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PROHLASENI O SHODE C. 23

DECLARATION OF CONFORMITY NO. 23

My

We

BATIST Medical Productions s.r.o.
Nerudova 744
549 41 éeweny Kostelec
Czech Republic

timto potvrzuje, Ze u zdravotnickych prostredki

Zdravotnické obli¢ejové masky,

bylo provedeno posouzeni shody jejich vlastnosti
s pozadavky na bezpe¢nost vyrobki stanovenymi
zakonem a technickymi predpisy.

Prohlasujeme,

ze vySe uvedené zdravotni prostiedky spliuji zakladni
pozadavky stanovené Smérnici Rady ES o
zdravotnickych prostiedcich 93/42/EHS ve znéni
pozdé&jsich piedpist a zdkona 268/2014 Sb. o
zdravotnickych prostiedcich a jeho provadécimi
vyhlaskami, kterymi se stanovi technické pozadavky,
a ze jsou zdravotnické prostiedky pfi jejich ur¢eném
ucelu pouziti bezpecné, G¢inné a vhodné.

Postup prokazovani shody:
Dle Ptilohy VII Smérnice 93/42/EHS ve znéni
pozdgjsich predpist.

Klasifikace:

CZ Praha DE Frankfurt < PL Katowice

SK Bratislava -

hereby declare that for medical devices

Medical face mask,

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

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.

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

Classification:

PT Porto ES Madrid HU Budapest

www.batist.com
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V souladu s ¢lankem 9 a piilohou IX Smérnice
93/42/EHS jsou vSechny pfedmétné vyrobky zafazeny
do

Tridy I
Vyrobky jsou nesterilni.

Pouzité harmonizované normy:
CSN EN ISO 13485 ed.2:2016
Zdravotnické prostiedky — Systémy managementu
Jakosti — Pozadavky pro ucely predpisii.

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

CSN EN 14683+AC - Zdravotnické oblicejové masky -
Pozadavky a metody zkouSeni

CZPraha - DEFrankfurt - PLKatowice -

SK Bratislava -

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

Class 1
The products are non-sterile.

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

ENISO14971:2020
Medical devices - Application of risk management to
medical devices

EN 14683+AC - Medical face masks - Requirements
and test methods

PTPorto . ESMadrid - HUBudapest

www.batist.com
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PROHLASENI O SHODE C. 23 DECLARATION OF CONFORMITY NO. 23

REF Nézev / Name dindls
Class
1230500518 | NN Brermase A non-sterile
1230500519 | Nano fitermase A non-sterile
1230500521 bt non-sterile
1230500522 EZE(O) gg: 2:?1: g 2 ?;Zs non-sterile
1230500523 | Neno ftermask B zggzs non-sterile
1230500524 | \onO fter mask 3 non-sterile
1230500525 | 2O ermasen non-sterile
1230500526 Ezgg g}i; ﬁzzllz g non-sterile
1230500527 | \eno fermasch non-sterile
1230500528 | N0 fter mask B non-sterile
1230500529 | \2nO ermaseh non-sterile
etz | e st i s 20k
e e
Jméno / Name Funkce / Position Datum / Date | Podpis/ Signature
E/l):;)r:rc;)t\;zl l/) : Mgr. Martina Matyskova SD 19.04.2022 /%’:’/‘//Ai N
71 q
ic;‘;rf‘ol‘i,'e/d s Bc. Martin Novak QM 19.04.2022 i p v{\ \’__'
L 19.04.2022 Sl % | e e | 84214082001
PRE-01-2004-11 '
CZPraha - DEFrankfurt - PLKatowice - SKBratislava - PTPorto - ESMadrid - HUBudapest

www.batist.com
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