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EU DECLARATION OF CONFORMITY

Vyrobce: BATIST Medical a.s.

Adresa:

Nerudova 309

549 41 Cerveny Kostelec
Czech Republic

Toto EU Prohlaseni o shod¢ vydava vyrobce na svou
vyhradni odpovédnost.

Nazev vyrobku: Zdravotnické obli¢ejové masky

Rizikovi trida prostiedku: I, nesterilni, neméfici
(v souladu s pravidly stanovenymi v piiloze VIII
Natizeni (EU) 2017/745.

Modely: viz. ptiloha

Zikladni UDI-DI: 8591454doc015MC

Uvedené zdravotnické prostiedky jsou ve shodé s
Natizenim (EU) 2017/745 o zdravotnickych
prostiedcich.

CZ Praha DE Eschborn PL Katowice

SK Bratislava

Manufacturer: BATIST Medical a.s.

Address:

Nerudova 309

549 41 Cerveny Kostelec
Czech Republic

This EU Declaration of Conformity is issued by the
manufacturer under his sole responsibility.

Name of product: Medical face mask

Risk class of the device: I, non-sterile, non-
measuring (in accordance with the rules set out in
Annex VIII to Regulation (EU) 2017/745.
Models: see attachment

Basic UDI-DI: 8591454doc015MC

These medical devices comply with Regulation (EU)
2017/745 on medical devices.

PT Porto ES Madrid HU Budapest

www.batist.com
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Pouzité harmonizované normy:

CSN EN ISO 13485 ed.2:2016
Zdravotnické prostifedky — Systémy managementu
jakosti — Pozadavky pro ucely ptedpist.

CSN EN ISO 14971:2020
Zdravotnické prostifedky — Aplikace fizeni rizika na
zdravotnické prostiedky.

CSN EN ISO 15223-1:2017

Zdravotnické prostiedky - Znacky pro stitky,
oznacovani a informace poskytované se
zdravotnickymi prostiedky - ¢ast 1: Obecné
pozadavky

CSN EN ISO 10993-1:2021
Biologické hodnoceni ZP - Cast 1: Hodnoceni a
zkouseni v rdmci procesu fizeni rizika

CSN EN ISO 10993-5:2010
Biologické hodnocenti zdravotnickych prosttedkii -
Cast 5: Zkousky na cytotoxicitu in vitro

CSN EN ISO 10993-10: 2014
Biologické hodnoceni zdravotnickych prostiedkii -
Cast 10: Zkousky na drazdivost a piecitlivélost

Misto a datum vydani prohliSeni:
Dne 14/05/2021 v Cerveném Kostelci

CZ Praha DE Eschborn PL Katowice

Harmonized standards used:

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

EN ISO 14971:2020
Medical devices - Application of risk management
to medical devices.

EN ISO 15223-1:2017

Medical devices - Symbols to be used with medical
device labels, labelling and information to be
supplied - Part 1: General requirements

EN ISO 10993-1:2021

Biological evaluation of medical devices - Part 1:
Evaluation and testing within a risk management
process

EN ISO 10993-5:2010
Biological evaluation of medical devices - Part 5:
Tests for in vitro cytotoxicity

EN ISO 10993-10: 2014
Biological evaluation of medical devices - Part 10:
Tests for irritation and skin sensitization

Place and date ofvissue of the declaration:
On 14/05/2021 in Cerveny Kostelec

JaDATIST

SK Bratislava

BATIST Medical a.s.
Nerudova 309

|
/é/[/ 549 41 Cerveny Kostelec
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Chief Quality Manager Office
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www.batist.com
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Priloha/Attachment
Seznam produkti/List of products

REF Name of product
1320100822 OP-MASK B s gumi¢kami immunity & 2 ks
1320100825 OP-MASK B s gumi¢kami immunity 4 5 ks
1320100826 OP-MASK B s gumi¢kami immunity a 10 ks
1320100629 OP-MASK B s gumic¢kou immunity
1320100619 OP-MASK A s uvazky immunity
Misto a datum vydani prohlaSeni: Place and date of issue of the declaration:
Dne 14/05/2021 v Cerveném Kostelci On 14/05/2021 in Cerveny Kostelec

Fbatist

/ ) /] BATIST Medical as,
/ / Nerudova 309

549 41 (‘Gi'ven v Ko
ph S
---------------------------------- Wwwbatior Z-Y---—t-e-,e-g--—-——-—----

Chief Quality Manager Officer

CZPraha . DEEschborn - PLKatowice - SKBratislava « PTPorto - ESMadrid - HUBudapest

www.batist.com







