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7 Datl St

PROH;ASENi DLE &l. 22
NARIZENTI 2017/745

DECLARATION ACCORDING TO
ARTICLE 22 of DIRECTIVE 2017/745

My

We

BATIST Medical Productions s.r.0.
Nerudova 744
549 41 Cerveny Kostelec
Czech Republic

timto potvrzujeme, Ze u dotéenych souprav podle
¢l. 22 MDR

SETY ORL + STOMATOLOGICKE

Zikladni UDI-DI: 8596222PP1486

byla ovéfena vzajemna kompatibilita prostiedka
v setech v souladu s pokyny vyrobcei, a Ze je
zaji$tén jejich provoz v souladu s témito pokyny.

Déle potvrzujeme, Ze:

a) jsme zabalili sety a vybavili je
odpovidajicimi informacemi pro uZivatele,
véetné prislusnych pokyni od vyrobcet;

b) veskera ¢innost podléha prislusnym
metodam vnitinich kontrol a inspekci;

¢) sterilizace set je provadéna v souladu s

pokyny vyrobcil.

@ www.batist.com

hereby declare that for the relevant procedure packs
in accordance with Article 22 MDR

ENT + DENTAL SETS

Basic UDI-DI: 8596222PP1486

the compatibility of the devices in the sets were
verified in accordance with the manufacturers'
instructions and that the operations were carried out
in accordance to these instructions.

We further declare that:

a) we packed the sets and supplied relevant
information to users, incorporating relevant
instructions from the manufacturers;

b) the whole activity is subjected to appropriate
methods of internal control and inspection;

c) sterilization of the sets have been carried out
in accordance to the manufacturer's

instructions.

e info@batist.com
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Piiloha/Attachment
Seznam produkti/List of products

REF Name of product

1230611405 Set stomatochirurgicky sterilni

1230611416B | Set ORL univ. velky sterilni

1230611423 Set ucho / nos sterilni

1230611427 Set STOM — Malé vikony sterilni

Misto a datum vydani prohldSeni: Place and date of issue of the declaration:
Dne 05.09.2025 v Cerveném Kostelci | On 05.09.2025 in Cerveny Kostelec

% DatISt

BATIST Medical Productions S.1.0.
Nerudova 744

549 41 Cerveny Kostelec

@%’waom 15,

Ing. Rudolf Fichtner
oM

@ www.batist.com e info@batist.com




