7% batist

MEDICAL

Remedis Group

EU PROHLASENI O SHODE
EU DECLARATION OF CONFORMITY

Verzejversion: docoo8 08
Platnost od/Valid since: 16.09.2025
Strana/Page: 1/1

Vyrobece: BATIST Medical a.s.

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

SRN: CZ-MF-000023038

Toto EU Prohlé43eni o shodé vydava vyrobce na svou
vyhradni odpové&dnost.

Nizev vyrobku: NESTERILNI NAPLASTI

Klasifikace zdravotnického prostiredku: I, nesterilni,

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

Modely: viz. ptiloha

Zakladni UDI-DI: 8591454doc008MF

EMDN kod: o ,
M0599 ZDRAVOTNICKE NAPLASTI - OSTATN{

Ur&eny ucel: K fixaci kryciho materidlu na rany, injekénich
jehel atd. ve spravné poloze.

Uvedené zdravotnické prosttedky jsou ve shodé s Natizenim

(EU) 2017/745 o zdravotnickych prostfedcich.

Priloha/Attachment
Seznam produkti/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 PLASTERS
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: 8591454doc008MF

EMDN code:
M0599 MEDICAL PLASTERS - OTHERS

Intended use: To fix wound dressing materials, injection
needles, etc. at right position.

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

REF Name of product
1320103111 SOFTPORE 1,25cm x 9,15m
1320103112 SOFTPORE 2,5cm x 9,15m
1320103113 SOFTPORE 5cm x 9,15m
1320103402 ELASTPORE S cm x 10 m
1320103403 ELASTPORE 10 cm x 10 m
1320103404 ELASTPORE 15cmx 10 m
1320103405 ELASTPORE 20 cm x 10 m
1320103311 SILKPORE 1,25cm x 9,15m
1320103312 SILKPORE 2.5cm x 9,15m
1320103313 SILKPORE 5¢m x 9,15m
1320103201 FILMPORE 1.25¢cm x 9,15m
1320103202 FILMPORE 2,5cm x 9,15m
1320103203 FILMPORE 5cm x 9,15m

Misto a datum vydini prohliSeni:
Dne 16/09/2025 v Cervendm Kostelci

Place and date of gssue of the declaration:
On 16/09/2025 in Cerveny Kostelec
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Ing. Rudolf Fichtner
Quality Manager

www.batist.com




