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timto potvrzuje, Ze u zdravotnickych prostiedk hereby declare that for medical devices

Zdravotnické oblicejové masky, Medical face mask,

was made an assessment of conformity their properties
with the safety requirements of products provided for
by law and regulations.

bylo provedeno posouzeni shody jejich vlastnosti
s pozadavky na bezpe¢nost vyrobki stanovenymi
zakonem a technickymi predpisy.
Prohlasujeme, We declare
that those medical devices meet 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.

ze vySe uvedené zdravotni prostiedky splituji zakladni
pozadavky stanovené Smérnici Rady ES o
zdravotnickych prostiedcich 93/42/EHS ve znéni
pozdé&jsich predpisti a zakona 268/2014 Sb. o
zdravotnickych prostiedcich a jeho provadécimi
vyhlaSkami, kterymi se stanovi technické pozadavky,
a Ze jsou zdravotnické prostiedky pfi jejich uréeném
ucelu pouziti bezpeéné, ucinné a vhodné.

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

Postup prokazovani shody:
Dle Ptilohy VII Smérnice 93/42/EHS ve znéni
pozdéjsich predpisi.
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Klasifikace:
V souladu s ¢lankem 9 a ptilohou IX Smérnice
93/42/EHS jsou vSechny ptedmétné vyrobky zarazeny
do

Tridy 1
Vyrobky jsou nesterilni.

Pouzité harmonizované normy:
CSN EN ISO 13485 ed.2:2016
Zdravotnické prostredky — Systémy managementu
Jakosti — PozZadavky pro ucely predpisit.

CSN EN ISO 14971:2020
Zdravotnické prostiedky - Aplikace managementu rizik
na zdravotnické prostiedky

CSN EN 14683+AC - Zdravotnické oblicejové masky -
Pozadavky a metody zkouSeni
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Classification:
According to the Article 9 and Annex IX of the
Council Directive 93/42/EEC concerning medical
devices as

Class I
The products are non-sterile.

Applied harmonized standards:
EN ISO 13485 ed.2:2016
Medical devices — Quality management system —
Requirements for regulatory purposes.

EN ISO14971:2020
Medical devices - Application of risk management to
medical devices

EN 14683+A4C - Medical face masks - Requirements
and test methods
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Nano fiber mask A ;
1230500519 S — non-sterile
Nano fiber mask B a 2ks .
1230500522 Nano fiber musk B & 2pes non-sterile
Nano fiber mask B ;
1230500529 Mg Bl gk B non-sterile
Nano fiber mask with earloops 4 10 ks .
1230500551 Nano fiber mask with earloops 4 10 pcs tom:-Steeile
Nano fiber mask with earloops 4 20 ks P
1280500552 Nano fiber mask with earloops & 20 pcs noR-stenile
Nano fiber mask with earloops 4 50 ks .
1230500553 Nano fiber mask with earloops 4 50 pcs nan-srle
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