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PROHLASENI O SHODE C. 07
DECLARATION OF CONFORMITY NO. 07

My

We

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

timto potvrzuje, ze u zdravotnickych prostiedkii

SOFTPORE

FILMPORE

SILKPORE
ELASTPORE

bylo provedeno posouzeni shody jejich vlastnosti
s pozadavky na bezpecnost vyrobkii stanovenymi
zdkonem a technickymi predpisy.

Prohlasujeme,

ze vySe uvedené zdravotni prostiedky spliiuji ustanoveni
Smérnice Rady ES o zdravotnickych prostiedcich
93/42/EHS, ve znéni smérnice Rady 2007/47/ES
a zdkona ¢. 268/2014 Sb. o zdravotnickych prostiedcich
a jeho provadécimi vyhlaskami, jsou v souladu s jejich
zamySlenym pouzitim.

Postup prokazovani shody:
Dle Prilohy VII Smérnice 93/42/EEC ve znéni
pozdgjsich piedpisi.

Klasifikace:
V souladu s ¢lankem 9 a prilohou IX Smérnice
93/42/EHS jsou vSechny piedmétné vyrobky zarazeny
do

Tridy I
Vyrobky jsou nesterilni.

Pouzité harmonizované normy:
ENISO 13485:2012
Zdravotnické prostredky — Systémy managementu
Jakosti — Pozadavky pro ucely predpisii
ENISO 14971:2012
Zdravotnické prostiedky — Aplikace rizeni rizika na
zdravotnické prostiedky

hereby declare that for medical devices

SOFTPORE

FILMPORE

SILKPORE
ELASTPORE

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:
Product quality assurance: Annex VII of Directive
93/42/EEC as amended by later directive

Classification:
Medical products are classified according to the rule of
Annex IX. of the Council Directive 93/42/EEC
concerning medical devices as

Class 1
The products are non-sterile.

Applied harmonized standards:
CSN EN ISO 13485:2012
Medical devices — QMS — Requirements for regulatory
purposes.
CSN EN 14971:2012
Application of risk management to medical devices.




-BATIST.

Page 2 of 2

PROHLASENI O SHODE C. 07
DECLARATION OF CONFORMITY NO. 07

Jméno / Name Funkee / Position | Datum / Date Podpis / Signature
Vypracoval / . ., | Head of Research g, )
Eisborated by: Ing. Jana Malinska and Development 10.6.2015 Tl Mol
Schvalil / Ing. Katetina . i I /
Approved by: Petrdkova DIrtor 10,6.2013 /. ’74
Nabyva acinnosti e A Vvdani ¢islo / 2 Zrugené vvdani /
. 10.6.2015 “ i v

/ Valid since:

Edition number:

Cancelled edition:

viz SEZ-10-201i;




