c € MANUFACTURER’S
EC DECLARATION OF CONFORMITY

Saronno, 18 April 2019

Manufacturer Identification:

Legal Name : FIMI S.r.l.
Address : Vittor Pisani 6
20124 Milano (MI)
Italy
Representative ; Franco Martegani
Function : General Manager - VP Barco

Product Identification:

Product : Medical Display

Brand : BARCO

Model ; MDRC-2324

Type number : MDRC-2324 SNIB; MDRC-2324 HNIB; MDRC-2324 HTIB; MDRC-2324 STIB;

MDRC-2324 HNEW; MDRC-2324 HTEW; MDRC-2324 HPEW

CE affixing date : 2019

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 I (Medical Devices)

The procedures of Annex VII 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 + A12: 2014
Usability engineering: EN 62366: 2008

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

Risk Management: EN ISO 14971: 2007

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

RoHS: EN 50581: 2012

Signature of manufacturer representative:

CE DetJaration Medical Devices EN 60601 Class I- Issue 01 (FIMI)

ENABLING BRIGHT OUTCOMES

www.barco.com




Identifikace vyrobce:
Nazev:
Adresa:

Zastupuijici:
Funkce:

Identifikace vyrobku:

Vyrobek:
Znacka:
Model:
Typové Cislo:

Datum oznaceni CE:

Prohlaseni:

(prosty preklad)
ES Prohlaseni o shodé

Saronno, 18. dubna 2019

FIMI S.r.l.

Vittor Pisani 6
20124 Milano (Ml)
Italie

Franco Martegani
generalni manazer — VP Barco

Medicinsky display

BARCO

MDRC-2324

MDRC-2324 SNIB; MDRC-2324 HNIB; MDRC-2324 HTIB; MDRC-2324 STIB;
MDRC-2324 HNEW; MDRC-2324 HTEW; MDRC-2324 HPEW

2019

Za predpokladu, Ze je nainstalovan, udrzovan a pouzivan v aplikaci, pro kterou je vyroben, je dodrZzovdna odborna
praxe, pfislusné instalacni kody a pokyny vyrobce:

Timto prohlasujeme, na nasi vyhradni odpovédnost, Ze vySe uvedeny vyrobek vyhovuje zakladnim poZzadavkim
smérnic Rady 2011/65 / EU (RoHS) a 93/42 /EHS, ve znéni smérnice 2007/47 /ES

tfidy | (Lékarské pfistroje)

Pro oznaceni produktu Stitkem CE byly pouzity postupy uvedené v pfiloze VII.

Pouzité evropské harmonizované standardy:

EMC:

Bezpednost vyrobku:

EN 60601-1-2: 2015

EN 60601-1: 2006 + Al: 2013 + A12: 2014

Stanoveni pouzitelnosti: EN 62366: 2008

Risk Management:

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

EN ISO 14971: 2007

Informace a symboly: EN ISO 15223-1: 2016

RoHS:

Podpis zastupce:

EN 1041: 2008

EN 50581: 2012

(necitelny podpis) Razitko

Franco Martegani

CE prohlaseni Zdravotnické prostfedky EN 60601 tfida | — vydani 01 (FIMI)



