SPURTENX-

ES PROHLASENI O SHODE
EC DECLARATION OF CONFORMITY

vydané na vyhradni odpovédnost vyrobce | issued under the sole responsibility of the manufacturer

My,

SPUR, a.s., Trida Tomase Bati 299, 763 02 Zlin,
Ceska republika

timto potvrzujeme, Ze u zdravotnického prostredku
JEDNORAZOVA ZDRAVOTNICKA ROUSKA nesterilni

s obchodnim nazvem Nano rouska SPURTEX® VS
Zakladni UDI-DI: 859405345640401SL

bylo provedeno kompletni posouzeni shody jejich vlastnosti
s pozadavky na bezpeénost vyrobkd stanovenymi za-
konem a technickymi pozadavky.

Prohlasujeme,

ze vyse uvedeny zdravotnicky prostredek splniuje zakladni
pozadavky stanovené Smérnici Rady ES o zdravotnickych
prostiedcich 93/42/EHS ve znéni pozdéjdich predpisl
a zakona €. 268/2014 Sb. o zdravotnickych prostredcich
a nafizenim vlady NV 54/2015 Sb., kterymi se stanovi
technické pozadavky. Zdravotnické prostfedky jsou pfi

jejich ur¢eném ucelu pouziti vhodné, bezpecné a ucinné.
Postup prokazovani shody:

Dle Pfilohy VII, Smérnice 93/42/EEC ve znéni pozdéjsich
predpisd.

Klasifikace:
V souladu s ¢lankem 9 a prilohou IX Smérnice 93/42/EHS
je predmétny vyrobek zarazen do

TRIDY I, BEZ MERICi FUNKCE, NESTERILNi

Vyrobek dle EN 14683 spliuje: Bakteralni filtrac¢ni ucinnost
(BFE) = 95% Tlakovy odpor < 40 Pa/cm?

a vyhovuje tak dle této normy pozadavkim na TYP |

We

SPUR, a.s., Trida Tomase Bati 299, 763 02 Zlin,
Czech Republic

hereby declare that for medical device
DISPOSABLE FACE MASK non-sterile

with trade name Nano Face Mask SPURTEX® VS
Basic UDI-DI: 859405345640401SL

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

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 of 14 June 1993 concerning medical devices as
CLASS I, NON-MEASURING, NON-STERILE

According to EN 14683 product fulfils: Bacterial Filtration
Efficiency (BFE) 2 95% Differential pressure < 40 Pa/cm?

and according to this standard meets requirements for TYPE |
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