c € DECLARATION OF CONFORMITY
0086 in accordance with ISO/IEC 17050-1

Manufacturer's Name: ) Philips Ulirasound, Inc.

Manufacturer's Address: 22100 Bothell Everett Highway
Bothell, WA. 98041 USA

declares under our sole responsibility,

that the product (s)

Product Name (s} or number (s): HD15 Diagnostic Ultrasound Systemn
Starting Revision: P1.0
Product Options/Accessories: Transducers: BP10-5ec, C5-2, C6-3, C8-4v, C8-5, D2cwe,

L12-3, L12-5 50mm, L15-7io, $5-2, 87-20mni, S8-3, and all
options including cart mounted peripherals.

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 has been certified by a notified body residing within the European Union to SO 13485,
and complies with Annex |1 of the Medical Device Directive. This product is a Class lla medical device in
accordance with Annex 1%, rule 10.

Global Medical Device Nomenclature Code (GMDN) is 40761

Supplementary Information: :
The product was tested in a typical configuration as described in the Manufacturer's accompanying documents.

Products described above and labeled with the “CE Mark® are in conformance with:

Document No. Title' _ Edition/Date of Issue
EN 60601-1 Medical Electrical Equipment, General First/1990
: Requirement for Safety ’ A1/1993, A2/1985

EN 60601-1-1 Medical Electrical Equipment, Coliateral Second/2000
Standard: Safety for medical electrical systems

EN 60601-1-2 Medical Electrical Equipment, Collateral Second/2002
Standard: Electromagnetic compatibility

EN 60601-1-4 Medical Electrical Equipment, Collateral First/1996, A1/1999

‘ Standard: Programmable electrical medical

systems

EN 60601-2-37 Medical Electrical Equipment, Collateral Firstf2001 A True Copy Attest
Standard: Electromagnetic compatibility MARGUERITE I. ERB

NOTARY PUBLIC
My commission expires Oct. 10, 2008

Fa
Mike Willingham s
Sr. Director, Regulatory Affairs

17 Sept, 2008
Bothell, W USA

For additional information regarding this Declaration, please contact your local Philips Ultrasound affiliate or the Philips Ultrasound European
Representative located at: Philips Medlodl Systems Nederland B.V. , Corporate Quality and Regulatory Group, Veenpluis 4, 5684 PC Best, The
Netherlands
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PROHLASENI O SHODE
v souladu s normou ISQO/IEC 17050-1

Nazev vyrobce: Philips Ultrasound, Inc.
Adresa vyrobce: 22100 Bothell Everett Highway
Bothell, WA., 98041 USA

prohlasuje na svou vyhradni odpovédnost,

Ze vyrobek
Nazev nebo ¢islo vyrobku: HD15 ultrazvukovy diagnosticky systém
Prvni revize: P1.0

Doplriky a prisluSenstvi vyrobku: snimace: BP10-5ec, C5-2, C6-3, C8-4v, C8-5, D2cwc, L12-3,
L12-5 50 mm, L15-7io, S5-2, S7-20mni, S8-3 a viechny
doplfiky véetné perifernich zafizeni namontovanych na voziku,

ke kterému se vztahuje toto prohlaseni, je v souladu s pfilohou I ,,Zakladni pozadavky* evropské

' 93/42/EHS

»Smeérnice Rady ze dne 14. &ervna 1993 o sblizovani zakonu ¢lenskych zemi s ohledem na lékafska
zafizeni” (smérnice o lékafskych zafizenich)

Vyrobce byl certifikovan Gfedné schvalenym organem se sidlem v Evropskeé unii dle normy 1SO 13485 a
spliiuje pozadavky pfilohy Il smé&rnice o lékafskych zafizenich. Tento vyrobek je lékarskym zafizenim tidy
lla v souladu s pfilohou IX, pravidlo 10.

Kad dle globalni nomenklatury lékarskych zarizeni (GMDN) je 40761.

Doplnujici informace:
Vyrobek byl odzkousen v typické konfiguraci, jak je popsano v privodni dokumentaci vyrobce.

Vyse popsané vyrobky jsou oznacené ,znackou CE" a vyhovuji nasledujicim normam:

Dokument &. Nazev' Vydani / datum vydani

EN 60601-1 Lekarska elektricka zafizeni, vieobecné prvni/1990
poZadavky na bezpeé&nost A1/1993, A2/1995

EN 60601-1-1 Lekarska elektricka zarizeni, soubé&zna norma: druhé/2000
Bezpecnost Iékai'skych elektrickych systémi

EN 60601-1-2 Lékarska elektricka zafizeni, soub&zna norma: druhe&/2000
Elektromagneticka kompatibilita

EN 60601-1-4 Lekarska elektricka zarizeni, soub&zna norma: prvni/1996, A1/1999
Programovatelné |ékarské elektrické systémy

EN 60601-2-37 Lekafskd elektricka zafizeni, soub&zna norma: prvni/2001

Elektromagnetické kompatibilita
Razitko:
Osvédceni o ovéfeni opisu
MARGUERITE I. ERB
VEREJNA NOTARKA
Mé opravnéni konéf 10. fijna 2008
Razitko:
MARGUERITE | ERB
Vefejna notarka
COMMONWEALTH OF MASSACHUSETTS
Me oprévnéni kon&i 10. fijna 2008
17. zafi 2008 (podpis necitelny) {podpis neéitelny)
Bothell, W USA Mike Willingham
Sr. Director, odd. registrace

! Uroven shody je uvedena v navodu k pouziti.

Budete-li potfebovat dal3i informace tykajici se tohoto prohlasen, kontaktujte, prosim, své mistni zastoupeni Philips Ultrasound nebo
evropského zastupce firmy Philips Ultrasound se sidlem na adrese: Philips Medical Systems Nederland B. V., Corporate Quality and
Regulatory Group, Veenpluis 4, 5684 PC Best, Nizozemsko.
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TLUMOCNICKA DOLOZKA

Jako tlumognik némecké
ik némeckého a ického |
anglickeho jazyka jmenovany rozhodnutim krajskeh
ého soudu (..

Spr 1518- ji, Ze pf
pr 1518-93) stvrzuji, Ze preklad souhlasi s textem pripojené |
jené listiny.

V o ;
pekladu jsem proved| nésledujici opravy:

Zhpwe

Tlumocnik:

Ing. Pavel Skrivanek




