Prohlaseni o shodé

Declaration of Conformity

ve smyslu § 13 zakona 22/1997 Sb. a §1 nafizeni vlady ¢.181/2001 Sb.
according to §13 of Law 22/1997 and §14 of CR Government Order 181/2001

Dokument &islo / Document No :

CZ-US-Sequoia-2002

Dovozce
Importeur

ICO / Identify No.

Vyrobce/Osoba uchovavajici tech. dokumentaci
Manufacturer/
Subject keeping technical dokumentation

Zdravotnicky prostiedek / Medical device

Utel uziti / Art of use

Siemens, S.r.0.
Evropska 33a
160 00 Praha 6

002 685 77

Siemens Medical Systems, Inc.
22010 S.E. 51st Street, Issaquah, Washington 98027
USA

Sequoia 512/Sequoia C256

Ultrazvukovy diagnosticky piistroj

Klasifikace / Classification IIa
Identifikace vyrobku / Produkt identification 5.XXX
Vyrobni skupina / Division US

Vyrobek vyhovuje harmonizovanym normam EN 60601-1,EN 60601-1-1, EN 60601-1-2, EN 601-1-3
Vyrobek spliiuje zakladni technické poZadavky uvedené v pfiloze I v1. naiizeni 181/2001 Sb.

a je pro dany ucel pouZiti za obvyklych podminek bezpecny.

Vyrobce a dovozce piijal opatfent, kterymi zabezpeduje shodu vyrobkl uvadénych na trh s jejich technickou doku-
mentaci a se zdkladnimi technickymi poZadavky.

Vyrobek spliiuje pozadavky smémice EU 93/42/EEC ze dne 14.6.1993 a je oznalen CE znackou

Product fulfils harmonized standards EN 60601-1, EN 60601-1-1, EN 60601-1-2, EN 601-1-3

Product is in compliance with the requirements of Annex I the Government Order 181/2001

and is safety for declared art of use in standard conditions.

Manufacturer and importeur assumed the arrangements (o save the compliance of on market putted products
with their technical dokumentation and basic technical requirements.

Product fulfils the requirements of the Council Directive 93/42/EEC of June 14, 1993 and takes CE Mark

Postupy posuzovani shody jsou v souladu s pozadavky zakona 123/2000 Sb.
Proceeding of look on conformity match with requirements of Law 123/2000

Pfi nami neautorizovanych zmé&nach na vyrobku pozbyva toto prohldgeni svou platnost.
Any modification to the product, not authorized by us, will invalidate this declaration.

Shoda tplného systému fizeni jakosti vyrobce dle piflohy 1 vl. nafizeni je potvrzena certifikatem B-30-00788/01
ze dne 2.7.2001, vydanym autorizovanou osobou 202:

The Conformity of the full quality assurance system of manufacturer according Annex Il of Gov. Order is
certified with Certificate No: B-30-00788/01 dated July 2nd 2001, issued by Authorized Body 202:

Strojirensky zkugebni dstav, s.p.
Hudcova 56b
CZ - 621 00 Brno

Praha, 2.1.2002
Misto a datum / Place and date
% Siemens $.r.0.
Medicinské systémy
Evropska 33a
e 180 00 Praha 8 i

Ing. Jan Smetana hg. Ivan Kazda
Vedouci skupiny US / Head of Division US Razitko / Stamp Manazer jakosti / Quality Manager




