GE Healthcare

DECLARATION OF CONFORMITY

Following the provisions of the medical devices directive 93/42/EEC, Annex !} and of the

directive 2011/65/EU
We
Manufacturer £t Authorized Representative
GE Medical Systems LLC GE Medical Systems 5€5
3000 Morth Grandview Bivd 283 rue de Iz Minlére
Waukesha, Wi 53188, UsA 78530 BUC, France

Declare under gur sole responsibllity that the device:

Revolution Apex {Upgrade from Revalution CT: Revalution CT with Agex edition)
X-Ray Systern, Diagnostic, Computed Tomography, Full-body

Ref: B7B19KD, 5895000-5PCM, 2,24 ME Upgrade kit - $/N 453713CND, 453717CN1, 4537120N2, 453718CN3,
4537110N4, 4537150N5, 453710CNE, and 453714CN8

GMDN Code: 37618 UDI-Di code: D08406882146616 {Revolution Apex)
00840682146319 {Revolution CT with Apex edition}

Classification rule {93/42/EEC Annex IX); 10 Class Itb

To which this declaration relates, is in conformity with the requirements of the medical devices directive 93/42/EEC which
apply to it and with the requirements of the directive 2011/65/EU on the restriction of the use of certain hazardous substances
in electrical and electronic equipment.

This conformity Is based on the following elements:

e For the directive 83/42/EEC (MDD)
o Technical Documentation/DHF Ref./ réf: DOC1520191, of the product to which this declaration relates
o ECcertificate: approval of full quality assurance system {Annex Il of the directive 93/42 EEC) delivered by G-MED
{Notified Body #0459/ Certificate No. 7856
o harmonized standards applied on the product to which this declaration relates
¢ Forthe directive 2011/65/EU (RoHS)
©  Technical Documentation/DHF Ref./ réf: DOC1520191, of the product to which this declaratian relates

®  Lst of harmonized standards applied for CE marking :

EN 60501-1:2006/A1:2013

EN 60801-1-2:2015

EN 60601-1-3: 2008/A11:2016

EN 60601-2-44: 2009+A1:2012+A2:2015

’ 5

27 Nevemlgn, g Lﬁ,’%ﬁ e

Waukesha, Wi, USA, Arny Yabgr [}’/
Regulatory Affairs Manager

This EC declaration of conformity supersedes the previous declaration of conformity dated 13-August-2019
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* Printed coples are uncontrolled unless otherwise identified *
Before using this document, consult MyWorkshop for the latest revision.
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PROHLASENI O SHODE

V navaznosti na ustanoveni smérnice o zdravotnickych prostfedcich 93/42/EHS, pfilohy VI
a smérnice 2011/65/EU

My,
vyrobce Opravnény zéastupce v EU
GE Medical Systems, LLC GE Medical Systems SCS
3000 North Grandview Blvd 283 rue de la Miniére
Waukesha, W1 53188, USA 78530 BUC, Francie

prohladujeme na nasi vyhradni odpovédnost, Ze zafizeni:

Revolution Apex (upgrade z Revolution CT: Revolution CT s edici Apex)
Rentgenovy systém, diagnosticky, politatova tomografie, celotélovy

Ref.¢.: B7919KD, 5995000-5PCM, 2.2A ME Souprava pro upgrade - S/N 453713CNO,
453717CN1, 453712CN2, 453716CN3, 453711CN4, 453715CN5, 453710CN6 a 453714CN8

Kéd GMDN: 37618 Kéd UDI-DI: 00840682146616 (Revolution Apex)
00840682146319 (Revolution CT s edici Apex)

Klasifikaéni pravidlo (93/42/EHS pfiloha IX): 10 Trida Hb

kterého se tyka toto prohlaseni, je v souladu s poZadavky smérnice o zdravotnickych prostfedcich
93/42/EHS, které se na néj vztahuji, a s poZadavky smérnice 2011/65/EU o omezenf pouzivani nékterych
nebezpeénych latek v elektrickych a elektronickych zafizenich.

Tato shoda je zaloZena na nasledujicich prvcich:

* Pro smérnici 93/42/EHS (zdravotnické prostfedky, MDD)
o Technicka dokumentace/DHF &.j./ DOC1520191 vyrobku, kterého se tyka toto prohldseni.
o Certifikat ES: o upIném schvaleni systému zajisténi kvality (pfiloha Il smérnice 93/42 EHS) dodany
spole¢nosti G-MED (oznameny subjekt ¢. 0459/certifikat ¢. 7856)
0 Harmonizované normy vztahujici se na vyrobek, kterého se toto prohléseni tyka

* Pro smérnici 2011/65/EU (RoHS)
o Technicka dokumentace/DHF ¢&.j../ DOC1520191 vyrobku, kterého se tyka toto prohlaseni

I * Seznam harmonizovanych norem tykajicich se oznadeni CE:

EN 60601-1:2006/A1:2013

EN 60601-1-2:2015

EN 60601-1-3: 2008/A11:2016

EN 60601-2-44; 2009+A1:2012+A2:2016

[neditelny podpis]
Waukesha, 27. listopadu 2019 Amy Yang
Reditei pro regulaéni zéleZitost

* \ytisténé kopie jsou nefizené, pokud neni uvedeno jinak*
Pfed pougitim tohoto dokumentu se obratte na MyWorkshop ohledn@ posledni revize.
Dlvérny dokument spoleénosti GE Healthcare

st .
Bnalzy DOC1520171



Jako tlumoénik jazyka anglického jmenovany
rozhodnutim Krajského soudu v Ostravé dne 24.6.1993,
¢j. Spr 2386/93 stvrzuji, Ze preklad odpovida textu
ptilozené listiny. Y
Pieklad je evidovan pod pof. &. ¥%Z/ 204 aas
SEZ ...l stran.

Mgr. Be. Michaela Vrablikova
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