c € DECLARATION OF CONFORMITY
0366 according to ISO/IEC Guide 22 and EN 45014

Manufacturer's Name: Philips Medizin Systeme Boblingen GmbH

Manufacturer's Address: Hewlett-Packard Str, 2
71034 Boblingen
Germany

declares, that the product _
Product Name: OB TraceVue Software
Meodel Number(s): MI1381E, Beginning with Revision E.00

Product Options/Accessories: None

to which this declaration relates is in conformity with Annex I Essential Requirements of
the Council Directive:

93/42/EEC

“Council Directive of 14 June 1993 on the approximation of the laws of the Member States
concerning medical devices” (Medical Device Directive)

The Manufacturer is certified by VDE to DIN EN ISO 13485 and Annex II-Section 3.2 of Directive 93/42/EEC.

The Quality System certificates are available at,
http://www3.medical.philips.com/resources/hsg/docs/en-us/custom/intiQualSystemCert peneric.asp

The product is Class Ila according Rule 10 Annex IX of Directive 93/42/EEC.
Global Medical Device Nomenclature Code (GMDN) is 36230 (Information systems, obstetrical)

Supplementary Information:

The Application Software of this product was tested in a typical configuration of a Philips OB TraceVue
System as described in the Manufacturer’s accompanying documents. The Software has been verified
compatible and is suitable for use with computers and servers as described in the Manufacturers
accompanying documents.

Béblingen, 13.March 2006 (_%5{ CE\QJK

David R. Jones, Quality and Regulatory Manager
PM-Cardiac and Monitoring Systems
Philips Medical Systems
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OPIS

C€..

PROHLASENI O SHODE
dle Prirucky ISO/IEC 22 a EN 45014

Nazev vyrobce:

adresa vyrobce:

prohlaSuje, Ze produkt

nizev produktu;
Cislo modelu /Eisla modehi:

volitelné vybaveni/pFisluSenstvi produktu:

Philips Medizin Systeme Béblingen GmbH,
Hewlet-Packard Str. 2

71034 Boblingen

Némecko

OB TraceVue Hardware Bundles,

M1381E, pocinaje revizi E.00,

neni k dispozici,

na néjz se vztahuje toto prohlaseni, je v souladu s Pi{lohou I — Zakladni pozadavky Smérnice Rady:

93/42/EES

»Smernice Rady ze 14. ¢ervna 1993 o sblizovani pravnich predpisé élenskych statf tykajicich se
zdravotnickych prostfedk* (Smérnice o zdravotnickych prostfedcich).

Vyrobce obdrzel certifikat VDE dle DIN EN ISO 13485 a Prilohy 1I, oddilu 3.2. Smémice 93/42/EES.

Certifikaty z oblasti systému kvality jsou k dispozici na adrese:

h@:llwww&medical.philiE.com/resourcesmsgzdocsfen—usfcustmnlinﬂoqgjSystem(')ert peneric.asp

Produkt nalezi do tiidy Ila dle Pravidla 10 Piilohy IX Smérnice 93/42/EES. Globalni nomenklaturni kod

zdravotnického prostfedku (GMDN}) je 36230 (informaéni systémy, porodnicks),

Dopliiujici informace:

Aplikatni software tohoto produktu byl testovan na typické konfiguraci systému Philips OB TraceVue dle
popisu uvedeného v pfilozené dokumentaci vyrobce. Bylo ovéfeno, Ze software je kompatibilni a vhodny pro

pouziti na poéitacich a serverech dle popisu uvedeného v pfilozené dokumentaci vyrobee.

Biblingen, 13. bfezna 2006

David R. Jones, Feditel pro kvalitu a pFedpisy
PM — Kardio a monitorovaci systémy
Philips Medical Systems

Cislo dokumentu
M1381-19610

PHILIPS

(Cislo dokumenlu: A-Q2920-00315-F4, Rev. A)




TLUMOCNICKA DOLOZKA

Jako tlumocnik némeckého a anglického jazyka jmenovany rozhodnutim krajského soudu (&.].

Spr 1518-93) stvrzuji, Ze preklad souhlasi s textem pripojené listiny.

V prekladu jsem proved! nasledujici opravy:

oy /
Yo ZaGort Lpyte pe piet lelom’ Zade

poa S Dirvars FAg n boler 177077 £7

f
ILS Podpis tiumoénika

Tlumocnik:

Ing. Pavel Skfivanek



