
Prohl65eni o shodd
Declaration of Confo rmitY

vesmyslu$13z5kona22| |gg7Sb.a$lnai ize4iv l6dyd. l8 l /2001Sb.
accordin-g to gl3 of Law 22/1997 and $t4 of CR Covernment Order 181n001

Dokument (islo I Document No: CZ-US'Sequoia'2002

Dovozce Siemens, s'r'o'

Importeur EvroPskii 33a
160 00 Praha 6

tCO I ldentify No. 002 685 77

Vyrobce/Osoba uchov6vajici tech. dokumentaci Siemens Medical SystemS, Inc'

M a n u f a c t u r e r / 2 2 0 1 0 S . E . 5 l s t S t r e e t , I s s a q u a h , W a s h i n g t o n 9 8 0 2 7
Subject keeping technical dokumentcftio,n USA

Zdravornicky prosfiedek I Medical device Sequoia 5l2/Sequoia C256

Ufet uZiti I Art of use Ultrazvukovy diagnosticky pffstroj

Klasitikace I Classffication If u

Identifikace vyrobku I Produkt identification 5'XXX

Vyrobnf skupina I Division US

vjrobek vyhovuje harmonizovanym normSm EN 60601-l,EN 60601-l-1, EN 60601-l-2' EN 601-l-3

Vjrobek spliuje ziikladnf technickd poZadavky uvedend v pffloze I vl' naiizeni 181/2001 Sb'

aje pro danf ridel pouZit( za obvyklych podmfnek bezpedny'

Vfrobce a dovozce pfijal opatieni, kterymi zabezpe6uje shodu vyrobkri uvriddnich na trh s jejich technickou doku-

mentacf a se z6kladnimi technickllmi poZadavky'

vyrobek spliuje pozadavky smdmice EU g3l42lEEC ze dne 14.6'1993 a je oznaden cE znadkou

Productfutfits harmonized standards EN 60601-1, EN 60601-l-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 stctndard conditions'

Manufacturer ancl importeur assumed the arrangements to 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 posuzoviini shodyjsou v souladu s poZadavky zikona 12312000 sb.

Procieding of took on conformity match with requirements of Law 123/2000

Pii nrlmi neautorizovanllch zmEn6ch na vyrobku pozblv^ toto prohl65en( svou platnost'

Any modification to the product, not authorized by us, will invalidate this declaration'

Shoda dplndho systdmu fizenijakosti vyrobce dle pfflohy II vl. naiizenije potvrzena certifikiitem B-30-00788i01

ze dne 2J .2001, vydanllm autorizovanou osobou 202:

The Conformity of the full qualiry assurance system of nxanufacturer according Annex II of Gov' Order is

certified with CertiJrcate No: 8-30'00788/01 dated July 2nd 2001, issued by Authorized Body 202:

Strojfrensky zku5ebni fstav' s.p.

Hudcova 56b
CZ - 62100 Bmo

Praha,2.l.2002
Misto a datum / Place and date

Vedouci skupiny IJS I Head of Division US

Siemens 6.r.0.
Medicinsk6 syst6my

EwopelcA 33a 6
180 00 Pnha 6 

-

Razitko / Stamp
Ing. Jan Smetana

ManaZer iakosti I Qualin Manaser


