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Declaration of Conformity

For the following

Product : Diagnostic Ultrasound Apparatus
Model(s) : RS80 EVO
Transducer(s): CA1-7A, E3-12A, CF4-9, CA2-8A, CA3-10A, EV3-10B, LV3-14A, V5-9,

CV1-8A, LA3-16Al, L3-12A, LA3-16A, LA2-9A, LA4-18B, PM1-6A, PA3-8B,
PA4-12B, CW6.0, DP2B, MMPT3-7, EA2-11B, DP8B
Classification: lla

Document Revision 0

Date of affixing CE marking: 2019-08-30

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 TUV SUD PRODUCT SERVICE GMBH (Notified Body No.: 0123, Address: RidlerstraRie 65,

80339 Miinchen Germany). All supporting documentation is retained under the premises of the
manufacturer.

EN ISO 15223-1:2016 EN 1041:2008

EN ISO 13485:2016 EN I1SO 10993-1:2009

EN ISO 14871:2012 EN 60601-1:2006/A1:2013
EN 60601-1-2:2015 EN 60601-2-18:2015

EN 60601-2-37:2008/A11:2011/A1:2015 EN 60601-1-6:2010/A1:2015
EN 62366:2008/A1:2015 EN 62304:2006

EN 301 489-1:2017 EN 301 489-17:2017

The Directive (2011/65/EU) on the restriction of the use of certain hazardous substances in electrical and
electronic equipment by application of EN 50581:2012.
The manufacturer is exclusively responsible for the declaration of conformity.

u Manufacturer:

SAMSUNG MEDISON CO., LTD. &
3366, Hanseo-ro, Nam-myeon,

Hongcheon-gun, Gangwon-do 25108,

REPUBLIC OF KOREA

2019-08-30 Donghwan Kim /Regulatory Affairs Manager
(Place and date of issue) (Name and signature of authorized person)
EC | REP o
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.




Prohlaseni o shode

Pro nasledujici

Vyrobek: Ultrazvukovy diagnosticky pfistroj
Model (y): RS80 EVO
Sonda (y): CA1-TA, E3-12A, CF4-9, CA2-8A, CA3-10A, EV3-10B, LV3-14A, V5-9,

CV1-8A, LA3-1B6Al, L3-12A, LA3-16A, LA2-9A, LA4-18B, PM1-6A, PA3-8B,
PA4-12B, CW6.0, DP2B, MMPT3-7, EA2-11B, DP8B

Klasifikace: lla

Revize dokumentu 0

Datum pfipojeni oznaéeni CE: 30.08.2019

Timto prohlaSujeme, Ze vySe uvedeny vyrobek je v souladu se zakladnimi pozadavky a
ustanovenimi smérnice Rady 93/42/EHS, ve znéni smérnice 2007/47/ES, podléha postupim
stanovenym v pfiloze Il (s vyjimkou sekce 4) smérnice 93/42/EHS, ve zné&ni smérnice 2007/47/ES
pod dohledem TUV SUD PRODUCT SERVICE GMBH (notifikovana osoba ¢&. 0123, adresa:
RidlerstralBe 65, 80339 Mnichov, Némecko). VeSkera podptirna dokumentace je ponechana

v prostorach vyrobce.

EN ISO 156223-1:2016 EN 1041:2008

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

EN ISO 14971:2012 EN 60601-1:2006/A1:2013
EN 60601-1-2:2015 EN 60601-2-18:2015

EN 60601-2-37:2008/A11:2011/A1:2015 EN 60601-1-6:2010/A1:2015
EN 62366:2008/A1:2015 EN 60304:2006

EN 301 489-1:2017 EN 301 489-17:2017

Smeérnice (2011/65/EU) o omezeni uzivani nékterych nebezpecnych latek v elektrickych a
elektronickych zafizeni aplikovanych v normé EN 50581:2012.
Za prohlaseni o shodé je vyhradné odpovédny vyrobce.

H Vyrobce:

SAMSUNG MEDISON CO., LTD. N
3366, Hanseo-ro, Nam-myeon,

Hongcheon-gun, Gangwon-do 25108

KOREJSKA REPUBLIKA

30.08.2019 Donghwan Kim/Vedouci pro requlatorni zaleZitosti
(Misto a datum vydani) (Jméno a pfijmeni opravnéné osoby)
m Zastupce v EU:

Samsung Electronics GmbH.
Am Kronberger Hang 6,

65824 Schwalbach am Taunus
Némecko

Poznamka: Toto neni adresa Samsung Service Centra. Adresu nebo telefonni ¢islo do Samsung Service Centra, naleznete na zaruéni karté nebo
kontaktujte prodejce, u kterého jste vyrobek poridili.



Tlumocnicka dolozka

Tlumocnicky ikon jsem podala jako tlumocnice jazyka némeckého a anglického, jmenovana
Krajskym soudem v Brné rozhodnutim ¢. 265 ze dne 16. 4. 1986. Text piekladu souhlasi

s textem originalu.

Tlumodnicky ukon je zapsén pod &. 3838 /2020 tlumo¢nického deniku.

PhDr. Mgr. Mona Nechvatalova V Brng, dne  06:03.2020

Hate 25, 621 00 Brno
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ABACK linguistic consulting spol. s r.0.
Ptekladatelsky servis / Translation Services
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