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Following the provisions of the Medicol Devices Directive 93l42lEEC,Annex ll

ond of the directive 2011165/EU
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Monufocturer
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191-8503 Jopon
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Tokyo,17 March 2020

EU Authorized Representotive

GE Medicol Systelrts SCS

283 rue de lo Miniare

78530 BUC,Fronce

GE Medicol Systelmls,LLC

3000N.G‐ rondvie、 v Blvd,Woukesho,

VVl,53188 USA

GE Hongwd Medical Systeims Co"ヒ td.
い′est Areo of Bu‖ ding No.3,No.l Yongchong Notth Rood,Be」 ing Economic ond Development
A確 o,3e」 ing 100176 Chino

Declore under our sole responsibility thot the device:

Revolution EVO
<X-roy system, diognostic, computed tomogrophy, full body >

Ref.: Revolution EVO CT system Product Configurotion Moster

5463926-31rcM, 5463926-3zpCM, 5463926-33pCM, 5453926-34pCM

GMDN Code:37518

Clossificotion rulel93/4?lECAnnex lX): Rule 10 Closs llb

To which this declorotion relotes is in conformity with the requirements of the Medicol Devices
Directive 93/42/EEC which opplyto it ond with the requirements of the directive2OS,l/65lEU on the
restriction of the use of certoin hozordous or stote of the ort substonces in electricol ond electronic
equipment.

This conformity is bOsed on the fo‖ owing elementsi
o  For the directive 93/42/EEC(MDD}

o  Technicol Documentotion/DHF Ref/rdi:IDO)C1732895 ofthe producttoヽ〃hich this
declorotion relotes.

o  ECI certlficotei opprovo1lof full quclity OssurOnce syste「 n(Annex 1l ofthe Medicol Devices
DireCtiVe 93/42/EECl delivered by G― MED{Notified Body No.04591/Certificote N° 7834

0  Hcrmonized stondcrds opplied on the prOduct to which this declo「 ction relctes
●   For the directive 2011/65/EU IRoHS}

o Technicol Documentotion/IDHF Ref./r6f:D()C1732895,ofthe productto、 〃hich this declo「 ction
relotes

This EC declorotion of conformity supersedes the previous declorotion doted 6 Februory 2020.

Tomohiro lto
Sr. Regulotory Affoirs Leoder

Reference ofthe Declo「 ctioni DOC1568331 Pace 1 or 2
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ADDENDUM TO THE DECLARATION OF CONFORMITY DOC1568331 
 

Harmonized Standards   

EN 60601-1:2006/A1:2013 EN 60601-2-44:2009/A2:2016 

EN 60601-1-2:2015 EN 62304:2006/AC:2008 

EN 60601-1-3:2008/A11:2016 EN 62366-1:2015 

EN 60601-1-6:2010/A1:2015 EN ISO 10993-1: 2009/AC:2010 
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