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Vyrobce: BATIST Medical Productions s.r.o.

Adresa:

Nerudova 744

549 41 Cerveny Kostelec
Czech Republic

Toto EU Prohlaeni o shod¢ vydava vyrobce na svou
vyhradni odpovédnost.

Nizev vyrobku: GAZA — OSETROVANI RAN

Rizikova tFida prostfedku: I, nesterilni, nemé¥ici
(v souladu s pravidly stanovenymi v pfiloze VIII
Natizeni (EU) 2017/745.

Modely: viz. ptiloha
Zikladni UDI-DI: 8596222doc037MW

Uréeny 1cel: Pro vSeobecné oSetfeni ran v disledku
vytvofeni mechanické bariéry, pro absorpci exsudati
Z rany, zejména pfi prvnim oSetfeni
kontaminovanych ran.

Uvedené zdravotnické prostfedky jsou ve shodé& s
Nafizenim (EU) 2017/745 o zdravotnickych
prostiedcich.

CZPraha « DEFrankfurt . PL Katowice -

SK Bratislava -

Manufacturer: BATIST Medical Productions s.r.o.

Address:

Nerudova 744

549 41 Cerveny Kostelec
Czech Republic

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

Name of product: GAUZE - WOUND DRESSING

Risk class of the device: I, non-sterile, non-
measuring (in accordance with the rules set out in
Annex VIII to Regulation (EU) 2017/745.

Models: see attachment
Basic UDI-DI: 8596222doc037MW

Intended use: For general treatment of wounds due
to forming a mechanical barrier, for absorbing
wound exudates, especially during the first treatment
of contaminated wounds.

These medical devices comply with Regulation (EU)
2017/745 on medical devices.
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Pouzité harmonizované normy:

CSN EN ISO 13485 ed.2:2016
Zdravotnické prostfedky — Systémy managementu
jakosti — PoZadavky pro ucely predpisti.

CSN EN ISO 14971:2020
Zdravotnické prostiedky — Aplikace fizeni rizika na
zdravotnické prostfedky.

CSN EN ISO 15223-1:2022

Zdravotnické prostfedky - Znacky pro §titky,
ozna¢ovani a informace poskytované se
zdravotnickymi prostfedky - ¢ast 1: Obecné
pozadavky

CSN EN ISO 10993-1:2021
Biologické hodnoceni ZP - Cast 1: Hodnoceni a
zkouSeni v ramci procesu fizeni rizika

CSN EN ISO 10993-5:2010
Biologické hodnoceni zdravotnickych prostfedki -
Cast 5: Zkousky na cytotoxicitu in vitro

CSN EN ISO 10993-10: 2014
Biologické hodnocent zdravotnickych prostiedki -
Cast 10: Zkousky na drazdivost a pfecitlivélost

CZ Praha - DEFrankfurt - PL Katowice -
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Harmonized standards used:

EN ISO 13485 ed.2:2016
Medical devices — Quality management system —
Requirements for regulatory purposes.

EN ISO 14971:2019
Medical devices - Application of risk management
to medical devices.

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical
device labels, labelling and information to be
supplied - Part 1: General requirements

EN ISO 10993-1:2021

Biological evaluation of medical devices - Part 1:
Evaluation and testing within a risk management
process

EN ISO 10993-5:2010
Biological evaluation of medical devices - Part 5:

Tests for in vitro cytotoxicity

EN ISO 10993-10: 2014
Biological evaluation of medical devices - Part 10:
Tests for irritation and skin sensitization
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Priloha/Attachment
Seznam produktii/List of products

REF Name of product
1230100201 | B-Roll - role z gazy 0,9 x 10 m, 17 niti / B-Roll — Gauze roll 0,9 x 10 m, 17 threads
1230100203 | B-Roll - role z gézy 0,9 x 10 m, 17 nit{ / B-Roll — Gauze roll 0,9 x 10 m, 17 threads
1230100204 | B-Roll - role z gazy 0,9 x 10 m, 20 niti / B-Roll — Gauze roll 0,9 x 10 m, 20 threads
1230100511 | B-CUT Ptitezy z gazy 19x20, 17 nit / B-CUT Gauze cutting 19x20, 17 threads
1230100512 | B-CUT Piifezy z gazy 28x30, 17 niti / B-CUT Gauze cutting 28x30, 17 threads
1230100513 | B-CUT Ptitezy z gézy 32x42, 17 niti / B-CUT Gauze cutting 32x42, 17 threads
1230100514 | B-CUT Piifezy z gazy 38x40, 17 niti / B-CUT Gauze cutting 38x40, 17 threads
1230100515 | B-CUT Ptitezy z gazy 43x48, 17 niti / B-CUT Gauze cutting 43x48, 17 threads
1230100517 | B-CUT Ptitezy z gazy 15x15, 17 niti / B-CUT Gauze cutting 15x15, 17 threads
1230100101 | B-FOLD Slozky z gazy 0,9 x 100m, 17 niti / B-FOLD Zig-zag folded gauze 0,9 x 100m,
17 threads
1230100106 | Slozky z gazy §.1m 4 250 m, 20 niti / Zig-zag folded gauze 1m, 4 250m, 20 threads

Misto a datum vydini prohliSeni:
Dne 5/12/2022 v Cerveném Kostelci

CZPraha -

Place and date 05’ issue of the declaration:
On 5/12/2022 in Cerveny Kostelec

ATIST Medical Productlons_ S.1.0.
erudova 744, 549 41 Cerveny Kostelec
10546507850, DIC: €Z699005599 !
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