Priloha & 3 kupni smlouvy — Seznam poddodavatelé

NIMOTECH. s.r.0. , se sidlem Sumavské 416/15, Ponava, 602 00 Brno prohlasuje, e nepredklada

seznam poddodavateld, nehot bude plnit dodavku bez vvuZit! poddodavarels
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Declaration of Conformity

er &4 & PRSPy
For the following

Product Diagrostic Ultrasound Apparatus

WModele): UGEQ RM70A, MM70A

Transduceris): 2.8, CF4-8, 8C1T-8, CAT-TAD, EVN4G-B, La.7. U348, L7718, LAG
184D, LS6-15, PE2-4, P3-8, VN4-8, V53-8, CVI-8AD, CWwa 0 DFZE
MMPT3-7

Classificetion: Ha

Document Revision 07
Date of affixing CE marking: 2013-10-17

We hereby declare, that the product above is in conformity with the essential requiremsnts and
provisions of the Council Directive S3/42/EEC as amended by 2007M47EC, is subjsct to the
procedures set out in Annex Il {excluding section 4) of Dirsctive 93/42Z/EEC as amended by
2007/47/EC under the supervision of TOV 80D PRODUCT SERVICE GMBH (Notified Body No.: 8123,
Address: Ridlerstralle 65, 80339 Minchen Germany), Al supporting documentstion is retained
under the premises of the manufacturer.

EN 9B0:2008 EN 10412008

EN1SC 134852012 EN IS0 10883-1:2008

ENISO 14871:2012 EN 80601-1:2008
EN60801-1-2:2007 EN B0601-2-18:1886/A1 2000
EN 60801-2-37:2008 EN 80604-1-8:2010
ENES2386:2008 EN 82304:2008

EN301 4881 V1

]

2 EN 301 48817 V2 2.1

The Directive {2011/658/EU) on the restriction of the use of certain hazardous substances in elsctrical
and electronic equipment by application of EN 50581:2012.

Menufactiurer

SAMSUNG MEDISON CO, LTE

42, Teheran-ro 108-gll, Cangnam-gu,
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EC EP
- Representative in the BU:

SAMSUNG ELECTRONICS (UK LTD
Blackbushe Business Pack

Saxony Way, Yateley, Hamoshire

GU48 8GG, UK
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Mote: It is not tre sddress of Samsung Service Centre. For the address or the phone number of Bamsun
Service Centre, see the warranty card or contact the retailer where you purchased your proguct



Prohlaseni o shodé

Pro nasledujici:

Produkt: Ultrazvukove diagnosticke pfistroje

Model: UGEQC HM70, HM70A

Sondy: C2-8, CF4-9, SC1-8, CA1-TAD, EVN4-9, L4-7, L5-13, L7-16, LA3-16AD,
L.S6-15, PE2-4, P3-8, VN4-8, V5-8, CV1-8AD, CW4.0, DP2B,
MMPT3-7

Klasifikace: ifa

Revize dekumentu 07

Datum pfipojeni oznaéeni CE: 17.10.2013

Timto prohiaéujeme, %e vyse uvedeny vyrobek je vsouladu se zakladnimi poZadavky a
ustanovenimi smérnice Rady 83/42/EEC, ve znéni smérnice 2007/47/EC, podiéhd postupium
stanovenym v pfiloze il (s vyjimkou sekce 4) smérnice 83/42/EEC, ve znéni smérnice 2007/47/EC
pod dohledem TUV SUD PRODUCT SERVICE GMBH (notifikovani osoba &. 0123, adresa:
Ridlerstrasse 65, 80338 Mnichov, Némecko). Veskerd podpiirna dokumentace je ponechana
v prostorach vyrobce.

EN 980:2008 EN 1041:2008

EN SO 13485:2012 EN IS0 10993-1:2009

EN ISO 14971:2012 EN 60601-1:2006

EN 80601-1-2:2007 EN 60801-2-18:1996/A1:2000
EN 80601-2-37:2008 EN 60601-1-6:2010

EN 62366:2008 EN 62304:20086

EN 301 488-1 V1.8.2 EN 301 488-17 V2.2.1

Smérnice (2011/65/EU) pro omezeni uzfvani nebezpetnych latek v elektrickych a elektronickych
zaffzeni aplikovanych v normé EN 50581:2012

N Vyrobee:

SAMSUNG MEDISON CO., LTD.
42, Teheran-ro 108-gil, Gangnam-gu,

Soul, Karea
1.6.2016 Gi Ho Kang/Vedouci pro regulani zéleZitosti
(Misto a datum vydani) (Jméno a pfijmeni opravnéné osoby}
m Zastupce v EU;

SAMSUNG ELECTRONICS (UK) LTD.
Blackbushe Business Park

Saxony Way, Yateley, Hampshire
GU46 6GG, UK

Poznamka: Toto neni adresa Samsung Service Centra. Adresu nebo felefonni éislo do Samsung Service Centra, naleznete
na zarugni kartd nebo kontaktujte prodejce, u kterého jste vyrobek pofidili.
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