+Datist.

Remedis Group

EU PROHLASENI O SHODE
EU DECLARATION OF CONFORMITY

Verze/version: docooy_06
Platnost od/Valid since: 16.09.2025
Strana/Page: 111

Vyrobce: BATIST Medical a.s.

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

SRN: CZ-MF-000023038

Toto EU Prohlaseni o shodé vydava vyrobce na svou
vyhradni odpové&dnost.

Nazev vyrobku:

NESTERILNI POLSTROVACI OBVAZY POD SADRU

Klasifikace zdravotnického prostiedku: I, nesterilni,

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

Modely: viz. ptiloha

Zakladni UDI-DI: 8591454doc007MD

EMDN kod: .
M03030202 OBVAZY NA OCHRANU KUZE

Ur€eny ufel: K prevenci otlakii a odérek v priib&hu 1éby
sadrovym obvazem.

Uveden¢ zdravotnické prostiedky jsou ve shodg s Nafizenim
(EU) 2017/745 o zdravotnickych prostfedcich.

Ptiloha/Attachment
Seznam produktii/List of products

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 PADDING BANDAGES UNDER
GYPSUM

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: 8591454doc007MD

EMDN code:
M03030202 SKIN PROTECT BANDAGES

Intended use: To prevent occurence od scraps and bruises
during wearing gypsum bandages.

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

REF Name of product
1320105001 Ortho-Pad 5¢m x 3m polstr. ob. pod sadru
1320105003 Ortho-Pad 8cm x 3m polstr. ob. pod sadru
1320105004 Ortho-Pad 10cm x 3m polstr. ob. pod sidru
1320105005 Ortho-Pad 15¢m x 3m polstr. ob. pod sadru
1320105006 Ortho-Pad 20cm x 3m polstr. ob. pod sidru

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

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