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Ref No:17-M03‐10

DECLARATION OF CONFORMITY

Canon inc

9-1,Imaikanli― cho,Nakahara― ku,Kawasaki〕 Kanagawa 211-8501,」 apan

Canon Europa N V Medicalimaging Group

Bovenkerkeweg 59,1185 XBメ mヽsteiveen,The Netheriands

Authorized representative

in Europe

dectare under our sole responsibility that product

DIGITAL RADiOGRAPHY  modeli CXD卜 410Cヽ/Vireless

(ClaSS‖ a,Rule1 0)

is in conformКy whh essenttalrequirements of EC Direcuve(s)

93/42/EEC

by applying the fo‖ owing harmonized standards

EC Direcuve(s) Reference of standard(s)and amendment(s)
93/42/EEC EN IS013485:2016/AC:2018

EN 60601‐ 1:2006/All:2011/Al:2013

EN 60601‐ 1-2:2015

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

EN 60601-1‐ 6:2010

EN 60601-2-54:2009

EN 62220ぃ 1:2004

EN 62304:2006/AC:2008

EN 62366:2008

EN IS0 14971:2012

EN IS0 10993‐ 1:2009/AC:2010,EN IS0 10993-5:2009,

EN IS0 10993-10:2010,EN IS0 10993‐ 12:2012,EN IS0 10993-18:2009

EN IS0 15223-1:2016,EN 1041:2008

and a“ Fu‖ Quality Assurance System"according to EC Directive 93/42/EEC Annex ll except Section 4 by the
fo‖owing Notified Body as stated on the cettificate of HD 1230912-1.

Notiled Body:

Name     TUV Rheiniand LGA PЮ ducts GmbH (ID No 0197)
Address    Tillystra8e 2 90431 Nurnberg Germany

Note:
l  The CE Marking is amxed frOm the year`17.
2  This statement of conformtty is onty valid in coniuncuOn with the retease document for each se両 ai number of produced
devlces

3  The contents marked with an asterisk is that added or revised to our previous Dectaration of Conformity  No
17‐ M03‐ 09

4  Copies ofthe rating plates ofthese modeis are attached

5  Accessory:(Oplon)
CXDI ControI Software NE,Battery Pack LB-4A,Multi Box MB-4A,Docking Stadon DS-4A,
Ready lndicator R卜 3A,PC Connection Cable CP‐ 4A,Status lndicator S卜 4A,VVi両 ng cable WC‐4A,Scatter Correction for
CXDI Settes and One Shot LL for CXDI Series, Advanced Edge Enhancement, Free Rotation for CXDI Se百 es,
・ Intel“ gent NR

Datei November 26,2021

)と
Akira HIRAI

Medical Equipment Qu91ly Assurance Div
Medical Components Group
CANON INC



Base Modeli CXDI-410C Wireless
Rei No.:17-M03

配 CORD OF DECLARATION OF CONFORⅣ IITY
FOR ⅣIEDICAL DEVICE

Datc

Contcnts ofTcchnical Rcport
QA Systcm
IS0 13485

Essential

Rcquircmcnt
CommcntsElcctrical

Safctv
EMC

2017.06.26

2017.12.25

20189.25

2019123

2019,43

2019,7.18

2019,8.6

2019,12.20

2021412

2021 1126

Q40‐ 1330 Q40■ 332 HD 60113491 0001

HD 60140845 0001

HD 1230912‐ 1

Junc 26,2017

Dcccmbcr 25,2017

Scptcmbcr 21,2018

Januaり 23,2019

Apri1 3,2019

August 6,2019

March 24,2021

Novcmbcr 18,2021

Sufrlx No.01 is issucd

(MOdCI CXDl‐ 410C Wttdcss ncw

registration)

Sufrlx No.02 is lssucd.

ぃUpdate ofthc harlnonizcd standard

Sufrix No.03 is issucd,
ぃChanging ManuFacturcr namc

Sufrlx No,04 is lssued.

‐Adding option Advanccd Edgc

Enhanccmcnt

Sufax No.05 is lssucd.
‐updatc ofthc harmonizcd standard

(appliCablc to EN IS0 13485:2016)

Sufflx No.06 is lssucd.

‐Updatc ofthc EC Ccrtiicatc

Sufflx No.07 is lssucd.

‐Updatc ofthc harmonizcd standards

Sufflx No.08 is lssucd.

‐Updatc ofthc optional fむ nction of

solttwarc

Sufflx No.09 is lssucd.

‐Update ofthc EC Ccitiflcatc

Sufflx No. 10 is issued
‐Addin宜 ``Intcllittcnt NR"


