SPURTENX:

PROHLASENI O SHODE
My
SPUR a.s., Tfida Tomase Bati 299, Louky, 763 02 Zlin,
Ceska republika

timto potvrzujeme, Zze u zdravotnického prostredku
lékarsky respirator bez vydechového ventilu nesterilni

s obchodnim nazvem
JEDNORAZOVY NANO RESPIRATOR

SPURTEX® V100 FFP2 NR
baleni po 5 nebo 50 ks; varianty bila a ¢erna

bylo provedeno kompletni posouzeni shody jeho
vlastnosti s pozadavky na bezpeénost vyrobkd
stanovenymi zakonem a technickymi pozadavky.

Prohlasujeme,
ze vySe uvedeny zdravotnicky prostredek splniuje
zakladni pozadavky stanovené Smeérnici Rady ES o
zdravotnickych prostfedcich 93/42/EHS ve znéni
pozdé&jdich pfedpist a zadkona &. 268/2014 Sb. o
zdravotnickych prostredcich a narizenim vlady ¢.
54/2015 Sb., kterymi se stanovi technické pozadavky.
Zdravotnicky prostredek je pro jeho uréeny ucel pouziti
vhodny, bezpecny a ucinny.

Postup prokazovani shody:
Dle PFilohy VII, Smérnice 93/42/EHS ve znéni
pozdé&jsich predpisa.

Klasifikace:
V souladu s ¢lankem 9 a pfrilohou IX Smérnice
93/42/EHS je pfedmétny vyrobek zafazen do

rizikové tridy I, neméfici, nesterilni

Vyrobek dle EN 14683+AC:2020 spliuje:
bakterialni filtracni d¢innost = 95 %

Dale nafizenim Evropského parlamentu a Rady (EU)
2016/425 o osobnich ochrannych prostiredcich.
EU prezkouseni typu (modul B) provedl
oznameny subjekt ¢. 1024 (Vyzkumny ustav
bezpecnosti prace, v. v. i.)
podle normy
€SN EN 149:2001+A1:2009
a vydal certifikat EU prezkouseni typu
¢. 1024/E-071/2020

Tento OOP dale podléha postupu posuzovani shody s
typem zalozenym na internim fizeni vyroby spolu s
kontrolami vyrobku pod dohledem v nahodné zvolenych
intervalech (modul C)

EC Declaration of Conformity
We
SPUR a.s., tfida Tomase Bati 299, Louky, 763 02 Zlin,
Czech Republic

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

with trade name
SINGLE-USE NANO RESPIRATOR

SPURTEX® V100 FFP2 NR
the package contains 5 or 50 pcs; variant white or black

was made a complex assessment of conformity of 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 intended 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 I, non-measuring, non-sterile

According to EN 14683+AC:2020 product fulfils:
Bacterial filtration efficiency 2 95%

Furthermore, Regulation (EU) 2016/425 of the European
Parliament and the Council on personal protective
equipment.

EU type-examination (Module B) was performed by

notified body No. 1024 (Research Institute of Occupational
Safety, p. r. b.)
according to standard
EN 149:2001+A1:2009
and issued the EU type-examination certificate
No 1024/E-071/2020

This PPE is further subject to the conformity to type
assessment based on internal production control plus

supervised product checks at random interval (Module C)

and according to this standard meets requirements for

a vyhovuje tak dle této normy pozadavkim na Class FFP2
tiidu FFP2
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