OPIS

cCeo DECLARATION OF CONFORMITY
Manufacturer's Name: Philips Medizin Systeme Bdblihgen GmbH
Manufacturer's Address: Hewlett-Packard Strasse 2
71034 Boblingen
Germany
declares , that the product
Product Name: Avalon CTS Cordless Fetal Transducer System
Model Number(s): M2720A System consisting of;

=  M2720A Base Station (receiver),

o M2725A Toco Transducer (transmitter),
o M2726A US Transducer (transmitter),

o M2727A ECG Transducer (transmitter)

Starting Serial Numbers: M2720A: DE30401001, M2725A.: DE30501001,
M2726A: DE30620001, M2727A: DE30740001

Product Options/Accessories: Upgrade option M1361A #1AA; all other options and accessories
as described in the accompanying documents

to which this declaration relates is in conformity with the European Directives:
93/42/EEC
“Council Directive of 14 June 1993 on the approximation of the laws of the Member States
concerning medical devices”
AND
RTTE: 1999/5/EC
“Council Directive of 9. March 1999 on radio equipment and telecommunications terminal
equipment and the mutual recognition of their conformity”

General Safety:  EN 60601-1:1990+A1:1993+A2:1995
[IEC 601-1:1988+A1:1991+A2:1995]
Radio: EN 300 220-3:2000
EMC: EN 60601-1-2:2001 [IEC 60601-1-2:2001]

Supplementary Information:

" The Manufacturer is certified by VDE to DIN EN ISO 13485 and Annex lI-Section 3.2 of Directive 93/42/EEC.
The Quality System certificates are available at 3

http://www3.medical. philips.com/resources/hsg/docs/en-us/custom/intiQualSystemCert generic.asp

The product is of Class Ilb according to Annex IX of the Council Directive 93/42/EEC. The Global Medical
Device Nomenclature Codes (GMDN) are: 38480 and 38481,

The product is a modular device and consists of a number of devices complying with the Council Directive
93/42/EEC.

The radio receiver used in this system is class 1 and the radio transmitters are class 2 under the scope of the
R&TTE Directive. This product is intended to be connected to the Publicly Available Interfaces (PAl) and
used throughout the EEA.

The praduct was tested in a typical configuration as described in the Manufacturer's accompanying

documents.

Béblingen, 13. October, 2004 MQ\Q}F

David R. Jones, Director of Worldwide Quality & Regulatory
FM - Cardiac and Monitoring Systems
i Philips Medical Systems

{Document Number: A-(Q2920-00316-F4, Rev. A)
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OPIS
PROHLASENI O SHODE

Jméno vyrobce: Philips Medizin Systeme Béblingen GmbH
Adresa vyrobce: Hewlett-Packard Strasse 2

71034 Boblingen

Némecko

prohlasuje, ze vyrobek
Nazev vyrobku: Avalon CTS bezdratovy fetalni snimaci system

Cisla modelit: Systém M2720A skladajici se z t&chto souéasti:
M2720A Zakladni stanice (pfijimac)

e  M2725A Snimac Toco (vysilac)

e  M2726A Snimac US (vysilag)

e M2727A Snimac EKG (vysilag)

Prvni vyrobni éisla: M2720A: DE30401001, M2725A: DE30501001
M2726A: DE30620001, M2727A: DE30740001

Dopliiky a prislusenstvi vyrobku: Modernizaéni doplnék M1361A #1AA; vechny ostatni doplriky
a pfislusenstvi jsou popsany v pfiloZzené dokumentaci

k némuz se toto prohlaseni vztahuje, je ve shodé s evropskymi smérnicemi:
93/42/EHS
w»Smérnice Rady ze dne 14. éervna 1993 o sblizovani zakonu élenskych stati
s ohledem na lékarska zafizeni®

A
RTTE: 1999/5/ES

»Smeérnice Rady ze dne 9. brezna 1999 o radiovém vybaveni a telekomunikaénich koncovych zafizenich
a vzajemném uznavani jejich shody*

Vieobecna bezpeénost:  EN 60601-1:1990+A1;1993+A2:1995
[IEC 601-1:1988+A1:1991+A2:1995]
Radio:  EN 300 220-3:2000
EMC: EN 60801-1-2:2001 [IEC 80601-1-2:2001]

Dopliujici informace:

Vyrobce je certifikovan VDE dle normy DIN EN ISO 13485 a prilohy |l kapitola 3.2 smérnice 93/42/EHS.
Certifikaty systému kvality jsou k dispozici na

htto:/imww3.medical.philips.com/resources/hsa/docs/en-us/custom/intlQualSystemCert generic.asp

Vyrobek je tfidy Ilb podle pfilohy IX smérnice Rady 93/42/EHS. Kédy globalni nomenklatury lékafskych zafizeni
(GMDN) jsou: 38480 a 38481.

Vyrobek je modularni zafizeni a sklada se z riznych zafizeni vyhovujicich smémici Rady 93/42/EHS.

Radiovy prijimat pouzivany v tomto systému je tfidy 1 a radiové vysilace jsou tfidy 2 v souladu s obsahem
smémice R&TTE. Tento vyrobek je uréeny pro piipcjeni k vefejné dostupnym rozhranim (PAl) a pro pouzivani
v EEA.

Vyrobek byl testovan v typické konfiguraci, jak je popséano v piiloZené dokumentaci vyrobce.

Boéblingen, 13. fijna 2004 podpis necitelny
David R. Jones, celosvétovy feditel kvality a regulace
PM - srdeéni a monitorovaci systémy
Philips Medical Systems

(Cislo dokumentu; A-Q2920-00316-F4, rev. A)

C. dokumentu PHILIPS
A-M2720-97001 rev. B




TLUMOCNICKA DOLOZKA

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

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

V piekladu jsem proved! nasledujici opravy:
3
2, f]b?/é

Tlumocnik:

Ing. Pavel Skfivanek
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