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DECLARATION OF CONFORMITY EPHILI (» 1

LEGAL MANUFACTURER:

Philips Uitrasound Inc.

c € c € 22100 Bothell Everett Hwy
2797 Bothell, WA 98021-8431 USA

HGLITEEEE EPIQ Diagnostic Ultrasound System

EPIQ Diagnostic Ultrasound System (includes EPIQ CVx and CVxi)

EPIQ 5 Diagnostic Ultrasound System (includes EPIQ 5C, 5G and 5W)

EPIQ 7 Diagnostic Ultrasound System (includes EPIQ 7C, 7G, 7W and EPIQ Elite,
Elite W, Elite Advanced, Elite Advanced W)

Model Name

Starting Software WKy
REVISION

S US-MF-000002237

EC Certificate Number WZ{0Y]
Conformity Assessment RGUIDE)

:{EeIEb I 0884838BM431SR

CND Code JrakleZitkl

LIRS 40761 o
IEGCICRESE Diagnostic ultrasound imaging and fluid flow analysis of the human body.

2017/745/EU Class HeESRIE]

Classification Rule [T RE30D
2014/53/EU. KoL)

Signed for and on the behalf of Philips Ultrasound:

Date: 15 April 2021

| mnntinm. Dadhall Vinchimatan HICA

Senior Regulatory Affairs Specialist
Person Responsible for Regulatory Compliance

Document No: 265057 Revision: B Page 1of 26



DECLARATION OF CONFORMITY @ PHILIPS

LEGAL MANUFACTURER:

c € c € Philips Ultrasound Inc.
22100 Bothell Everett Hwy

& Bothell, WA 98021-8431 USA

This declaration of conformity is issued under the sole responsibility of the manufacturer.

I, on behalf of Philips Ultrasound, Inc., located at 22100 Bothell Everett Hwy, Bothell, WA 98021,
USA, hereby declare that the devices covered by the present declaration are in conformity with the
following regulations:

=  EU MDR 2017/745/EU concerning medical devices;

= Directive 2011/65/EU of the European Parliament and of the Council of 8 June 2011 on the
restriction of the use of certain hazardous substances in electrical and electronic equipment.

" Directive 2014/53/EU of the European Parliament and of the Council of 16 April 2014 on the
harmonization of the laws of the Member States relating to the making available on the market
of radio equipment and repealing Directive 1999/5/EC

The manufacturer has been certified by the notified body noted below to
ISO 13485:2016, and complies with Annex IV of the Medical Device
Regulation.

Notified Bod
Y The British Standards Institution (BSI),

Say Building, John M. Keynesplein 9,
1066 EP Amsterdam, Netherlands

Note that the notified body number does not apply to the RoHS Directive nor RED.

For additional information regarding this Declaration, please contact your
European Authorized local Philips Ultrasound affiliate or the Philips Ultrasound European
Representative Authorized Representative noted below.

(SRN: NL-AR-000001422) Philips Medical Systems Nederland B.V.,
Veenpluis 6, 5684PC Best, The Netherlands

Document No: 265057 Revision: B Page 2 of 26



DECLARATION OF CONFORMITY EBPHILI PS

LEGAL MANUFACTURER:

C € c € Philips Ultrasound Inc.
22100 Bothell Everett Hwy

437 Bothell, WA 98021-8431 USA

See page 1 for list of products, accessories and authorizing date and signature
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VYHLASENIE O ZHODE

CE CE
2797

Diagnosticky ultrazvukovy systém EPIQ

Vyhlasenie o zhode — Histdria revizii

logo PHILIPS

LEGALNY VYROBCA:

Philips Ultrasound Inc.
22100 Bothell Everett Hwy
Bothell, WA 98021-8431 USA
Philips Ultrasound Inc.

22100 Bothell Everett Hwy
Bothell, WA 98021-8431 USA

Revizia Autor Zhrnutie popisu zmeny Dovod zmeny
A Prvotné vydanie Implementacia suladu s
nariadenim EU o MDR
B

Vrdtane dodato¢nych prekladov
a SRN vyrobcu
a splnomocneného zastupcu EU

Aktualizacia

Tato stranka je uréena na interné poufZitie a nie je sticastou dokumentu poskytovaného zékaznikovi.



VYHLASENIE O ZHODE

CE CE
2797

logo PHILIPS

Philips Ultrasound Inc.
22100 Bothell Everett Hwy
Bothell, WA 98021-8431 USA

Nazov produktu

Diagnosticky ultrazvukovy systém EPIQ

Nazov modelu

Diagnosticky ultrazvukovy systém EPIQ (vratane EPIQ CVx a CVxi)

Diagnosticky ultrazvukovy systém EPIQ 5 (vratane EPIQ 5C, 5G a 5W)
Diagnosticky ultrazvukovy systém EPIQ 7 (vratane EPIQ 7C, 7G, 7W a EPIQ Elite,
Elite W, Elite Advanced, Elite Advanced W)

Pociatocna
revizia softvéru

7.0

SRN

US-MF-000002237

Cislo EC
certifikatu

720600

Hodnotenie
zhody

Priloha IX

BUDI-DI

0884838BM431SR

Kéd CND

2110401

Kéd GMDN

40761

Zamyslané
pouzitie

Diagnostické ultrazvukové zobrazovanie a analyza toku tekutin v fludskom tele.

Trieda
2017/745/EU

Trieda lla

Pravidlo
klasifikacie

Pravidlo 1 & 10

2014/53/EU

Trieda 1

Podpisané za a v mene spolocnosti Philips Ultrasound:
Datum: 15. aprila 2021
Miesto: Bothell, Washington, USA

podpis

senior speciaista pre regulacné zalezitosti
Osoba zodpovedna za dodrZiavanie regulacnych poziadaviek

Dokument €. 265057

Revizia: B Strana 1z 26




VYHLASENIE O ZHODE logo PHILIPS
Philips Ultrasound Inc.

22100 Bothell Everett Hwy
CE CE Bothell, WA 98021-8431 USA

2797

Toto vyhlasenie o zhode vydava vyrobca na vlastni zodpovednost.

Ja, vmene spolo¢nosti Philips Ultrasound, Inc., so sidlom na adrese 22100 Bothell Everett Hwy, Bothell,
WA 98021, USA, tymto vyhlasujem, Ze zariadenia, na ktoré sa vztahuje toto vyhlasenie, su v sulade s
nasledujucimi predpismi:

= Nariadenie EU MDR 2017/745/EU o zdravotnickych poméckach;

= smernica Eurépskeho parlamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouZivania
urcitych nebezpecnych latok v elektrickych a elektronickych zariadeniach.

* Smernica Eurépskeho parlamentu a Rady 2014/53/EU zo 16. aprila 2014 o harmonizacii pravnych
predpisov Clenskych Statov tykajicich sa spristupriovania radiovych zariadeni na trhu a o zruéeni
smernice 1999/5/ES.

Vyrobca bol certifikovany nizsie uvedenym notifikovanym orgdnom pod'fa normy
ISO 13485:2016 a spliia poziadavky prilohy IV nariadenia o zdravotnickych
Notifikovany | pomdckach.
organ Britska normalizaéna institdcia (BSI),
Say Building, John M. Keynesplein 9,
1066 EP Amsterdam, Holandsko
Upozorfiujeme, Ze ¢islo ozndmeného orgénu sa nevztahuje na smernicu RoHS ani RED.

Eurdpsky DalSie informdcie tykajlce sa tohto vyhlasenia ziskate od miestnej pobocky
splnomocneny | spolocCnosti Philips Ultrasound alebo od eurdpskeho autorizovaného zastupcu
zastupca (SRN: | spolocnosti Philips Ultrasound uvedeného nizsie.

NL-AR- Philips Medical Systems Nederland B.V.,
000001422) Veenpluis 6, 5684PC Best, Holandsko

Dokument €. 265057 Revizia: B Strana 2z 26



VYHLASENIE O ZHODE logo PHILIPS

Philips Ultrasound Inc.

22100 Bothell Everett Hwy

CE CE Bothell, WA 98021-8431 USA
2797

Zoznam produktov, prisludenstva, datum autorizacie a podpis ndjdete na strane 1.

Dokument €. 265057 Revizia: B Strana 3226



PREKLADATELSKA DOLOZKA

Preklad/prekladatel'sky tikon som vypracoval ako prekladatel zapisany v zozname znz.:llcov,
tlmo&nikov a prekladatelov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky, v
odbore pre jazyk anglicky, pod evidenénym &islom

Preklad/prekladatel'sky kon je zapisany v denniku pod ¢islom

Prekladané listiny sthlasia s prelozenymi listinami.

Zirovenn vyhlasujem, Ze som si vedomy nasledkov vedome nepravdivého
prekladu/prekladatel'ského ikonu.

TRANSLATOR'S STATEMENT

I hereby certify that I have translated the document attached hereto as a certified translator
registered in the List of Experts, Interpreters and Translators kept by the Ministry of Justice of
the Slovak Republic, English Language Section, under registration number

The translation/translation act is entered in the translator's book under numl

The translation corresponds to the content of the translated document.

I hereby declare that I am aware of the consequences arising from the knowingly false
translation.

tlagok tiradnej petiatky/Translator's seal

Ipis prekladatel’a/Translator's signature
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07.07.25 14:32 Detail zdravotnickej pomécky | SUKL

SUKLED

(https://www.sukl.sk/)

DETAIL ZDRAVOTNICKE] POMOCKY

@ Pristroj ultrazvukovy diagnosticky EPIQ, EPIQ ELITE

Kéd: P 99766

Nazov: Pristroj ultrazvukovy diagnosticky EPIQ, EPIQ ELITE
Doplnok: s prisluSenstvom

Trieda ZP: lla

Vyrobca skratka: PMS

Vyrobca: Philips Ultrasound LLC.

22100 Bothell Everett Highway
98021-8431 Bothell, Washington
Spojené Staty americké

Splnomocnenec:  Philips Medical Systems Nederland B.V.

Veenpluis 6
5684 PC Best
Holandsko

n (https://www.facebook.com/sukl.sr) l@l (https://www.instagram.com/sukl_sr/)

m (https://www.linkedin.com/company/sukl/)

Tlacena verzia stranky : https://www.sukl.sk/hlavna-stranka/slovenska-verzia/pomocne-
stranky/detail-zdravotnickej-pomocky?page_id=1377
www.sukl.sk © 2025

https://mww.sukl.sk/hlavna-stranka/slovenska-verzia/pomocne-stranky/detail-zdravotnickej-pomocky?page_id=1377&zp_id=124381
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