EC Declaration of Conformity

This document declare that the following designated product
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VATECH Co., Ltd.

23-4, Seogu-dong, Hwaseong-si, Gyeonggi-do, 445-170, Korea

Product Name : Digital X-ray Imaging System
Model Name : PCH-2500

Has been classified as Class llb (according to Annex 9, Rule 10) and is in conformity with the
essential requirements and provisions of Council Directive 93/42/EEC as amended by 2007/47/EC, is
subject to the procedures set out in Annex |l of Directive 93/42/EEC as amended by 2007/47/EC
under the supervision of Notified Body SGS (code no. : 0120) of British.

Related standards for Medical devices directive 93/42/EEC as amended by 2007/47/EC as
demonstrated by compliance with;
Safety : EN60601-1:90+A1:93+A2:95, EN 60601-1-3:94, EN 60601-2-7:98, EN 60601-2-28:93,
EN 60601-2-32:94
EMC : EN60601-1-2:01+A1:06

The above product herewith complies with the requirements of Medical device directive 93/42/EEC as
amended by 2007/47/EC and relevant harmonized standards applied for the above product, and a
declaration of conformity with the medical device directive has been completed and signed by the
manufacturer.

Republic of Korea / 21 December 2011
Authorized representative established within the EU

Company Name : Vatech Dental Manufacturing Ltd.
Company Address : Axiom House, The Centre Feltham, Middlesex, TW13 4AU, United Kingdom

-~
Sung-Hee Park /
Chief of Regulatory Affair \ JX/\/P
For and on behalf of VATECH Co., Ltd.
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Pteklad z jazyka anglického do ¢eského

Prohlaseni o shodé ES

vaTecH ¥
VATECH Co., Lid.
23-4, Seogu-dong, Hwaseong-si, Gyeonggi-do, 445-170, Korea

Timto dokumentem prohlasujeme, Ze niZze uvedeny vyrobek

Nazev vyrobku: Digitalni radiograficky zobrazovaci systém
Nazev modelu: PCH-2500

byl klasifikovan jako tfida ITb (podle piilohy 9, pravidlo 10) a je v souladu se zakladnimi
pozadavky a ustanovenimi smérnice Rady 93/42/EHS ve znéni 2007/47/ES a pouZivaji se
u n&ho postupy uvedené v piiloze Il smérnice 93/42/EHS ve znéni 2007/47/ES pod dohledem
notifikované osoby SGS (kdd ¢. 0120) z Velké Britanie.

Standardy souvisejici se smérnici o zdravotnickych prostfedcich 93/42/EHS ve znéni

2007/47/ES, jejichz shoda byla prokazana:

Bezpetnost: EN60601-1:90+A1:93+A2:95, EN 60601-1-3:94, EN 60601-2-7:98, EN
60601-2-28:93, EN 60601-2-32:94

EMC: EN60601-1-2:01+A1:06

Vyse uvedeny vyrobek spliiuje pozadavky smérnice o zdravotnickych prostfedcich
93/42/EHS ve znéni 2007/47/ES a pfislusnych harmonizovanych standardii vztahujicich se na
vyse uvedeny vyrobek, a vyrobce vystavil a podepsal prohlaSeni o shod¢ se smémici
o zdravotnickych prostiedcich.

Korejska republika / 21. prosince 2011

Opravnény zastupce v EU

Nazev spole¢nosti: E-WOO Technology UK Ltd.

Adresa spole¢nosti: Axiom House, The Centre Feltham, Middlesex, TW13 4AU, Spojené
kralovstvi

Sung-Hee Park
Vedouci pro regulatorni zaleZitosti Podpis necitelny

Za a jménem VATECH Co., Ltd. g
/o Daria .*':'_'-\f' J)/?"/1 {.’;-.}:;:.’?
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V Hradci Kralové 31.1.2013 PharmDr. Daria Kuéova, CSe.



Tlumocénicka dolozka

Jako tlumo¢nik jazyka anglického, jmenovany rozhodnutim Krajského soudu v Hradci
Kralové ze dne 22.9.1986, ¢&j.Spr 1918/86 stvrzuji, Ze pieklad souhlasi s textem pfipojené
listiny. ~ '
Tlumocnicky tkon je zapsan pod pof.é.%? /!Zé/{% deniku. /- i
Kb re/
PharmDr.Daria Kucova,CSc.
Nezvalova 545/3

500 03 Hradec Kralové




