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PHILIPS EC Declaration of conformity

Philips Medical Systems Nederland B.V. Additional manufacturing site name/address
Veenpluis 4-6, 5684 PC Best, Not Applicable
The Netherlands o

Commercial Register Eindhoven No. 17060498

This declaration of conformity is issued under the sole responsibility of the manufacturer. The device covered
by the present declaration is in conformity with all regulations below and other relevant Union legislation.

Object of the declaration:

Product Name: Zenition 70
Intended Purpose: The Zenition 70 device is intended to be used and operated by: adequately
trained, qualified and authorized health care professionals who have full
understanding of the safety information and emergency procedures as well as
the capabilities and functions of the device. The device is used for
radiological guidance and visualization during diagnostic, interventional and
surgical procedures on all patients, except neonates (birth to one month),
within the limits of the device.
g\ The device is to be used in health care facilities both inside and outside the
” operating room, sterile as well as non-sterile environment in a variety of
procedures.
Applications:
* Orthopedic
* Neuro
* Abdominal
* Vascular
* Thoracic
* Cardiac
Product Part Number(s): 718133
Control Indicator: This Declaration of Conformity is applicable only to the identified release
number and product part number.
Global Medical Device 37646 Mobile general-purpose fluoroscopic x-ray system, digital
Nomenclature Code
(GMDN)
. and Description
| Product Accessories as described in the accompanying labeling documentation
| Options/Accessories:

The object of the declaration described above is in conformity with the following regulations:

2
- . EU Directive Council Directive 93/42/EEC of 14 June 1993 concerning medical
devices
Device Classification Class llb based on Annex IX, Rule 10
Conformity Assessment Annex Il (excluding 4) Full Quality Assurance System
Path
Name/Address/ID of DEKRA Certification B.V.
Notified Body Meander 1051
6825 MJ Arnhem

The Netherlands
Notified Body ID 0344

Certificate Number: 2079177CEO01

Standards The products listed above have been tested in a typical configuration as
described in the Manufacturer's accompanying documentation, and are
fully compliant with the product standards listed below.

Harmonized Standard title
Standards for
L 93/42/EEC (MDD)
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PHILIPS EC Declaration of conformity

Philips Medical Systems Nederland B.V.
Veenpluis 4-6, 5684 PC Best ,

The Netherlands

Commercial Register Eindhoven No. 17060498

Additional manufacturing site name/address
Not Applicable

.

[ EN 60601-1:2006 /
A1:2013

EN 60601-1-2:2015

EN 60601-1-3:2008
+C11:2010 +
A1:2013

EN 60601-1-6:2010

EN 60601-2-
28:2010

EN 60601-2-
43:2010

EN 60601-2-
43:2010 +
Amendment 1:
2018"

EN 60601-2-
54:2009

EN 60601-2-
54:2009 + A1:2015"

EN 62304:2006
+C11:2008 +
A1:2015

EN 62366:2008
+A1:2015

EN ISO 14971:2012

Medical electrical equipment — Part 1: General
requirements for basic safety and essential
performance

Equivalent with IEC 60601-1:2005/A1:2012
Medical electrical equipment - Part 1-2: General
requirements for basic safety and essential
performance - Collateral Standard:
Electromagnetic disturbances - Requirements
and tests

Equivalent with IEC 60601-1-2:2014

Medical electrical equipment - Part 1-3: General
requirements for basic safety and essential
performance - Collateral Standard: Radiation
protection in diagnostic X-ray equipment.
Equivalent with IEC 60601-1-3:2008 + A1:2013
Medical electrical equipment - Part 1-6: General
requirements for basic safety and essential
performance - Collateral standard: Usability
Equivalent with IEC 60601-1-6:2010,
AMD1:2013

Medical electrical equipment - Part 2-28:
Particular requirements for the basic safety and
essential performance of X-ray tube assemblies
for medical diagnosis.

Equivalent with IEC 60601-2-28:2010
Particular requirements for basic safety and
essential performance of X-Ray equipment for
interventional procedures

Equivalent with IEC 60601-2-43:2010

Medical electrical equipment - Part 2-43:
Particular requirements for basic safety and
essential performance of X-ray equipment for
interventional procedures.

Equivalent with IEC 60601-2-43:2010,
AMD1:2017

Particular requirements for the basic safety and
essential performance of X-Ray equipment for
radiography and radioscopy.

Equivalent with IEC 60601-2-54:2009

Medical electrical equipment - Part 2-54:
Particular requirements for the basic safety and
essential performance of X-ray equipment for
radiography and radioscopy

Equivalent with IEC 60601-2-54:2009,
AMD1:2015

Medical device software — Software life-cycle
processes

Equivalent with IEC 62304:2006 + A1:2015
Medical devices — Application of usability
engineering to medical devices

Equivalent with IEC 62366:2007 + A1:2014
Medical devices — Application of risk
management to medical devices (ISO
14971:2007, Corrected version 2007-10-01)
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PHILIPS EC Declaration of conformity

Philips Medical Systems Nederland B.V. Additional manufacturing site name/address
Veenpluis 4-6, 5684 PC Best , Not Applicable
The Netherlands o
Commercial Register Eindhoven No. 17060498
EN ISO 15223- Medical devices - Symbols to be used with '
1:2016 medical device labels, labelling and information

to be supplied - Part 1: General requirements
(ISO 15223-1:2016, Corrected version 2017-03)
EN Information supplied by the manufacturer of
1041:2008+A1:2013 medical devices
' This is not yet the harmonized standard of the Medical Device Directive.

|

EU Directive 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.
Standards The products listed above have been tested in a typical configuration as
described in the Manufacturer's accompanying documentation, and are
fully compliant with the product standards listed below.

EN 50581:2012  Technical documentation for the assessment of
electrical and electronic products with respect to the
restriction of hazardous substances

EU Directive ' DIRECTIVE 2014/53/EU OF THE European Parliament and of the
' Council of 16 April 2014 on the harmonisation of the laws of the
| Member States relating to the making available on the market of
| radio equipment

Standards | The radio transmitting equipment was tested in accordance with the

Radio Equipment Directive, and all essential radio test suites (as
defined in the Essential Requirements) have been carried out. It fully
complies with the standards listed below.

EN 301 489-1 ElectroMagnetic Compatibility (EMC) standard for

V2.1.1( radio equipment and services; Part 1: Common
2017-02) technical requirements.

EN 301 489-17 ElectroMagnetic Compatibility (EMC) standard for
VvV 3.1.1 (2017- radio equipment and services;

02)’ Part 17: Specific conditions for Broadband Data

Transmission Systems;

EN 301 489-3 ElectroMagnetic Compatibility (EMC) standard for

V2.1.1 (2017- radio equipment and services;

03)' Part 3: Specific conditions for Short-Range Devices
(SRD) operating on frequencies between 9 kHz and
246 GHz

EN 300 328 Wideband transmission systems; Data transmission

V2.4.1 equipment operating in the 2,4 GHz ISM band and
using wide band modulation techniques;

EN 300 440 Radio equipment to be used in the 1 GHz to 40

V2.1 .1 (2017) GHz frequency range; Harmonised Standard
covering the essential requirements of article 3.2 of
Directive 201 41531EU

EN 301 893 5 GHz RLAN; Harmonised Standard covering the
V2.1.1 essential requirements of article 3.2 of Directive
2014/53/EU
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PHILIPS EC Declaration of conformity

Philips Medical Systems Nederland B.V. Additional manufacturing site name/address
Veenpluis 4-6, 5684 PC Best , Not Applicable
The Netherlands R

Commercial Register Eindhoven No. 17060498

EN 62479:2010  Assessment of the compliance of low-power

(Not electronic and electrical equipment with the basic

harmonized) restrictions related to human exposure to
electromagnetic fields (10 MHz to 300 GHz)

' This is not yet the harmonized standard of the Radio Equipment
Directive

Additional Information:
| Quality Certificates Issued: | EN ISO 13485:2016 ]

Signature (signed for and on behalf of Philips): Date of Issue: 16" January 2019
Printed Name: Michael Konings Place of Issue: Best, The Netherlands
Title: Director, Regulatory Affairs IGT Systems DOC Identifier : DHF334004

Philips' proprietary information. Unauthorized use is prohibited.
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Uradny preklad z anglického jazyka do slovenského jazyka

PHILIPS

Vyhlasenie ES o zhode

Philips Medical Systems Nederland B.V. Ndzov/adresa J’als'ieho vyrobného zdvodu

Veenpluis 4-6, 5684 PC Best,
Holandsko

Nevztahuje sa

Spolo¢nost zapisana v Obchodnom registri v meste Eindhoven pod &islom 17060498

Toto vyhlasenie o zhode sa vydava na vyhradnu zodpovednost vyrobcu. Pomécka, na ktoru sa toto vyhlasenie
vztahuje, je v silade so vietkymi nizsie uvedenymi nariadeniami a akoukolvek inou relevantnou legislativou EU.

Predmet vyhlasenia:

Nazov produktu:

Zenition 70

Urceny ucel:

Pomocku Zenition 70 moZe pouzivat a ovladat len dostatoéne zaskoleny,
kvalifikovany a opravneny zdravotnicky personal, ktory v maximéalnej moznej miere
rozumie bezpe¢nostnym pokynom a niidzovym postupom a tiez velmi dobre pozna
moznosti a funkcie tejto pomdcky. Pomdcka sa pouziva na radiologické navédzanie
a vizualizaciu pri diagnostickych, intervenénych a chirurgickych zékrokoch u v3etkych
pacientov, s vynimkou novorodencov (do jedného mesiaca Zivota), v rdmci moznosti
tejto pomocky.

Tato pomdcka je uréend na pouZzitie v zdravotnickych zariadeniach, pricom sa méze
pouzivat v operaénej sale aj mimo nej, v sterilnom aj nesterilnom prostredi

a pri réznych typoch zakrokov.

MozZnosti pouZitia:

e Ortopedické zédkroky

e Neurologické zakroky

e Bru$na oblast

e Cievy

e Oblast hrudnika

* Srdce

Sériové Cislo (Cisla) produktu:

718133

Kontrolny indikator:

Toto vyhldsenie o zhode sa vztahuje len na produkty s uvedenym &islom verzie
a sériovym Cislom.

Kéd a opis podla Globalnej
nomenklatury zdravotnickych
pomocok (GMDN):

37646, mobilny fluoroskopicky réntgenovy systém na vSeobecné pouzitie, digitalny

Volitelné moZnosti/prislusenstvo:

Prisluenstvo je uvedené v sprievodnej dokumentdcii k oznacovaniu

Vyssie uvedeny predmet vyhlasenia je v zhode s nasledovnymi nariadeniami:

Smernica EU

Smernica Rady 93/42/EHS zo 14. juna 1993 o zdravotnickych poméckach

Klasifikacia pomécky

Trieda Ilb, v sulade s pravidlom 10 prilohy IX

Postup posudzovania zhody

Priloha Il (okrem odseku 4) — Systém komplexného zabezpecovania kvality

Nazov/adresa/Id. &.
notifikovaného organu

DEKRA Certification B.V.

Meander 1051

6825 MJ Arnhem

Holandsko

Cislo notifikovaného organu: 0344

Cislo certifikatu: 2079177CE01

Normy

Vyssie uvedené pomdcky boli odskisané v typickej konfiguracii, ako je to uvedené
v sprievodnej dokumentacii od vyrobcu, a st v absolutnej zhode s nizsie uvedenymi
normami.

Harmonizované Nazov normy
normy pre smernicu
93/42/EHS (MDD)
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PHILIPS

Philips Medical Systems Nederland B.V.
Veenpluis 4-6, 5684 PC Best,

Holandsko

Spolocnost zapisana v Obchodnom registri v meste Eindhoven pod &islom 17060498

Vyhlasenie ES o zhode

Nézov/adresa dalsieho vyrobného zdvodu
Nevztahuje sa

EN 60601-1:2006 /
A1:2013

Zdravotnicke elektrické pristroje. Cast 1: Vieobecné
poziadavky na zékladnu bezpeénost a nevyhnutné
prevadzkové vlastnosti.

Ekvivalent normy IEC 60601-1:2005/A1:2012

EN 60601-1-2:2015

Zdravotnicke elektrické pristroje. Cast 1-2: Vieobecné
poziadavky na zakladnu bezpecénost a nevyhnutné
prevadzkové vlastnosti. Pridruzend norma:
Elektromagnetickd kompatibilita. Poziadavky a skusky.
Ekvivalent normy IEC 60601-1-2:2014

EN 60601-1-3:2008
+C11:2010 +
A1:2013

Zdravotnicke elektrické pristroje. Cast 1-3: Vieobecné
poziadavky na zakladnu bezpec¢nost a nevyhnutné
prevadzkové vlastnosti. Pridruzena norma: Radiacnd
ochrana pri diagnostickych rontgenovych pristrojoch.
Ekvivalent normy IEC 60601-1-3:2008 + A1:2013

EN 60601-1-6:2010

Zdravotnicke elektrické pristroje. Cast 1-6: VSeobecné
poziadavky na zdkladnu bezpe&nost a nevyhnutné
prevadzkové vlastnosti. Pridruzend norma: Pouzitelnost.
Ekvivalent normy IEC 60601-1-6:2010, AMD1:2013

EN 60601-2-28:2010

Zdravotnicke elektrické pristroje. Cast 2-28: Osobitné
poziadavky na zékladnu bezpeénost a nevyhnutné
prevadzkové vlastnosti réntgenovych Ziari¢ov na lekarsku
diagnostiku.

Ekvivalent normy IEC 60601-2-28:2010

EN 60601-2-43:2010

Osobitné poziadavky na zékladnu bezpeénost

a nevyhnutné prevadzkové vlastnosti réntgenovych
pristrojov na interven¢né postupy.

Ekvivalent normy IEC 60601-2-43:2010

EN 60601-2-43:2010
+A1:20181

Zdravotnicke elektrické pristroje. Cast 2-43: Osobitné
poziadavky na zédkladnu bezpe¢nost a nevyhnutné
prevadzkové vlastnosti rontgenovych pristrojov

na interven¢né postupy.

Ekvivalent normy IEC 60601-2-43:2010, AMD1:2017

EN 60601-2-54:2009

Osobitné poziadavky na zékladnu bezpeénost

a nevyhnutné prevadzkové vlastnosti réntgenovych
pristrojov na skiagrafiu a skiaskopiu.

Ekvivalent normy | EC 60601-2-54:2009

EN 60601-2-54:2009
+A1:2015%

Zdravotnicke elektrické pristroje. Cast 2-54: Osobitné
poziadavky na zakladnu bezpeénost a nevyhnutné
prevédzkové vlastnosti réntgenovych pristrojov

na skiagrafiu a skiaskopiu.

Ekvivalent normy EC 60601-2-54:2009, AMD1:2015

EN 62304:2006 +
C11:2008 + A1:2015

Softvér zdravotnickych pomadcok. Procesy ovplyviujuce
zivotny cyklus softvéru.
Ekvivalent normy IEC 62304:2006 + A1:2015

EN 62366:2008 +
A1:2015

Zdravotnicke pomécky. Aplikdcia techniky pouZitelnosti
na zdravotnicke pomdcky.
Ekvivalent normy IEC 62366:2007 + A1:2014

EN ISO 14971:2012

Zdravotnicke pomdcky. Aplikdcia manaZérstva rizika
pri zdravotnickych pomdockach. (1ISO 14971:2007,
upravend verzia z 1. 10. 2007)
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PHILIPS

Vyhlasenie ES o zhode

Philips Medical Systems Nederland B.V. Ndzov/adresa dalsieho vyrobného zavodu

Veenpluis 4-6, 5684 PC Best,

Holandsko

Nevztahuje sa

Spoloénost zapisana v Obchodnom registri v meste Eindhoven pod ¢islom 17060498

EN ISO 15223- Zdravotnicke pomdcky. Znacky pouzivané na Stitkoch
1:2016 zdravotnickych pomdcok, oznacovanie a poskytovanie
informécii. Cast 1: Vieobecné poziadavky.

(1SO 15223-1:2016, upravena verzia z 03/2017)

EN Informdcie poskytované vyrobcom zdravotnickych
1041:2008+A1:2013 | pomdcok.

! Toto este nie je harmonizovana norma smernice o zdravotnickych pomdckach.

Smernica EU

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

Normy

Vyssie uvedené pomdocky boli odskusané v typickej konfiguracii, ako je to uvedené
v sprievodnej dokumentdcii od vyrobcu, a su v absolttnej zhode s nizsie uvedenymi
normami.

EN 50581:2012 Technickd dokumentdcia na posudzovanie elektrickych
a elektronickych vyrobkov z hladiska obmedzenia obsahu
nebezpecnych latok.

Smernica EU

Smernica Eurépskeho parlamentu a Rady 2014/53/EU zo 16. aprila 2014
o harmonizacii pravnych predpisov ¢lenskych Statov tykajucich sa spristupriovania
radiovych zariadeni na trhu

Normy

Radiové zariadenie bolo odskusané v stlade so smernicou o rddiovych zariadeniach
a boli vykonané vsetky zakladné subory testov (ako to je stanovené v zékladnych
poziadavkach). Pomécka je v absolutnej zhode s niz3ie uvedenymi normami.

EN 301 489-1 Elektromagnetickd kompatibilita (EMC), norma

V2.1.1 (2017-02)* pre radiové zariadenia a sluzby. Cast 1: Spoloéné
technické poZiadavky.

EN 301 489-17 Elektromagnetickd kompatibilita (EMC), norma

V 3.1.1(2017-02)* pre radiové zariadenia a sluzby. Cast 17: Osobitné
podmienky na Sirokopdsmové datové prenosové systémy.
EN 301 489-3 Elektromagnetickd kompatibilita (EMC), norma
V2.1.1(2017-03)* pre radiové zariadenia a sluzby. Cast 3: Osobitné
podmienky na zariadenia s kratkym dosahom (SRD)
prevadzkované na frekvencidch medzi 9 kHz a 246 GHz.

EN 300 328 Sirokopasmové prenosové systémy. Zariadenia na prenos

V2.1.1 dat pracujice v pasme ISM 2,4 GHz a vyuZivajuce metédy
Sirokopasmovej modulécie.

EN 300 440 Rédiové zariadenia pracujuce vo frekvenénom rozsahu

V2.1.1(2017) od 1 GHz do 40 GHz. Harmonizovana norma vztahujtca
sa na zékladné poziadavky podla ¢lanku 3.2 smernice
2014/53/EU.

EN 301 893 RLAN 5 GHz. Harmonizovand norma pokryvajtca zakladné

V2.1.1 poziadavky &ldnku 3.2 Smernice 2014/53/EU
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PHILIPS Vyhlasenie ES o zhode

.
Philips Medical Systems Nederland B.V. Ndzov/adresa dalSieho vyrobného zdvodu
Veenpluis 4-6, 5684 PC Best, Nevztahuje sa
Holandsko

Spolo¢nost zapisana v Obchodnom registri v meste Eindhoven pod &islom 17060498

EN 62479:2010 Posudzovanie zhody nizkovykonovych elektronickych
(nie je a elektrickych zariadeni so zékladnymi obmedzeniami
harmonizovana) z hladiska expozicie oséb elektromagnetickymi polami

(10 MHz aZ 300 GHz).

! Toto eSte nie je harmonizovana norma smernice o radiovych zariadeniach.

Dopliujuce informacie:

rCertifikéty kvality: EN ISO 13485:2016 ]
necitatelny podpis
Podpis (podpisané za a v mene spolocnosti Philips): Datum vydania: 16. januara 2019
Meno tla¢enym pismom: Michael Konings Miesto vydania: Best, Holandsko
Pozicia: Director, Regulatory Affairs IGT Systems Identifikator Voz: DHF334004

Déverné informdcie spolo¢nosti Philips. Neopravnené pouzitie je zakdzané.
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Preklad som vypracovala ako prekladatelka zapisana v zozname znalcov, timo&nikov a prekladatelov, ktory
vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore slovensky jazyk a anglicky jazyk, evidenéné
¢islo prekladatel’a 970361. Vyhlasujem, Ze som si vedoma nasledkov vedome nepravdivého prekladu.
Preklad je v denniku zapisany pod ¢islom RN

Preklad suhlasi s prekladanou listinou.

Datum a miesto vyhotovenia prekladu: ....2 2000 LY 0 Bratislava

Z- ol

Podpis prekladatel’a

I as an official translator for the English and Slovak languages, registered with the Ministry of Justice of the
Slovak Republic under No. 970361, do hereby certify that the foregoing is a true translation of the document
hereunto annexed. In witness whereof I, the said translator, attach my official seal and signature. I hereby declare
that I am aware of the consequences of a false translation made knowingly and willfully.

The translation is registered in my Translator’s Diary under sequence No. 031 30N S

Date and place: ......3 QM- X0ND... Bratislava
n

Signature of the translator







