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dle zakona 268/2014 Sh., o zdravotnickych prostredcich
ve spojeni s narizenim vlady ¢. 54/2015 Sh., o techni-
ckych pozadavcich na zdravotnické prostredky,

v souladu se zakonem ¢. 22/1997 Sh., o technickych
pozadavcich na vyrobky a smérnice Rady 93/42/EHS,

o zdravotnickych prostredcich.

informace o vyrobci:

Vyrobce: SAFETY NANO PROTECT sr.o.
Sidlo: Pincova 2970/11, Severni Terasa,
400 N Usti nad Labem

Informace o vyrobku:
Nazev: OCHRANNA NANO ROUSKA
SAFETY NANO PROTECT 2.0

Urceny ucel pouziti: Urcenym ucelem rousky Safety
Nano Protect 2.0 je snizeni rizika prenosu infekce
zejmeéna z uzivatele na okoli.

Trida zdravotnického prostredku: | (nesterilni, nemerici
funkce)

Vyrobce prohlasuije, ze vlastnosti vySe uvedeného
zdravotnického prostredku spliuji vsechny pozadavky
stanovené zakonem X¢. 268/2014 Sb., narizenim vlady
54/2015 Sh. a smérnici 93/42/€EHS, a Ze je tento
zdravotnicky prostiedek pro urceny ucel pouziti
bezpecny, ucinny a vhodny pro poskytovani zdravotni
péce. Vyrobce dale prohlasuie, ze prijal opatreni,
kterymi zabezpecuje shodu zdravotnického prostredku
uvadéneho na trh se zakladnimi pozadavky

a technickou dokumentaci vyrobce.
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in accordance with Act No. 268/2014 Coll., on medical
devices, in connection with Government Regulation No.
54/2015 Coll., on technical requirements for medical
devices, in accordance with Act No. 22/1997 Coll.,

on technical requirements for products and Council
Directive 93/42/€EC on medical devices.

Manufacturer information:

Manufacturer: SAFETY NANO PROTECT svr.o.
Registered office: Pincova 2970/11, Severni Terasa,
400 N Usti nad Labem

Product information:
Title: PROTECTIVE NANO MASK
SAFETY NANO PROTECT 2.0

Intended use: The intended purpose of the Safety
Nano Protect 2.0 face mask is to reduce the risk
of transmission of infection, particularly from

the user to the surroundings.

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

The manufacturer declares that the properties of the
above medical device fulfil all the requirements laid
down in Act No. 268/2014 Coll., Government
Regulation 54/2015 Coll. and Directive 93/42/EEC,

and that the medical device is safe for the intended
purpose, effective and appropriate for the provision

of healthcare. The manufacturer further declares that
he has taken measures to ensure compliance of the
medical device placed on the market with the essential
requirements and the m
documentation.
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