DAMAY

MEDICAL

CeE.

PROHLASENI O SHODE
DECLARATION OF CONFORMITY

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

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

Informace o vyrobci:

Vyrobce:
DAMA TRADE, s.r.0.

Sidlo:
Dubova 642/15, 637 00 Brno, Ceska republika

|dentifikacni Gdaje o vyrobku:

Nazev:
RESPIRATOR DAMA FFP2
typ: DAMA FFP2

UrCeny Ucel pouziti:

Urcenym Gcelem je zakryti Ust a nosu uzivate
le, aby se minimalizoval pfimy prenos infek¢nich
castic mezi uZivatelem a osobami v jeho oko
Ii (vCetné pacientt). Respirator dale slouzi i k
ochrané uzivatele filtraci vdechovaného vzduchu
s celkovou Gc¢innosti prevysujici 95 %.

Typ: FFP2
Trida zdravotnického prostredku:
| (nesterilni, neméfici funkce)

Prostredek Respirator DAMA FFP2 je ve shodé s normou
EN 14683+AC:2019 a EN 149:2001+A1:2009.

Vyrobce prohlasuje, Ze vlastnosti vySe uvedeného prostredku spliuji vSech
ny pozadavky stanovené normou CSN EN 149+A1:2009 a Nafizenim (EU)
2016/425 a dale zédkonem €. 268/2014 Sb., nafizenim vlady 54/2015
Sb. a smérnici 93/42/EHS, a Ze je tento prostfedek pro urceny Ucel pouZiti
bezpecny a Ucinny. Vyrobce déle prohlasuje, Ze prijal opatrent, kterymi zabe-
zpeCuje shodu prostfedku uvadéného na trh se zakladnimi pozadavky a
technickou dokumentaci vyrobce.

Toto prohlaseni o shodé se vydava na vyhradni odpovédnost vyrobce.

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:
DAMA TRADE, s.r.o.

Registered office
Dubova 642/15, 637 00 Brno, Ceska republika

Product Identification Data:

Title:
RESPIRATOR DAMA FFP2
type: DAMA FFP2

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
Class of medical device:
| (non-sterile, non-measuring function)

The Respirator DAMA FFP2 is in accordance with
EN 14683+AC:2019 a EN 149:2001+A1:2009.

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
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.
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Jednatel spole¢nosti/ CEO of DAMA TRADE s.r.o.

www.damatrade.cz



