Prohlaseni o shodeée

My

Declaration of Conformity

We

SPUR, a.s.

TFida Tomase Bati 299

Zlin
763 02

Czech Republic

timto potvrzujeme, Ze u zdravotnického prostfedku

JEDNORAZOVA ZDRAVOTNICKA ROUSKA
nesterilni

bylo provedeno kompletni posouzeni shody jejich
vlastnosti s poZadavky na bezpecénost vyrobku
stanovenymi zdkonem a technickymi predpisy.

Prohlasujeme,

Ze vySe uvedeny zdravotnicky prostiredek splfiuje zakladni
poZadavky stanovené Smérnici Rady ES o zdravotnickych
prostfedcich 93/42/EHS ve znéni pozdéjsich predpist a
zakona ¢. 268/2014 Sb. o zdravotnickych prostfedcich a
jeho provadécimi vyhlaskami, kterymi se stanovi technické
poZadavky. Zdravotnické prostiedky jsou pfi jejich
ur¢eném ucelu pouziti vhodné, bezpecné a ucinné.

Postup prokazovani shody:
Dle P¥ilohy VII, Smérnice 93/42/EEC
ve znéni pozdéjsich predpisa.

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

Tridy |
neinvazivni, neméfici, nesterilni
Pouzité harmonizované normy:

CSN EN ISO 9001:2016
Systémy managementu jakosti — PoZadavky

hereby declare that for medical device

DISPOSABLE SURGICAL FACE MASK
non-sterile

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

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 |
non-invasive, non-measuring, non-sterile

Applied harmonized standards:
EN ISO 9001:2016
Quality management systems — Requirements
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