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Manufacturer

Ref.Noi17-M02‐10

DECLARATION OF CONFORMITY

Canon inc

9-1,ImaikarYli― Cho,Nakahara― ku,Kawasaki】 Kanagawa 211-8501,Japan

Canon Europa N,V MedicaIImaging Group

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

modeli CXD卜 81 0C VVireless

Authorized representative

in Europe

dectare under our sole responsibility that product

DIGITAL RADiOGRAPHY

(CiaSS‖ a,Rule1 0)

is in conformК y wК h essendalrequirements of EC Direcdve(s)

93/42/EEC

by applying the fb‖ 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/All1201 6

EN 60601-1‐ 6:2010

EN 60601-2-54:2009

EN 62220-1:2004

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 10993-1812009

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.

Notined BOdy:

Name     TUV Rheiniand LGA Products GmbH (ID No 0197)
Address    Ti‖ystra8e 2 90431 Nじ rnberg Germany

Note:
l  The CE Marking is amxed frOm the year`17
2  This statement of conformК y is only valid in cottundiOn wК h the retease documentfor each settai number of produced

devices.

3  The contents marked with an asterisk is that added or revised to our previous Deciaration of Confornlity  No
17‐M02‐ 09

4.  Copies ofthe rating plates ofthese modeis are attached

5.Accessory:(Opdon)
CXDi ControI Sonware NE,Battery Pack LB‐ 4A,Multi Box MB‐ 4A,Docking Stadon DS-4A,

Ready lndicator R卜 3A,PC Connection Cable CP‐ 4A,Status indicator S卜 4A,VVinng Cable VVC‐ 4A,Scatter Correction for

CXDI Senes,Advanced Edge Enhancement,Free Rotalon for CXDI Senes,・ Intelligent NR

Date:November 26,2021

Akira HIRAI

Medical Equipment Quality Assurance Di上

Medical Components Group
CANONINC.



Base Model:CXDI‐ 810C Wireless
Rei No.:17-M02

RECORD OF DECLARATION OF CONFORMITY
FOR"生EDICAL DEVICE

Datc

Contcnts ofTcchnical Rcport
QA Systcm
IS0 13485

Esscntial

Rcquircmcnt
CommcntsElcctrical

Safcty
EMC

20170515

2017.12,25

2018.9.25

20191.23

201943

2019718

2019,8.6

2019.12.20

20214.12

2021 11.26

Q40‐ 1260 Q40■ 261 HD 60113491 0001

HD 60140845 0001

HD 1230912■

May 12,2017

Dcccmbcr 25,2017

Scptcmbcr 21,2018

Janua■/23,2019

Apri1 3,2019

August 6,2019

March 24,2021

Novcmbcr 18,2021

Sufflx No.01 is issucd

(MOdЫ CXDI‐ 810C W汁 dcss ncw
rcgistration)

Sufrix No 02 is lssucd.
‐Updatc ofthc harmonizcd standard

Sufflx No.03 is lssucd.

‐Changing Manufacturer namc

SuFax No.04 is lssucd
‐Adding option Advanccd Edgc

Enhanccmcnt

Sufflx No.05 is issucd

‐updatc ofthc harmonizcd standard

(appliCablc to EN IS0 13485:2016)

Sufflx No 06 is lssucd

‐Updatc ofthc EC CcHiacatc

Sufflx No 07 is lssucd,

‐Updatc ofthc harmonizcd standards

SuFax lNo.o8is issucd.

ぃUpdatc ofthc optional fllnction of

soAwarc

Sufflx No.09s lssucd,

‐Updatc ofthc EC Ccrtificatc

Sufflx No. 10s issucd.

‐Adding“ Intelligent NR''


