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timto potvrzujeme, ze u zdravotnického prostredku
|ékarsky respirdator bez vydechového ventilu nesterilni

s obchodnim ndzvem
Respirator EU-MADE FFP2 NR
Zdakladni UDI-DI: 859405345540403SB

bylo provedeno kompletni posouzeni shody jejich
vlastnosti s pozadavky na bezpecnost vyrobkd
stanovenymi zakonem a technickymi pozadavky.

Prohlasujeme,

ze vySe uvedeny zdravotnicky prostredek spliuje zakladni
pozadavky stanovené Smérnici Rady ES o zdravotnickych
prosttedcich 93/42/EHS ve znéni pozdéjSich predpist
a zdkona €. 268/2014 Sb. o zdravotnickych prostredcich
a natizenim vliady NV 54/2015 Sb., kterymi se stanovi
technické pozadavky. Zdravotnicky prostfedek je pro
jeho urceny Ucel pouziti vhodny, bezpecny a ucinny.

Postup prokazovdani shody:
Dle Prilohy VII, Smérnice 93/42/EEC
ve znéni pozdéjsich predpisU.

Klasifikace:
V souladu s ¢ldnkem 9 a pfilohou IX Smérnice 93/42/EHS
je predmétny vyrobek zafazen do

rizikove tfidy |, nemérici, nesterilni

Vyrobek dle EN 14683+AC:2020 splnuije:
bakteridlni filtracni U¢innost = 98%

Vyrobek dle CSN EN 149:2001+A1:2009 splfiuije:
pocdatecéni pranik aerosolu NaCl < 6%
vdechovaci odpor pfi 95 L.min™ < 240 Pa
koncentrace CO2 ve vdechovaném vzduchu < 1%

a vyhovuie tak dle této normy pozadavkim na

hereby declare that for medical device
health care respirator without exhalation valve non-sterile

with trade name
Respirator EU-MADE FFP2 NR
Basic UDI-DI: 859405345540403SB

was made a complex assessment of conformity its
properties with the safety requirements of products
provided by law and requirements.

We declare

that this medical device meets the provisions of the EC
Council Directives concerning medical devices 93/42/EEC
as amended by Council Directive 2007/47/EC and are
in accordance with their infended uses. Medical device
is suitable, safe, and effective for its intended use.

Conformity assessment procedure;
According to Annex VIl of Directive 93/42/EEC
as amended by later directive.

Classification:
According to the Article 9 and Annex IX
of the Council Directive 93/42/EEC
concerning medical devices is classified as

risk class |, non-measuring, non-sterile

According to EN 14683+AC:2020 product fulfils:
Bacterial filtration efficiency = 98%

According to EN 149:2001+A1:2009 product fulfils:
initial penetration of NaCl aerosol < 6%
inhalation pressure at 95 L.min™' < 240 Pa
CO2 concentration in inhalation air < 1%

and according to this standard meets requirements for
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