Abschirif

@ 17 ] K~
D
C 60336 DECLARATION OF CONFORMITY
Manufacturer's Name: Philips Medizin Systeme Boblingen GmbH
Manufacturer's Address: Hewlett-Packard Str. 2
71034 Boblingen
Germany
declares , that the product
Product Name: IntelliVue Patient Monitor MP20, MP30, MP40, MP50,
MP60, MP70, MP80, MPS0
Model Number(s): M8001A, MB002A, M8003A, M8004A., MB8005A, M8007A,

NMBUUBA, MBUTUA

Including the components:
M8048A, M8025A, MB026A, M8027A, MB045A,
M8016A

And measurement modules:
M3001A, M3012A, M3014A, M1020B

Starting Revision: SW Revision: D.0

Product Options/Accessories:  All, except patient connected accessories

to which this declaration relates is in conformity with Annex | Essential Requirements of the
European 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 |I-Section 3.2 of Directive 93/42/EEC.
The Quality System certificates are available at
httn://www3.medical.Dhilips.com/resources/hsg/docs/en-us/custom/int]OualSystemCert generic.asp

The product is Class 2b according to Annex IX of Directive 93/42/EEC.

Global Medical Device Nomenclature Codes {GMDN) are:
36872 (MBOO1A, MB002A, MB003A, M8004A), 33586 (MBOO05A, MB007A, M800BA, M8010A, MB8O16A);
42528 (M8048A); 36553 (3001A, M3012A, M3014A), 36554 (M1020B), 41221 (M8025A); 36861

(M8026A), 35508 (M8045A)

Supplementary Information:
The product was tested in a typical configuration as described in the Manufacturer’s accompanying
documents. The product complies with the following Safety and Performance standards:

ENG0601-1:1990 + A1:1993 + A2:1995 ENB0601-2-30:2000
ENB0601-1-2:2001 EN60601-2-34:2000
ENG60601-2-23:2000 ENB0601-2-49:2000
ENG0601-2-25:1995 + A1:1999 ENG0601-2-51:2003
ENG0601-2-26;1994 ISO EN21647:2004
ENB0601-2-27:1994 ISO EN9918:2005

Boblingen, 20 February, 2006 M

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

(Document Number. A-Q2920-00316-F4, Rev A )
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OPIS

CE0366 PROHLASENI O SHODE
Nazev vyrobce: Philips Medizin Systeme Bblingen GmbH
Sidlo vyrobce: Hewlett-Packard Str. 2
71034 Béblingen
Némecko
prohlasuje, Ze vyrobek,
Nazev vyrobku: monitor pacienta IntelliVue MP20, MP30, MP40, MP50,
MP60, MP70, MP80, MP90
Cisla modeld: M3B001A, M80O02A, MB003A, M8004A, M8005A, M8O0O7A,
MS8008A, M8010A

véetné soudasti:
M8048A, M8025A, MB026A, M8027A, MB045A,
MB8016A

a méricich moduli:

M3001A, M3012A, M3014A, M1020B

Podatecni revize: SW revize: D.0
Verze vyrobku/dopliky: v3echny s vyjimkou dopliikil pfipojenych na pacienta
k némuz se toto prohliSeni vztahuje, je ve shodé nezbytnymi pozadavky dodatku I evropské
smérnice:
93/42/EEC

»Smérnice Rady ze dne 14, ervna 1993 o pribliZeni zikonii ¢lenskych stati tykajicich se
zdravotnickych vyrobki" (smérnice o zdravotnickych vyrobeich)
Vyrobee ma certifikaci od VDE na normu DIN EN ISO 13485 a dodatek 11, oddil 3.2 smérnice

93/42/EEC. OsvédEeni pro systém jakosti jsou k dispozici na této internetové strance:
http://www3.medical.philips.com/resources/hsg/docs/en-us/custom/intlQualSystemCert_generic.asp

Podle dodatku IX smérnice 93/42/EEC vyrobek spada do tiidy 2b.

Jednotné kédy dle nazvoslovi pro zdravotnické vyrobky (GMDN) jsou:
36872 (MBOO1A, M8002A, MB003A, M8004A), 33586 (MB0O05A, MB007A, MB008A, MBG10A,
MB8016A); 42528 (M8048A); 36553 (3001A, M3012A, M3014A); 36554 (M1020B), 41221
(M8025A); 36861 (M8026A); 35508 (M8045A)

Dopliiujici informace:
Vyrobek byl testovan v typickém provedeni, jak je popsano v doprovodné dokumentaci od vyrobce.
Vyrobek vyhovuje témto normam bezpecCnosti a G€innosti:

EN60601-1:1990 + A1:1993 + A2: 1995 EN60601-2-30:2000
EN60601-1-2:2001 EN60601-2-34:2000
EN60601-2-23:2000 EN60601-2-49:2000
EN60601-2-25:1995 + A1:1999 EN60601-2-51:2003
EN60601-2-26:1994 ISO EN21647:2004
EN60601-2-27:1994 ISO EN9919:2005

Biblingen, 20. inora 2006

Podpis
David R. Jones, Reditel pro jakost a registraéni zaleZitosti pro cely svét
— Srde¢ni a monitorovaci systémy
Spoleénost Philips Medical Systems

(C. dokumentu A-Q2920-00316 F4, rev. A)
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TLUMOCNICKA DOLOZKA

Jako tlumoénik némeckého a anglického jazyka jmenovany rozhodnutim krajského soudu (€.

Spr 1518-93) stvrzuiji, ze pfeklad souhlasi s textem pfipojené listiny.

V prekladu jsem provedl nasledujici opravy:

i&hwej

Tlumocnik;

Ing. Pavel Skrivanek




