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PROHLASENI O SHODE C. 13

DECLARATION OF CONFORMITY NO. 13

My

We

BATIST Medical Productions s.r.o.
Nerudova 744
549 41 éerveny Kostelec
Czech Republic

timto potvrzuje, Ze u zdravotnickych prostiedki

OBVAZY, sterilni:

B-KNITT S (Obinadla pletenad)
FIXA-CREP S (Obinadla fixacni)
IDEAL-PRO S (Obinadla elastickd)
ORTHO-PAD S (Polstrovaci obvaz Ortho-Pad)

bylo provedeno posouzeni shody jejich vlastnosti
s pozadavky na bezpecnost vyrobki stanovenymi
zékonem a technickymi ptedpisy.

Prohlasujeme,

ze vySe uvedené zdravotni prostredky spliuji ustanoveni
Smeérnice Rady ES o zdravotnickych prostiedcich
93/42/EHS, ve znéni smérnice Rady 2007/47/ES a
zakona ¢. 268/2014 Sb.
o zdravotnickych prostiedcich a jeho provadécimi
vyhlaskami, kterymi se stanovi technické pozadavky,
a Ze jsou zdravotnické prostredky pfi jejich uréeném
ucelu pouziti bezpec¢né, 1¢inné a vhodné.

Postup prokazovani shody:
Dle Prilohy II s vyjimkou ¢asti 4 Smérnice 93/42/EEC
ve znéni pozdgjsich predpisi.

CZ Praha DE Frankfurt PL Katowice -

SK Bratislava

hereby declare that for medical devices

BANDAGES, sterile:
B-KNITT S (Knitted bandages)
FIXA-CREP S
IDEAL-PRO S
ORTHO-PAD S

was made an assessment of conformity their properties
with the safety requirements of products provided for
by law and regulations.

We declare

that those medical devices meet the provisions of the
EC Council Directives concerning medical devices
93/42/EEC as amended by Council Directive
2007/47/EC and are in accordance with their intended
uses.

Conformity assessment procedure:
According to Annex II excluding point 4 of Directive
93/42/EEC as amended by later directive.

PT Porto ES Madrid HU Budapest

www.batist.com
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Klasifikace:
V souladu s ¢lankem 9 a piilohou IX Smérnice

93/42/EHS jsou vSechny pfedmétné vyrobky zatazeny
do

Tridy Is
Vyrobky jsou sterilni.

. Notifikovana osoba:
TUV Rheinland Italia S.r.lL.,
Via Mattei,3 — 20010 Pogliano Milanese, Italie

NB 1936

Cislo certifikatu: HD 60138168

Pouzité harmonizované normy:
CSN EN ISO 13485 ed.2:2016
Zdravotnické prostredky — Systémy managementu
Jakosti — Pozadavky pro uicely predpisii.

CSN EN ISO 14971:2020

Zdravotnické prostiedky — Aplikace Fizeni rizika na
zdravotnické prostredky.

Platnost do:
3.10.2023

CZPraha - DEFrankfurt - PL Katowice

SK Bratislava « PT Porto

Classification:
According to the Article 9 and Annex IX of the
Council Directive 93/42/EEC concerning medical
devices as

Class Is
The products are sterile.

. Notified body:
TUV Rheinland Italia S.r.l.,
Via Mattei,3 — 20010 Pogliano Milanese, Italy

NB 1936

Certificate no.: HD 60138168

Applied harmonized standards:
ENISO 13485 ed.2:2016
Medical devices — Quality management system —
Requirements for regulatory purposes.

EN ISO14971:2020
Mediical devices - Application of risk management
to medical devices.

Valid until:
3.10.2023

ES Madrid - HU Budapest

www.batist.com
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Priloha: Seznam referenc¢nich ¢isel vyrobku
Attachment: Summary of products Article numbers

- Nazer Clasy
e | T e s
R I N g :
105 | S st o Is
20100 | T et i :
005 | TS e e e s :
1230112021 ETI]E__SEEE]I: SS 66:;11:1 xx44nr7n pii’l(ls}?iegzl;'le :
123002031 |y Crrp 5 Som s d m per 1 s terie -
125012041 | i OREP S oom s 4 mper 1 pssenile -
1501201 | e CRrp s 12ams 4 mper 4 vt el -
123013051 | 100 PRO'S i5eme s oo 1, eerte -
123013001 | ORTYIQPAD S o . m per g strie ;
1230113003 | CORTHOPAD S /5em 3 per 1 s steile -
123013006 | ORTHOPAD S Sem .3 m per 1 o strie -
123013007 | CRTHOPAD S 0em .3 er 1 pssteile "
1230013008 | R THO-PAD S 206 2.3 m per 1 e, steie -
Jméno / Name Funkce / Position Datum / Date | Podpis / Signature
;;/l}::)r:rc:t‘;?il l/)y: Mgr. Martina Matyskova SD 19.04.2022 W
icphpvrf:)'i'e’d b Bc. Martin Novik QM 19.04.2022 M
Vil | oo pesmel || peetetl | iniom
PRE-01-2004-11
CZPraha - DEFrankfurt « PLKatowice - SKBratislava - PTPorto . ESMadrid - HUBudapest

www.batist.com
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