c € MANUFACTURERS
EC DECLARATION OF CONFORMITY

Kortrijk, 05 April 2019

Manufacturer Identification:

Legal Name : Barco NV
Address : President Kennedypark 35
8500 Kortrijk
Belgium
Representative : Jimmy Dirickx
Function : NPI Services Manager
Product Identification:
Product : Medical Display
Brand : BARCO
Model : MDNC-6121
Part numbers : K9300360A; K9300361A
CE affixing date : 2017

Declaration:
Provided that it is installed, maintained and used in the application for which it is made, with
respect of the professional practices, relevant installation codes and manufacturer’s instructions:

We hereby declare, under our sole responsibility, that the above referenced product complies
with the essential requirements of Council Directives
2011/65/EU (RoHS) and 93/42/EEC, amended by 2007/47/EC class II b (Medical
Devices)

The notified body involved in the above specified procedures is SGS holding the registration
number 1639 and delivered Barco the SGS certificate with nr BE19/819943459.
The procedures of Annex II have been applied to mark the product with the CE-label.

European harmonised standards applied:

EMC: EN 60601-1-2: 2015

Product safety: EN 60601-1: 2006 + Al: 2013 + Al12: 2014
Software lifecycle

processes: EN 62304: 2006 + AC: 2008

Usability engineering: EN 62366: 2008

EN 60601-1-6: 2010 + Al: 2015

Risk Management: EN ISO 14971: 2012

Information and symbols: EN ISO 15223-1: 2016
EN 1041: 2008

RoHS: EN 50581: 2012
Signature of ma@facturer representative:

Jimmy Dirickx vﬁ
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ES PROHLASENI VYROBCE O
SHODE

Kortrijk, 5. dubna 2019

Identifil srobce:
Pravni nazev : Barco NV
Adresa : President Kennedypark 35
8500 Kortrijk
Belgie
Zastupce : Jimmy Dirickx Funkce
: NpI Services Manager
Identifil Juktu:
Produkt : Lékarsky displej
Znacka : BARCO
Kod : MDNC-6121
Cisla dilG : K9300360A; K9300361A
CE datum : 2017

Za predpokladu, zZe je nainstalovan, udrzovan a pouzivan v aplikaci, pro kterou je vytvoren, s
dodrzovéani odborné praxe, pfisludnych instalacnich predpist a pokynd vyrobce:

Timto prohlasujeme, na nasi vyhradni odpovédnost, Ze vyse uvedeny vyrobek spliriuje
zakladni poZadavky smérnic Rady.
2011/65/EU (ROHS) a 93/42/EHS, ve znéni tridy II b (Zdravotnické prostiedky)
podle smérnice 2007/47/ES

Oznamenym subjektem zapojenym do vy$e uvedenych postupl je spole¢nost SGS Belgium
NV s registracnim Cislem 1639 a vydala spolec¢nosti Barco certifikat SGS Belgium NV s
Cislem BE19/819943459

Postupy uvedené v pfiloze II byly pouzity pro oznaceni vyrobku oznacenim CE.

EMC: EN 60601-1-2: 2015
Bezpecnost vyrobku: EN 60601-1: 2006 + Al: 2013 + A12: 2014

Zivotni cyklus softwaru
procesy: EN 62304: 2006 + AC: 2008

InZenyrstvi pouzitelnosti: EN 62366: 2008
EN 60601-1-6: 2010 + Al: 2015

Rizeni rizik: EN ISO 14971:2012

Informace a symboly: EN ISO 15223-1: 2016
EN 1041: 2008

ROHS: EN 50581: 2012

Jimmy Dirickx
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