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Vyrobce: BATIST Medical a.s.

Adresa: Nerudova 309, Cerven}’l Kostelec, 549 41
Czech Republic

SRN: CZ-MF-000023038

Toto EU Prohla3eni o shod& vydava vyrobee na svou
vyhradni odpov&dnost.

Nizev vyrobl:{u: ) 5 .
NESTERILNI ZDRAVOTNICKE OBLICEJOVE MASKY

Klasifikace zdravotnického prostfedku: I, nesterilni,

bez neméftici funkce (v souladu s pravidlem 4 stanovenym v
ptiloze VIII Natizeni (EU) 2017/745)

Modely: viz. ptiloha

Zikladni UDI-DI: 8591454doc015MC

EMDN kod: T020699 OBLICEJOVE MASKA PRO
LEKARSKE UCELY /KROME OSOBNICH )
OCHRANNYCH PROSTREDKU OOP) - OSTATNI
Uréeny ucel: Uréenym tigelem oblicejové masky je snizeni

rizika pfenosu infekce zejména z uZivatele na okoli.

Uvedené zdravotnické prostfedky jsou ve shod§ s Nafizenim
(EU) 2017/745 o zdravotnickych prostfedcich.

Manufacturer: BATIST Medical a.s.

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

SRN: CZ-MF-000023038

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

Name of product:
NON-STERILE MEDICAL FACE MASKS

Classification of medical device: 1, non-sterile,
without measuring function (in accordance with the rule 4 set
out in Annex VIII to Regulation (EU) 2017/745)

Models: see attachment

Basic UDI-DI: 8591454doc015MC

EMDN code: T020699 MEDICAL USE FACE MASKS
(EXCLUDING PERSONAL PROTECTIVE EQUIPMENT -
PPE) - OTHER

Intended use: Intended use of face mask is to decrease
infection transfer risk especially from the user to the

environment.

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

Priloha/Attachment
Seznam produkti/List of products
REF Name of product
1320100822 OP-MASK B s gumi¢kami immunity & 2 ks / OP-MASK B with rubber bands immunity per 2 pcs
1320100826 OP-MASK B s gumickami immunity 4 10 ks / OP-MASK B with rubber bands immunity per 10 pcs
1320100629 OP-MASK B s gumitkou immunity / OP-MASK B with rubber bands immunity
1320100619 OP-MASK A sivazky immunity / OP-MASK A with ties immunity

Misto a datum vydani prohlaSeni:
Dne 16/09/2025 v Cerveném Kostelci

Place and date of éssue of the declaration:
On 16/09/2025 in Cerveny Kostelec
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