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Directive):

Medical device name:

GMDN Code:

Confomity assessment:

Manufacturer name and
address:

Notified Body name and
address:

Starting Date:

produced devices.

Medical device identification:

Medical device classification:

EC DECLARATION OF CONFORRMITY

Part 1: EC Declaration of Conformity

' We Philips Medical Systems Nederland B.V. declare under sole responsibility that the medical device
|l specified hereafter is in conformity with the provisions of the Council Directive 93/42/EEC (Medical Devices

intelliSpace Portal

IntelliSpace Portal V8.0 SW Kit P/N: 459800947111

Note: the IntelliSpace Portal V8.0 configurations are listed in Part 3

57812

lig, rule 10
Annex 1l excluding (4) of the Medical Device Directive 83/42/EEC

Philips Medical Systems Nederland B.V
Veenpluis 4-6

5684 PC Best

The Netherlands

TUV Rheinland LGA Products GmbH
Tilllystrasse 2, 90431 Nirnberg, Germany
Identification Number: 0197

EC Certificate Number: HD 60078091 0001

November 2015

This Declaration of Conformity is valid in connection with the release document for the respective batch of

g

ICAP-T-034004.01c

;_ <—— Matan Nesman
Director, Quality & Regulatory

= TR

Elektronicky
podepsal(a) Lenka
Krejcifikova
Datum:
2016.11.30
09:55:07 CET
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Philips Medical Systems Nederland B.V.
Veenpluis 4-6

5684 PC Best

The Netherlands

EC DECLARATIOK OF CONFORMITY

Part 2: Harmonized standards used to meet MDD Annex | Essential Requirements

Standard No. Standard Title
. Medical devices - i
EN 62366:2008 Application of usability engineering to medical devices :
EN 62304:2006 . . .
: EN 62304:2006/AC:2008 Medical device software — Software life-cycle process _
F: EN ISO 14971:2012 Medical Devices — Application of Risk Management to Medical Devices "
! EN ISO 13485:2012 Medical Devices — Quality Management Systems — Requirements for i
fé ™ EN ISO 13485:2012/AC:2012 Regulatory Purposes '.
' EN 1041:2008 Information Supplied by the Manufacturer with Medical Devices i
£N 980:2008 Symbols for use in the |abelling of medical devices 3
i Part 3: Device configuration list 1
; Model Description Model Number
| Upgrade IntelliSpace Portal to V8 881062 E
‘ Upgrade IX/LX Workstation to V8 881064 3
. i
| i
' Fr
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Philips Medical Systems Nederland B.V. PHILIPS
Veenpluis 4-6

5684 PC Best

Nizozemi

ES PROHILASENI O SHODE

Cast 1: ES Prohlageni o shodé

My, Philips Medical Systems Nederland B.V., prohlaSujeme na nasi vyhradni odpovédnost, Ze
zdravotnicky prostfedek uvedeny dale je ve shodé s ustanovenimi sm&rnice Rady 93/42/EHS
(smérnice o zdravotnickych prostiedcich):

Nazev zdravotnického prostiedku: IntelliSpace Portal

Oznaceni zdravotnického prostfedku:  IntelliSpace Portal V8.0 SW sada P/N: 459800947111

Poznamka: Konfigurace IntelliSpace Portdl V8.0 jsou uvedeny v &asti 3

GMDN kod: 57812
Klasifikace zdravotnického prostiedku: IIa, pravidlo 10
Hodnoceni shody: Priloha II vyjma (4) smérnice Rady 93/42/EHS o zdravotnickych
prostfedcich
Nézev a adresa vyrobce: Philips Medical Systems Nederland B.V.
Veenpluis 4-6
5684 PC Best
Nizozemi

Nazev notifikované osoby a adresa: TUV Rheinland LGA Products GmbH
Tillystrasse 2, 90431 Norimberk, Némecko
Identifikaéni Cislo 0197
" Cislo ES certifikdtu: HD 60078091 0001
Pocatek platnosti: : listopad 2015

Toto Prohlaseni o shodé plati ve spojeni s vydanym dokumentem pro pfisluSnou 3arzi vyrobenych
prostiedk{.

[podpis]
Matan Neeman
Reditel, Oddé&leni kvality a regulatornich zaleitosti
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Philips Medical Systems Nederland B.V.
Veenpluis 4-6

5684 PC Best

Nizozemi

PHELIPS

ES PROHLASENI O SHODE

Cast 2: Harmonizované normy pouZité ke spInéni Zakladnich pozadavki Piilohy I
smérnice o zdravotnickych prostredcich

Cislo normy

Nazev normy

EN 62366:2008

Zdravotnické prostiedky — Aplikace zpfisobu pouziti na
zdravotnické prostiedky

EN 62304:2006
EN 62304:2006/AC:2008

Software zdravotnickych prostfedké — Procesy v Zivotnim
cyklu softwaru

EN ISO 14971:2012

Zdravotnické prostfedky - Aplikace fizeni rizik pro
zdravotnické prostiedky

EN ISO 13485:2012
EN ISO 13485:2012/AC:2012

Zdravotnické prostiedky — Systémy Fizeni kvality —
PoZadavky pro regulatorni Gicely

EN 1041:2008

Informace  poskytované  vyrobcem zdravotnickych
prostiedk{

EN 980:2008

Symboly pro oznacovani zdravotnickych prostredkd

Cast 3: Seznam konfiguraci prostiedku

Popis modelu

Modelové ¢islo

Upgrade portélu IntelliSpace na V8§

881062

Upgrade pracovni stanice IX/LX na V8

881064

ICAP-T-034004.01c Dok. ¢.: DHF247454 Rev. 1.0 Vydéano: 18. listopadu 2015  Strana 2z 2
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Tlhimoénicka dolozka

Jako tlumoénik zjazyk(d)...anglického a ruského... jmenovany rozhodnutim krajského
soudu v Praze ze dne 7. 11. 2001 &. j. Spr. 4108/2001 stvrzuji, Ze pieklad souhlasi doslovné s textem
piipojené listiny.

Tlumocnicky iikon je zapsan pod pofadovym &islem (716 / W// ’6 ..... tlamoénického deniku.

Praha, 12/4/2016

Interpreter’s clause
As a sworn interpreter of English and Russian, appointed by the decision of the Regional
Court in Prague on November 7, 2001, under file No. Spr. 4108/2001, 1 confirm hereto that the

present translation corresponds in full to the original language of the attached document.

This translation is registered in the translator’s records under No. ......................

Prague, 12/4/2016

~aaienag
/20T C
y, 3
T E e )
g'i'j iQ/I sdalépa Pchocxga\
]ééfphor adf /-
a']_17a6— : C;*

\/rFHOAp\



Tell Upiie kopie, obszhujici 6 sbran gounlaty ¢
s preciozenou listinou, z niZ byle poizenz & ta
prvopis, obeahujic: e stran.
Listing, z niz_je vigimovana 1
vigilelny zajistovaci prvek,
vyznams teto listiny.
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