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PHILIPS

c €0123 DECLARATION OF CONFORMITY

We, Philips Medical Systems DMC GmbH, declare under our sole responsibility that the product:

Product Name: MobileDiagnost wDR

Product Model Number or Designator: March 2019

Control Indicator: 00884838091504

Start of CE Marking: 2011

Expiry date: 24" May 2024

Device Classification: Class llb (according to Directive 93/42/EEC, Annex IX, Rule 10)

Global Medical Device
Nomenclature Code (GMDN) and Title: 37647 Mobile basic diagnostic x-ray system, digital

Product Options/Accessories: see Addendum |

is in conformity with:
* Council Directive 93/42/EEC concerning medical devices
e 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.

The Manufacturer is certified by the Notified Body listed below to EN I1SO 13485 and Annex II-Section 3.2 of the
Medical Device Directive. Copies of the Quality System certificates are available upon request.

Name/Address of Notified Body: TUV Stid Product Service GmbH / Ridlerstr. 65, D-80339 Miinchen, Germany
Authorized EU Representative: not applicable

Supplementary Information: not applicable

The products listed above have been designed, manufactured, tested and found to be compatible with the
devices and accessories described by the manufacturer in the device accompanying documentation.

Philips Medical Systems DMC GmbH, as the Responsible Manufacturer for the MobileDiagnost wDR mobile X-ray
system, in accordance with the EU Medical Device Directive 93/42/EEC (CE), declares that the product
MobileDiagnost wDR is produced exclusively for Philips Medical Systems DMC GmbH by the Sub-contractor:

Sub-contractor's Name: SEDECAL SA
Sub-contractor’s Address: Palaya, 9-13, Pol. Ind Rio de Janeiro, 28110 Algete, Madrid, Spain
Both SEDECAL and Philips Medical System DMC GmbG are certificated to ISO 13485 and EU Medical Device
Drec
4

Signature (signed for and on behalf of Philips)

Printed Name: Thomas Kirsch

Title: Managing Director Diagnostic X-Ray Hamburg Hamburg, 07.04.2020
Doc-ID: DXR-QR-0095-12 Page 1 of 3
Philips Medical Systems DMC GmbH General Management: Bank details:
22331 Hamburg Leonardus Ammerlaan (Chairman) Commerzbank AG
RontgenstraRe 24, 22335 Hamburg Dr. Thomas Kirsch, Dr. Thomas Piehler SWIFT-BIC:
Telefon: +49 40 5078-0 Registered Office: Hamburg COBADEFFXXX
Fax: +49 40 5078-2002 Register Court: Hamburg, Reg.-ID.: 66 HRB 77 839 IBAN:

www.philips.com/healthcare Tax No.: 27/278/00800, VAT No.: DE 813038453 DE82200800000651928300



ADDENDUM |
DECLARATION OF CONFORMITY
Belonging to DXR-QR-0072-20

List of Product Accessories

Grid Landscape for SkyPlate large
Grid Portrait for SkyPlate large
Grid Portrait for SkyPlate small
Grid Landscape for SkyPlate E
Grid Portrait for SkyPlate E
Handle for SkyPlate large
Charger 2EZ

Compression belt singles. pull
Infusion bottle holder
Adjustable straps

Height adjustable Trolley TA-M
Infusion bottle holder

Paper roll holder

Side Bar

Table top CPR support
Remote control holder

Stretch grip for VS/VM Stand
Babix Holder

Adj. Straps f. Patient Support
Handgrips

Patient Support

Stitching Ruler

Mobile Detector Holder
Portable Panel Protector
Detector Holder Patient Bed
WPD Hygienic Bag (large)
WPD Hygienic Bag (small)
X-RAY GRID 40/8/110 EXCH
X-RAY GRID 40/8/140 EXCH
X-RAY GRID 40/8/180 EXCH
X-RAY GRID 40/12/110 EXCH
X-RAY GRID 40/12/140 EXCH
X-RAY GRID 40/12/180 EXCH

PHILIPS
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ADDENDUM II

PHILIPS

DECLARATION OF CONFORMITY

Belonging to DXR-QR-0164-18

The products and their options listed above have been tested in a typical configuration as described in the Manufacturer’s
accompanying documentation, and are fully compliant with the standards listed below. Additionally the products listed above
have been designed, manufactured, tested, and found to be compatible with the devices and accessories described by the
manufacturer in the devices accompanying documentation:

Product Safety Standards — General Standard:

EN 60601-1:2006 A1:2013
(Ed. 3.1)

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

Product Safety Standards — Particular Standards:

EN 60601-2-28:2010 (Ed.2)
(IEC 60601-2-28:2010)

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

EN 60601-2-54:2009

+A1/2015
(IEC 60601-2-54:2009)

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

Product Safety Standards - Collateral Standards

EN 60601-1-2:2015
(IEC 60601-1-2:2014)

Medical Electrical Equipment - Part 1-2: Electromagnetic
compatibility - Requirements and tests

EN 60601-1-3:2013 (Ed.2)
IEC 60601-1-3:2008 (2nd Ed.) +
A1:2013 for use in conjunction
with IEC 60601-1:2005 (Third
Edition) + A1:2012

Medical electrical equipment -- Part 1-3: General requirements for
basic safety and essential performance — Collateral Standard:
Radiation protection in diagnostic X-ray equipment

EN 60601-1-6:2010 //

EN 60601-1-6:2010 A1:2013
(IEC 60601-1-6: 2010 A1:2013)

Medical Electrical Equipment — Part 1-6: Usability

Other relevant Standards

EN 62304:2006/AC:2008
(IEC 62304:2006)

Medical device software — Software life-cycle processes

EN 60522:1999

Determination of the permanent filtration of X-ray tube assemblies

EN 1SO 14971:2012

Medical Devices — Application of risk management to medical
devices

EN 62366:2008
(IEC 62366:2007 A1:2014)

Medical devices — Application of usability engineering to medical
devices
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PHILIPS

c €0123 VYHLASENIE O ZHODE

Spolo¢nost Philips Medical Systems DMC GmbH vyhlasuje na svoju vlastnu zodpovednost, Zze vyrobok:

Nd4zov vyrobku: MobileDiagnost wDR

Cislo modelu vyrobku alebo oznaéenie:  marec 2019

Kontrolny ukazovatel: 00884838091504

Zatiatok oznacovania znackou CE: 2011

Datum platnosti: 24 maja 2024

Klasifikacia pomécky: Trieda llb (podfa smernice 93/42/EHS, priloha IX, pravidlo 10)

Kéd podla Globalnej nomenklatury
zdravotnickych pomécok (GMDN) a nézov: 37647 Zakladny mobilny diagnosticky rontgenovy systém, digitalny

Moznosti produktu/prislusenstvo: pozri Prilohu |

je v zhode so
* smernicou Rady 93/42/EHS o zdravotnickych poméckach

smernicou Eurépskeho parlamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouzivania
uritych nebezpecnych latok v elektrickych a elektronickych zariadeniach.

Vyrobca je certifikovany nizsie uvedenym Notifikovanym orgdnom podfa normy EN ISO 13485 a oddielu 3.2 prilohy Il k
smernici o zdravotnickych pomdckach. Képie osvedceni systému kvality su k dispozicii na vyziadanie.

Nazov/adresa Notifikovaného organu: TUV Siid Product Service GmbH / Ridlerstr. 65, D-80339 Mnichov, Nemecko
Splnomocneny zastupca v EU: neuplatiuje sa

Doplfujice informacie: neuplatnuje sa

VysSie uvedené vyrobky boli navrhnuté, vyrobené, testované a zistilo sa, ze si kompatibilné s poméckami
a prisludenstvom opisanymi vyrobcom v sprievodnej dokumentécii k pomécke.

Spolognost Philips Medical Systems DMC GmbH, ako zodpovedny vyrobca mobilného réntgenového systému
MobileDiagnost wDR v stlade so smernicou EU o zdravotnickych poméckach 93/42/EHS (CE) vyhlasuje, Ze produkt

MobileDiagnost wDR vyraba vyhradne pre spolo¢nost Philips Medical Systems DMC GmbH prostrednictvom
subdodavatela:

Obchodné meno subdodavatela: SEDECAL SA
Adresa subdoddvatela: Palaya, 9-13, Pol. Ind Rio de Janeiro, 28110 Algete, Madrid, Spanielsko

Obe spolocnosti, aj SEDECAL, aj Philips Medical System DMC GmbG su certifikované podla ISO 13485 a podla
smernice EU o zdravotnickych poméckach

necitatelny podpis

Odtlacok peciatky s textom:

_________________________________________________ Philips Medical Systems DMC GmbH
dpis (podpisané za a v mene spolo¢nosti Philips) Hamburg

Nemecko
eno tlaéenym pismom: Thomas Kirsch
nkcia: vykonny riaditel diagnostickych réntgenovych systémov Hamburg Hamburg, 07.04.2020
k. €.: DXR-QR-0095-12 Stranalz3
lips Medical Systems DMC GmbH Vedenie: Bankové spojenie:
31 Hamburg Leonardus Ammerlaan (predseda) Commerzbank AG
tgenstrale 24, 22335 Hamburg Dr. Thomas Kirsch, Dr. Thomas Piehler SWIFT-BIC:
fén: +49 40 5078-0 Sidlo: Hamburg COBADEFFXXX
+49 40 5078-2002 Registrovy sud: Hamburg, Reg. ¢: 66 HRB 77 839 IBAN:

.philips.com/healthcare DIC: 27/278/00800, IC DPH: DE 813038453 DE82200800000651928300



PRILOHA |
VYHLASENIE O ZHODE
patriace k dokumentu ¢. DXR-QR-0072-20

Zoznam prislusenstva k vyrobku
« Mriezka na Sirku pre SkyPlate velka
« Mriezka na vysku pre SkyPlate velka
« Mriezka na vySku pre SkyPlate mala
« Mriezka na Sirku pre SkyPlate E
« Mriezka na vysku pre SkyPlate E
+ Nasada pre SkyPlate velka
+ Nabija¢ka 2EZ
Jednoduchy kompresny pas, stahovaci
« Drziak na infuznu ffasu
Nastavitelné popruhy
Vyskovo nastavitelny vozik TA-M
« Drziak na infuznu flasu
Drziak na kotuce papiera
« Postranna prepazka
+ Podpora dosky stola CPR
« Drziak dialkového ovladaca
« Napinacie upevnenie pre stojan VS/VM
+ Drziak Babix
« Nastavitelné popruhy pre podporu pacienta
+ Rukovate
Podpora pacienta
« ZoSivacie pravitko
« Drziak mobilného detektora
Prenosny panelovy chrani¢
« Postel pacienta s drziakom detektora
« Hygienické vrecko WPD (velke)
« Hygienické vrecko WPD (malé)
- RONTGENOVA MRIEZKA 40/8/110 EXCH
- RONTGENOVA MRIEZKA 40/8/140 EXCH
- RONTGENOVA MRIEZKA 40/8/180 EXCH
. RONTGENOVA MRIEZKA 40/12/110 EXCH
- RONTGENOVA MRIEZKA 40/12/140 EXCH
RONTGENOVA MRIEZKA 40/12/180 EXCH
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PRILOHA II
VYHLASENIE O ZHODE

PHILIPS

patriaca k dokumentu ¢. DXR-QR-0164-18

Vysie uvedené vyrobky a ich moznosti boli testované v obvyklej konfiguracii, ako je opisana v sprievodnej dokumentacii
vyrobcu, a st plne v stlade s normami uvedenymi dalej v texte. Okrem toho vysiie uvedené vyrobky boli navrhnuté,
vyrobeng, testované a zistilo sa, Ze sii kompatibilné so zariadeniami a prislusenstvom opisanymi vyrobcom v sprievodnej

dokumenticii:

Normy bezpecnosti vyrobkov - véeobecna norma:

EN 60601-1:2006 A1:2013
(Vydanie 3.1).

Zdravotnicke elektrické pristroje. Cast 1: Vieobecné poZiadavky na
zakladnu bezpeénost a nevyhnutné prevadzkové vlastnosti

Normy bezpeénosti vyrobkov - osobitné normy:

EN 60601-2-28:2010 (2.
vydanie)
(IEC 60601-2-28:2010)

Zdravotnicke elektrické pristroje. Cast 2-28: Osobitné poZiadavky na
zakladnu bezpecdnost a zékladné vlastnosti rontgenovych Ziari¢ov na
lekdrsku diagnostiku

EN 60601-2-54:2009
+A1/2015
(IEC 60601-2-54:2009)

Zdravotnicke elektrické pristroje. Cast 2-54: Osobitné poziadavky na
zakladnu bezpecnost a nevyhnutné prevadzkové vlastnosti
rontgenovych pristrojov na radiografiu a radioskopiu

Normy bezpecnosti vyrobkov - pridruzené normy:

EN 60601-1-2:2015
(IEC 60601-1-2:2014)

Zdravotnicke elektrické pristroje. Cast 1-2: Elektromagnetickd
kompatibilita. PoZiadavky a skusky.

EN 60601-1-3:2013 (2. vydanie)
IEC 60601-1-3:2008 (2. vydanie) +
A1:2013 na poutzitie spolu s normou
IEC 60601-1:2005 (tretie vydanie) +
A1:2012

Zdravotnicke elektrické pristroje. Cast 1-3: Véeobecné poZiadavky na
zdkladnu bezpecnost a nevyhnutné prevadzkové viastnosti. Pridrusend
norma: Radiacnd ochrana pri diagnostickych réntgenovych pristrojoch

EN 60601-1-6:2010 //

EN 60601-1-6:2010 A1:2013
(IEC 60601-1-6: 2010 A1:2013)

Zdravotnicke elektrické pristroje. Cast 1-6: Pouzitelnost

Dalsie prislu$né normy

EN 62304:2006/AC:2008
(IEC 62304:2006)

Softvér zdravotnickych pristrojov. Procesy ovplyviujuce Zivotny cyklus
softvéru

EN 60522:1999

Stanovenie vlastnej filtracie réntgenového Ziari¢a

EN 1SO 14971:2012

Zdravotnicke pomdcky. Aplikdcia manazérstva rizik pri zdravotnickych
pomdckach

EN 62366:2008
(IEC 62366:2007 A1:2014)

Zdravotnicke pomécky. Uplatnenie stanovenia poutzitefnosti na

zdravotnicke pomécky
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PREKLADATELSKA DOLOZKA
Preklad som vypracovala ako prekladatelka zapisand v zozname znalcov, tlmo¢nikov a

prekladatel'ov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore
slovensky jazyk — anglicky jazyk, evidenéné &islo prekladatel'a 970866.

Preklad sthlasi s predkladanou listinou. Vyhlasujem, ze som si vedoma nasledkov vedome
nepravdivého prekladu.

V Bratislave, dia ...7%. 29021

I s
S%ALM(JW mﬁL/
podpis prekladdtela

V

TRANSLATOR'S CLAUSE:

I'have translated the source document as a translator registered in the List of Experts,
Interpreters and Translators maintained by the Ministry of Justice of the Slovak Republic, in
the field Slovak - English Translations, under Translator’s Reg. No. 970866.

The translation is registered in the Translator’s Diary under number ....”."7 /%27 :

Hereby I confirm that this is a true a correct translation of the attached document.
[ declare that I am aware of liability for knowingly providing a false translation.

Done at Bratislava, on .../ 2. <. .72~

!\ 2
%&’»& e

translator’s signature







