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PROHLASENI O SHODE C. 04

DECLARATION OF CONFORMITY NO. 04

My

We

MERTLIN s.r.o.
Nerudova 744
549 41 Cerveny Kostelec
Czech Republic

timto potvrzuje, Ze u zdravotnickych prostiedki

JEDNORAZOVE OPERACNI ROUSKY,
PLASTE A DOPLNKY (hospidrape,
incizni folie, kryty pFistroji, navleky)

STERILN{

bylo provedeno posouzeni shody jejich vlastnosti
s pozadavky na bezpe€nost vyrobku stanovenymi
zakonem a technickymi predpisy.

Prohlasujeme,

7e vySe uvedené zdravotni prostiedky spliiuji ustanoveni
Smérnice Rady ES o zdravotnickych prostiedcich
93/42/EHS, ve znéni smérnice Rady 2007/47/ES a
zakona €. 268/2014 Sb.
o zdravotnickych prostfedcich a jeho provadécimi
vyhlaskami jsou
v souladu s jejich zamyslenym pouzitim.

Postup prokazovini shody:
Dle Piilohy IT Smérnice 93/42/EEC ve znéni pozd&jSich
predpisi.

Klasifikace:
V souladu s ¢lankem 9 a piilohou IX Smérnice
93/42/EHS jsou viechny pfedmétné vyrobky zafazeny
do

Tridy Is
Vyrobky jsou sterilni.

hereby declare that for medical devices

DISPOSABLE SURGICAL DRAPES,
GOWNS AND ACCESSORIES (hospidrape,
incision film, equipment covers, leggings)
STERILE

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 Il of Directive 93/42/EEC as
amended by later directive.

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.
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Notifikovana osoba:

DNV GL Nemko Presafe AS,
Veritasveien 3, 1363 Havik, Norsko

Cislo certifikatu: 9882-2017-CE-CZS-NA-PS

PouZité harmonizované normy:

NB 2460

CSN EN ISO 13485:2012

Zdravotnické prostiedky — Systémy managementu
Jakosti — PoZadavky pro ucely predpisii,

CSN EN ISO 14971:2012

Zdravotnické prostredky — Aplikace Fizeni rizika na

zdravotnické prostredky.
CSN EN 13795+A41:2013

Operacni rousky, pldsté a operacni odévy do éistych
prostor, pouzivané jako zdravotnické prostredky pro
pacienty, nemocnicni persondl a zarizeni - Obecné
poZadavky na vyrobce, zpracovatele a vyrobky,
metody zkouSeni, poZadavky na provedeni a iirovné

provedent.

Platnost do:
20. fijna 2018

Notified body:
DNV GL Nemko Presafe AS,
Veritasveien 3, 1363 Hevik, Norway

NB 2460

Certificate no.: 9882-2017-CE-CZS-NA-PS

Applied harmonized standards:
EN ISO 13485:2012
Medical devices — Quality management system —
Requirements for regulatory purposes.
ENISO14971:2012
Medical devices - Application of risk management
to medical devices.
EN 13795+A41:2013
Surgical drapes, gowns and clean air suits, used as
medical devices for patients, clinical staff and
equipment - General requirements for
manufacturers, processors and products, test
methods, performance requirements and
performance levels.
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