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Vyrobee: BATIST Medical a.s.

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

SRN: CZ-MF-000023038

Toto EU Prohlé3eni o shod& vydav4 vyrobce na svou
vyhradni odpové&dnost.

Nézev vyrobku: NESTERILNI KOMPRESY Z GAZY

Klasifikace zdravotnického prostfedku: I, nesterilni,
bez neméfici funkce (v souladu s pravidlem 4 stanovenym v
piiloze VIII Nafizeni (EU) 2017/745)

Modely: viz. piiloha
Zikladni UDI-DI: 8591454doc018MJ

EMDN kod:
M0201010102 BAVLNENE GAZY, REZANE, BEZ
RENTGENOVE NITE, NESTERILNI{

Ur&eny ucel: Gazové tampony se pouZivaji ke kryti/&isténi
ran nebo odfenin a absorpci exsudétli z povrchovych ran.
PouZivaji se také jako mechanické bariéra. Nem&ly by piijit
do kontaktu se sliznici ani Fidit mikroprostedi ran.

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

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 GAUZE SWABS

Classification of medical device: I, 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: 8591454doc018MJ

EMDN code:
M0201010102 COTTON GAUZES, CUT, WITHOUT X-
RAY DETECTABLE THREAD, NON-STERILE

Intended use: Gauze swabs is used to cover/clean wounds or
abrasions and absorb their exudates, absorb body-surface
exudates. It is only intended to be used as a mechanical barrier;
and not contact mucous membrane or manage the micro-
enviroment of injured skin.

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

Priloha/Attachment
Seznam produktii/List of products
REF Name of product
13201002171 Kompresy z gizy nezaloZené, 5x5¢m 17niti 8vrstvy,. nesterilni /
Gauze swabs unfolded. 5x5cm, 17th., 8ply, non-sterile
13201002181 Kompresy z gdzy nezaloZené, 5x5cm, 13niti 8vrstvy, nesterilni /
Gauze swabs unfolded, 5x5cm, 13th., 8ply, non-sterile
13201002271 Kompresy z gizy nezaloZené, 7,5x7,5cm 17niti 8vrstvy, nesterilni /
Gauze swabs unfolded. 7,5x7,5cm, 17th., 8ply, non-sterile
13201002281 Kompresy z gézy nezaloZené, 7,5x7,5cm 13niti 8vrstvy, nesterilni /
Gauze swabs unfolded, 7,5x7,5cm, 13th., 8ply, non-sterile
13201002371 Kompresy z gézy nezaloZené, 10x10cm 17niti 8vrstvy, nesterilni /
Gauze swabs unfolded, 10x10cm, 17th., 8ply, non-sterile
13201002381 Kompresy z gézy nezaloZené, 10x10cm 13niti §vrstvy, nesterilni /
Gauze swabs unfolded, 10x10c¢m, 13th., 8ply, non-sterile
13201002471 Kompresy z gazy nezalozené, 10x20cm 17niti 8vrstvy, nesterilni /
Gauze swabs unfolded, 10x20cm, 17th., 8ply, non-sterile

Misto a datum vydéni prohliSeni:
Dne 16/09/2025 v Cerveném Kostelci

Place and date of issue of the declaration:
On 16/09/2025 in Cge/eny Kostelec

Ing. Rudolf Fichtner
Quality Manager

www.batist.com



