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Manufacturer

Refo No.:17-M01-12

DECLARAT10N OF CONFORMITY

Canon inc

9-1,Imaikami‐ cho,Nakahara― ku,Kawasaki,Kanagawa 211‐ 8501,Japan

Canon Europa N V Medicalimaging GЮ up

BovenkerkeMeg 59,1185 XB Amsteiveen,The Netheriands

Authorized representative

in Europe

declare under our sole responsibility that product

DIGITAL RADiOGRAPHY  modeli CXD卜 710Cヽ′Vireless

(CtaSS‖ a,Rule1 0)

is in conformky wКh essenualrequirements 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/ACi201 8

EN 60601‐ 1:2006′ All:2011/Al:2013

EN 60601-1-2:2015

EN 60601-1-3:2003/All:2016

EN 60601-1‐ 6:2010

EN 60601-2-54:2009

EN 62220-1:2004

EN 62304:2006/ACi2008

匡N62366:2008
EN IS0 14971:2012

EN IS0 10998-1:2009/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 Systern"according to EC Directive 93/42/EEC Annex ll except Section 4 by the

fo‖owing Notified Body as stated on the certificate of HD 1230912-1

Notiled Body:

Name     TUV Rheiniand LGA Products GmbH oD No 0197)
Address    Tillystrarきe290431 Nurnberg Germany

Note:

l  The CE Marking is amxed frOm the yearF17
2  This statement of confornlity is only valid in conjunction with the release documentfbr each serial number of produced

devlces
3  The contents marked with an asterisk is that added or revised to our previous Declaration of Conformity  No
17-M01‐ 11

4  Copies ofthe rating plates ofthese models are attached

5  AccessoryI(Oplon)
CXDI ControI SoRware NE,Battery Pack LB-4A,Multi Box MB-4A,Docking Stadon DS-4A,
Ready lndicator R卜3A,PC Connedion Cable CP‐ 4A,Status indicator S卜 4A,VVinng Cableヽ lVC-4A,Scatter CorrecuOn fOr
CXDI Series,One Shot LL TOr CXDI Series,Advanced Edge Enhancement,Free Rotation for CXDI Series,士 intelligent

NR
Date:November26,2021
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Akira HIRAI

Medical Equipment Quality Assurance D"
Medical Components Group
CANONINC.



Base Modcl:CXDI-710C Wireless
Rei No.:17-M01

RECORD OF DECLARATION OF CONFOR"生 ITY
FOR"IEDICAL DEVICE

Date

Contcnts ofTcchnical RcpOrt
QA Systcm
IS0 13485

Esscntial

Rcquircmcnt
CommcntsElcctrical

Safcty
EMC

2017.02.23

2017,04.28

2017.12.25

2018.925

2019123

201943

20197.18

2019,8.6

2019,12.20

202010.26

2020.1123

2021 11.26

Q40‐ 1129

50050814001
11355757S‐ A HD 60113491 0001

HD 60140845 0001

HD 1230912■

Fcb 27,2017

Apri1 28,2017

Dcccmbcr 25,2017

Scptcmbcr 21,2018

January 23,2019

Apri1 3,2019

August 6,2019

Octobcr 26,2020

Novcmbcr 18,2021

Sufflx No.01 is issucd

(MOda cxDI‐ 710C Wirclcss ncw
rcgistration)

Sufflx No.02 is lssucd

(Dclction of battcり chargcr BC‐ lA)

Sufflx No.03 is lssucd.

‐Updatc ofthc harrllonizcd standard

Sufflx No.04 is lssucd.

‐Changing Manufacturcr nanc

Sufflx No.05 is lssucd.

‐Adding option Advanccd Edgc

Enhanccment

Sufflx No.06 is lssucd.

‐Updatc ofthc harmonizcd standard

(appliCablc to EN IS013485:2016)

Sufrlx No 07 is lssucd.

‐Updatc ofthe EC Ccrtiacate

SuFax No.08 is lssucd

ぃUpdatc ofthc harmonizcd standards

Sufflx No 09 is issucd

‐Updatc ofthc optional flinction of

soAwarc

Sufflx No. 10 is issucd.

‐Update ofthe hamonized

standard

Sufflx No ll is issucd

‐Update of色‖quality assurancc

system ccrtiflcate

Sufrix No.12 is issucd.

‐Adding``Intelligent NR''


