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DECLARATION OF CONFORMITY
PROHLASENIi O SHODE

Manufacturer BATIST Medical a.s.

Address: Nerudova 309, 549 41 éervelly Kostelec,
Czech Republic

Products: Medical face mask

Models:
See attachment

Product classification:

The product is classified according to the rule of Annex
IX of the Council Directive 93/42/EEC concerning
medical devices as Class I, non-sterile, non-active, non-
invasive devices for short term duration of use.

We declare on our responsibility that the CE marked
products meet the provisions of the EC Council
Directives concerning medical devices 93/42/EEC
when used in accordance with their intended uses.

Conformity assessment procedure:
Annex VII of Directive 93/42/EEC.

Applied Standards:
CSN EN ISO 13485:2016 — Medical devices — QMS —
Requirements for regulatory purposes

CSN EN 14971:2012 — Application of risk management
to medical devices

EN 14683:2019 + AC:2019 - Medical face masks -
requirements and test methods

The issued Declaration of Conformity is related to the
corresponding Technical file for the given products, and
to the first and to any subsequent batches of the given
product.

D e T T T T RN Ry

Vyrobce BATIST Medical a.s.

Adresa Nerudova 309, 549 41 (V?erven}’/ Kostelec, Czech
Republic

Produkty: Zdravotnické oblic¢ejové masky

Modely:
viz piiloha

Klasifikace produktu:

Produkt je Kklasifikovan podle pravidla ptilohy I1X
Smérnice Rady 93/42/EEC zafazujici zdravotnicky
prosttedek do Tridy I, jako nesterilni neinvazivni
prostiedky pro kratkodobou aplikaci.

ProhlaSujeme na nasi odpovédnost, Ze vyrobky s
oznacenim CE spliiuji ustanoveni smérnic Rady ES o
zdravotnickych prostiedcich 93/42 / EHS, pokud se
pouZivaji v souladu s jejich uréenym acelem.

Postup posuzovani shody:
Ptiloha VII Smérnice 93/42/EHS

Aplikované normy:

CSN EN ISO 13485:2016 - Zdravotnické prostfedky -
Systémy managementu kvality - Pozadavky pro ucely
predpist

CSN EN 14971:2012 - Zdravotnické prostiedky- Aplikace
fizeni rizika na zdravotnické prostiedky

EN 14683:2019 + AC:2019 - Zdravotnické obli¢ejové
masky - Pozadavky a metody zkou$eni

Vydané prohlaseni o shodé se vztahuje k odpovidajici
technické dokumentaci pro dané vyrobky, k prvni a
Jjakékoliv nasledné sarzi daného produktu.
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Quality Manager
Vedouci kvality
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Attachment - list of models
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1320100822

OP-MASK B s gumickami immunity & 2 ks

- o 1320100825 OP-MASK B s gumickami immunity & 5 ks
1320100826 OP-MASK B s gumickami immunity & 10 ks
- - o 1320100629 OP-MASK B s gumitkou immunity
1320100619 OP-MASK B s Gvazky immunity
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Quality Manager
Vedouci kvality



