110 00 Praha 1
Oznameny subjekt ¢. 1024 — Notified Body 1024

vydava
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CERTIFIKAT EU PREZKOUSENI TYPU
¢. 1024/E-079/2020

vyrobci: BTL Industries, Ltd.
161 Cleveland Way Stevenage,
S5G1 6BU Hertfordshire, Velka Britanie

UL

identifikacni Cislo: 826
na vyrobek: BTL Respirator

typ: C-FIT Healthcare Respirator

prostredclch a o zruSeni smémice Rady B9/686/EHS, jak je uvedeno v zavéretné zpravé o certifikaci
£. 1024/77-070/2020, ktera je nedilnou soucasti tohoto certifikatu.

Pro posouzeni shody byly pouZity tyto harmonizované normy/specifikace:

CSN EN 149:2002 +A1:2009 Ochranné prostiedky dychacich organd. Filtracni polomasky
CSN EN 149+A1 OPRAVA 1:2018 Kk ochrané proti casticim. PoZadavky, zkouseni a znaceni (idt. EN
149:2001+A1:2009)

Certifikace byla provedena podle cerifikacniho schematu nafizeni (EU) 2016/425 modul B.

Znaceni a navod na pouzivani byl posuzovan pouze v anglickém jazyce.

Tento certifikat je platny do 1. 10. 2025.

Jménem Vyzkumného ustavu bezpeénosti prace, v. v. L
oznameného subjektu 1024

V Praze dne 1. 10. 2020

.-.___.-

Certifikaci bylo potvrzeno, Ze vy5e uvedeny osobni ochranny prostiedek, vietné prislusné technicke
dokumentace, je v souladu s pfisludnymi zakladnimi poZadavky na ochranu zdravi a bezpeénost
uvedenymi v nafizeni Evropského parlamentu a Rady (EU) 2016/425 o osobnich ochrannych

| Jirl Tllhon F’h[} LLM
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C-FIT Healthcara Raspiratof, :_
CE 1024 =
FFPZ ME, EN199+41 2008 =

BiL Industries Lid.. LK ~4

{0 0 g A )
Certifikat EU plezkouSeni typu ¢.1024/E-079/2020
Paopis a zobrazeni certifikovangho osobniho ochrannégho prostredku

Filtratni polomaska proti ¢asticim C-FIT Healthcare Respirator FFP2 NR slouzZi k ochrané dychacich
organu uZivatele proti pevnym a kapalnym aerosolim podle navodu vyrobce.

Vyrobek splfiuje poZadavky pro zarfazeni do tfidy FFPZ2.

Vyrobek je zarazen do kategone lll, a proto musi byt pouZivan pouze ve spojeni s kontrolami podle
modulu C2 ve smyslu nafizeni (EU) 2016/425.

Vzor oznaceni CE. V pfipadé uéasti oznameného subjektu v etapé kontroly
wyroby (kategone lll, modul C2 nebo D), musi byt za oznacenim CE pfipojeno
identifikaéni éislo tohoto subjekiu.
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