i DoC150013 SAMSUNG

EU Declaration of Conformity

For the following

Product : Diagnostic X-ray System
Model(s) : GC85A
Classification: IIb

We hereby declare, that the product above is in conformity with the essential requirements and
provisions of the Council Directive 93/42/EEC as amended by 2007/47/EC, is subject to the procedures
set out in Annex Il (excluding section 4) of Directive 93/42/EEC as amended by 2007/47/EC under the

supervision of DNV GL Presafe AS (Notified Body No.: 2460) and Radio Equipment Directive(2014/53/EU)
by application of

EN 15223-1:2016 EN 1041:2008

EN ISO 13485:2016 EN ISO 10993-1:2009

EN ISO 14971:2012 EN 60601-1:2006/A1:2013
EN 60601-1-2:2015 EN 60601-1-3 :2008/A1:2013

EN 60601-1-6:2010 / A1:2015  EN 60601-2-28:2010
EN 60601-2-54:2009/A1:2015  EN 62304:2006/A1:2015

IEC 62366-1:2015 EN 301 489-1 V2.2.3:2019
EN 301 489-17 VV3.1.1:2017

and the Directive (2011/65/EU) on the restriction of the use of certain hazardous substances in electrical and
electronic equipment by application of EN IEC 63000:2018.

The manufacturer is exclusively responsible for the declaration of conformity and all supporting
documentation is retained under the premises of the manufacturer.

NManufacturer:

Samsung Electronics Co., Ltd. 7 Y &7
129,Samsung-ro, Yeongtong-gu, i ——
Suwon-si, Gyeonggi-do, Korea
Feb. 09, 2021 Jeongpyo Hong
/ Group Leader, Regulatory Affairs
(Place and date of issue) (Name and signature of authorized person)
EC | REP
Representative in the EU:

Samsung Electronics GmbH
Am Kronberger Hang 6,
65824 Schwalbach am Taunus, Germany

Note : It is not the address of Samsung Service Centre. For the address or the phone number of Samsung
Service Centre, see the warranty card or contact the retailer where you purchased your product




DoC150013

SAMSUNG

EU Prohlaseni o shodé

Pro nasledujici

vyrobek:
Model(y): GC85A
Klasifikace: llb

EN 15223-1:2016

EN ISO 13485:2016
EN ISO 14971:2012
EN 60601-1-2:2015

EN 60601-1-6:2010 / A1:2015
EN 60601-2-54:2009/A1:2015

IEC 62366-1:2015

Diagnosticky rentgenovy systém

EN 1041:2008

EN ISO 10993-1:2009

EN 60601-1:2006/A1:2013
EN 60601-1-3 :2008/A1:2013
EN 60601-2-28:2010

EN 62304:2006/A1:2015

EN 301 489-1 v2.2.3:2019

EN 301 489-17 v3.1.1:2017

a Smeérnice (2011/65/EU) o omezeni
a elektronickych zafizenich uplatnénim no

prostorach.

“Wrobce:

Samsung Electronics Co,, Ltd.
129,Samsung-ro, Yeongtong-gu,
Suwon-si, Gyeonggi-do, Jizni
Korea

9. Gnora 2021

(

misto a datum vydani)

EC|REP

Zastupce v EU:

Samsung Electronics GmbH
Am Kronberger Hang 6,

pouzivani nékterych nebezpeénych
rmy EN IEC 63000:2018.

latek v elektrickych

Jeongpyo Hong .
/ Vedouci skupiny pro regulaéni zalezitosti
(iméno a podpis opravnéné osoby)

65824 Schwalbach am Taunus, Némecko

Poznamka: Nejedn4 se o adresu Servisnih
stfediska Samsung naleznete na zaruénim
zakoupili.

o stfediska Samsung. Adresu nebo telefonni ¢&islo Servisniho
listu. Mizete se také obratit na obchodnika, u néhoz jste vyrobek




Tento dokument byl pieloZen z anglického do eského jazyka.

Tlumocnicka dolozka:

Jako tlumo¢nik jazyka anglického a ruského, jmenovany rozhodnutim Krajského
soudu v Usti nad Labem ze dne 29.6.1993 a zapsany v knize slibi pod ¢islem
1527 stvrzuji, Ze pteklad souhlasi s textem p¥ipojené listiny.









