CE.

PROHLASENI O SHODE
DECLARATION OF CONFORMITY

Dle Nafizeni (EU) 2016/425 o osobnich ochrannych pro-
stfedich, a dale dle zakona 268/2014 Sb., o zdravotnickych
prostfedcich, ve spojeni s nafizenim vlady ¢. 54/2015 Sb.,
o technickych pozadavcich na zdravotnické prostredky,

v souladu se zdkonem ¢. 22/1997 Sb., o technickych po-
Zadavcich na vyrobky a smérnice Rady 93/42/EHS, o zdra-
votnickych prostredcich.

< Informace o vyrobci:

Vyrobce:
Cool Agency s.r.o.

Sidlo:
Konévova 2660/141, Praha 3 — Zizkov,
130 00, Ceska republika

< Identifika¢ni udaje o vyrobku:

Nazev:
Respirator FFP2 Premium (5 vrstev) bez ventilu
typ: PRM 2403

Urceny ucel pouziti:

Urcenym Ucelem je zakryti Ust a nosu uzivate-
le, aby se minimalizoval primy prenos infekénich
Castic mezi uzivatelem a osobami v jeho oko-
li (vCetné pacientl). Respirator dale slouzi i k
ochrané uzivatele filtraci vdechovaného vzduchu
s celkovou ucinnosti prevysujici 95 %

Typ: FFP2 NR
Trida zdravotnického prostredku:
I (nesterilni, nemérici funkce)

Prostfedek Respirator FFP2 Premium je ve shodé s normou EN
14683+AC:2019 a EN 149:2001+A1:20009.

Oznameny subjekt VUBP (¢. 1024) se sidlem: Jeruzalémska 1283, Praha,
11000 provedl EU prezkouseni typu (modul B) a vydal certifikdt EU prezkou-
Seni typu 1024/E-065/2020.

Respirator FFP2 Premium podléha postupu posuzovani shody dle modulu
C2 (shoda s typem zaloZena na internim fizeni vyroby spolu s kontrolami
vyrobkud pod dohledem v ndhodné zvolenych intervalech.

Vyrobce prohlasuje, Ze vlastnosti vyse uvedeného prostiedku spliuji vsech-
ny pozadavky stanovené normou CSN EN 149+A1:2009 a Nafizenim (EU)
2016/425 a dale zdkonem ¢. 268/2014 Sb., nafizenim vlady 54/2015 Sb. a
smérnici 93/42/EHS, a ze je tento prostiedek pro uré¢eny ucel pouziti bezpec-
ny a ucinny. Vyrobce dale prohlasuje, ze prijal opatfeni, kterymi zabezpecuje
shodu prostfedku uvadéného na trh se zakladnimi pozadavky a technickou
dokumentaci vyrobce.

Toto prohlaseni o shodeé se vydava na vyhradni odpovédnost vyrobce.

V Praze / In Prague 13.8.2020

in accordance with Regulation (EU) 2016/425 on personal
protective equipment, Act No. 268/2014 Coll.,, on medical
devices, in connection with Government Regulation

No. 54/2015 Coll,, on technical requirements for medi-
cal devices, in accordance with Act No. 22/1997 Coll,, on
technical requirements for products and Council Directive
93/42/EEC on medical devices.

= Manufacturer Information:

Manufacturer:
Cool Agency s.r.o.

Registered office:
Konévova 2660/141, Praha 3 = Zizkov,
130 00, Czech Republic

< Product Identification Data:

Title:
Respirator FFP2 Premium (5 layers) without valve
type: PRM 2403

Intended use:

The intended purpose is to cover the user’'s mouth
and nose to minimize the direct transmission of in-
fectious particulates between the user and persons
around him (including patients). The respirator also
serves to protect the user by filtering the inhaled air
with an overall efficiency exceeding 95%.

Type: FFP2 NR

Class of medical device:

| (non-sterile, non-measuring function)

The Respirator FFP2 Premium is in accordance with EN 14683 +
AC:2019 and EN 149:2001 + A1:20009.

The notified body VUBP, Jeruzalémska 1283, Praha, 11000 (Nr. 1024) perfor-
med the EU type-examination (Module B) and issued the EU type-examina-
tion certificate 1024/E-065/2020.

Respirator FFP2 Premium is subject to the conformity assessment procedure
accorgding to Module C2 (conformity to type based on internal production
control plus supervised product checks at random intervals).

The manufacturer declares that the properties of the above device fulfil all the
requirements laid down in standard EN 149:2001+A1:2009 and Regulation
(EU) 2016/425, in Act No. 268/2014 Coll., Government Regulation 54/2015
Coll. and Directive 93/42/EEC, and that the medical device is safe and effec-
tive for the intended purpose. The manufacturer further declares that he has
taken measures to ensure compliance of the device placed on the market with
the essential requirements and the manufacturer’s technical documentation.

This declaration of conformity is issued under the sole responsibility
of the manufacturer.

Josef Benes
Jednatel spole¢nosti/Managing Director Cool Agency s.r.o.



