EN Canon

Canon Inc. Kosugi Office

9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501,

Japan

Phone : (03) 3758-2111

Ref. No.: M1TJ-19R049

EU DECLARATION OF CONFORMITY

We

Manufacturer: CANON INC.
9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501, Japan

Importer in Europe: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, The Netherlands

declare under our sole responsibility that the product(s)
Product Name: DIGITAL RADIOGRAPHY
model: CXDI-702C Wireless, CXDI-402C Wireless
-Included Wireless LAN Module;model BM72065

is(are) in conformity with the essential requirements of EU Directive(s) and Regulation(s)
2014/53/EU, 2011/65/EU, 93/42/EEC

by applying the following standards

EU Directive(s) Reference of standard(s) and amendment(s)

EN300 328 v2.1.1

EN301 893 v2.1.1

EN50566: 2017

2014/53/EU EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 V2.1.1
2011/65/EU EN50581:2012
93/42/EEC
Note:

1. The quality system covering the production is implemented according to ISO EN13485 or monitored
based on appropriate measures.

2. The internal design control system is implemented according to 1SO 14000-series and monitored based

on appropriate measures.

Place : Kawasaki, Japan Date: 24/10/2019
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Tatsuya Yamazaki

General Manager

Medical Equipment Development Promotion Div.
Medical Components Group

Canon Inc.




BG Canon

Canon Inc. Kosugi Office

9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501,

Japan

Phone : (03) 3758-2111

Ped. Ne:  M1TJ-19R049

AEK/TAPALINA 3A CbOTBETCTBUE HA EC

Hue
Mpounssoauten: CANON INC.
9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501, AnoHuA

BHocuten B EBpona: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, XosnaHama

AeKnapupame Ha CBOA COOCTBEHA OTFOBOPHOCT, Y€ MPOAYKTbT(MTE)
Mme Ha npoaykTa: DIGITAL RADIOGRAPHY
mogen: CXDI-702C Wireless, CXDI-402C Wireless
-BkaoueH 6e3xmnyed LAN moayn: BM72065

e(ca) B CbOTBETCTBME CbC CbLECTBEHUTE pa3nopeadu Ha AupekTuBa(u) U PernameHT(m)
2014/53/EC, 2011/65/EC, 93/42/EEC

ypes3 npunaraHe Ha chegHuTe CTaHAapTH

Auvpektnea(m) Ha EC MNo3oBaBaHe Ha cTaHAApT(M) U U3MEHEHUe(A)

EN300 328 v2.1.1

EN301 893 V2.1.1

EN50566: 2017

2014/53/EC EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 v2.1.1
2011/65/EC EN50581:2012
93/42/EEC -
3abenexka:

1. CucTtemarta 3a KayecTBo, o6xBawjawia NpoU3BOACTBOTO, € BHeAPEHa CbI/lacHO cepuATa cTaHgapTu I1SO
13485 nnn ce KOHTPO/IMpPa Bb3 OCHOBA Ha NOAXOAALM MEPKHM.

2. BbTpewHata cucTeMa 3a KOHTPOA Ha NPOeKTUPaHeTOo € BHeApPEHa B CbOTBETCTBME CHC CEpUATA CTaHAApPTU

ISO 14000 1 ce KOHTPO/IMpa Bb3 OCHOBA HA NOAXOAALM MEPKM.

MsacTo: KaBasaku, AnoHuA Aata: 24/10/2019
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Tatsuya Yamazéki

General Manager

Medical Equipment Development Promotion Div.
Medical Components Group

Canon Inc.
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Wir,

Hersteller: CANON INC.

Canon

Canon Inc. Kosugi Office

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

Phone : (03) 3758-2111

Ref.-Nr.: M1TJ-19R049

EU-KONFORMITATSERKLARUNG

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

Importeur in Europa: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, Niederlande,

erklaren unter unserer alleinigen Verantwortung, dass das (die) Produkt(e)
Produktname: DIGITAL RADIOGRAPHY

Modell: CXDI-702C Wireless, CXDI-402C Wireless

-einschlieBlich WLAN-Modul: BM72065

den wesentlichen Anforderungen der EU-Richtlinie(n) und der (den) folgenden Vorschrift(en) entspricht

(entsprechen)

2014/53/EU, 2011/65/EU, 93/42/EEC

durch die Anwendung der folgenden Normen

EU-Richtlinie(n)

Referenz fiir die Norm(en) und Anderung(en)

EN300 328 v2.1.1

EN301 893 v2.1.1

EN50566: 2017

2014/53/EU EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 vV2.1.1
2011/65/EU EN50581:2012
93/42/EEC
Hinweis:

1. Das Qualitdtsmanagementsystem fiir die Produktion wurde entsprechend der 1SO-13485-Normenreihe
eingefiihrt und wird auf der Grundlage angemessener MaBnahmen liberwacht.

2. Das Umweltmanagementsystem wurde entsprechend der 1SO-14000-Normenreihe eingefiihrt und wird
auf der Grundlage angemessener MaBnahmen iiberwacht.

Ort: Kawasaki, Japan

7&_@*_ (

Datum: 24/10/2019
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Tatsuya Yamazaki
General Manager

Medical Equipment Development Promotion Div.

Medical Components Group

Canon Inc.
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Canon

Canon Inc. Kosugi Office

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

Phone : (03) 37568-2111

AplB. Avap.: MI1TJ-19R049

AHAQZH YMMOP®Q2ZHZ EE

Kataokeuaotrig: CANON INC.
9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501, lanwvia

Elcaywytag otnv Eupwtn: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, OAAavdia

ONAWVOULE HE AMOKAEIGTIKN Hag uBUvn OtL To TPoioY (N Ta Tpoidvra)
‘Ovopa MNpoidvrog: DIGITAL RADIOGRAPHY

MovtéAo: CXDI-702C Wireless, CXDI-402C Wireless

-ZupnepthapBavopgvne Movadac AcUppatou LAN: BM72065

glval o€ ouppdpYwaon pe Tig Baoikég amattioelg tng Odnyiag(-wv) kat Kavoviopou(-wv) tng EE
2014/53/EE, 2011/65/EE, 93/42/EEC

gpappolovrag ta akdAouba mpdtuna

Odnyia(-ec) EE

Ava@opd TpotUmwy Kal TPOTIOTTOU|CEWY

EN300 328 v2.1.1

EN301 893 v2.1.1

EN50566: 2017

2014/53/EE EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 V2.1.1
2011/65/EE EN50581:2012
93/42/EEC
Inpeiwon:

1.  To cuotnua TOWOTNTAG TOU KAAUTITEL TNV TAPAYwYr UAOTIOIE(TAL cUH@Wva e T Zeipd 1SO 13485 1
napakoAouBeitat pe Baon Ta KatdAAnAa petpa.

2. To ecwtepiké olotnua eAéyxou oxedLaopol UAoTIoLEiTal oUp@wva Pe T oelpd I1SO 14000 kat
mapakoAouBeital pe Baon ta KatdAAnAa pETpa.

Tomog: Kawasaki, lamwyvia

Huepopunvia: 24/10/2019

Voo (Ypaeepp o

Tatsuya Yaridzaki
General Manager

Medical Equipment Development Promotion Div.

Medical Components Group

Canon Inc.
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Canon

Canon Inc. Kosugi Office

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

Phone : (03) 3758-2111

Nam. ref.: M1TJ-19R049

DECLARACION DE CONFORMIDAD DE LA UE

Nosotros

Fabricante: CANON INC.

9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501, Jap6n

Importador en Europa: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, Paises Bajos

declaramos bajo nuestra exclusiva responsabilidad que el (los) producto(s)
Nombre del producto: DIGITAL RADIOGRAPHY

modelo: CXDI-702C Wireless, CXDI-402C Wireless

-Mddulo LAN inalambrico: BM72065 incluidos

esta(n) en conformidad con los requisitos esenciales de la(s) Directiva(s) y Regulacion(es) de la UE
2014/53/UE, 2011/65/UE, 93/42/EEC

aplicando los siguientes estandares

Directiva(s) de la UE

Referencia del (de los) estandar(es) y enmienda(s)

EN300 328 v2.1.1

EN301 893 v2.1.1

EN50566: 2017

2014/53/UE EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 v2.1.1
2011/65/UE EN50581:2012
93/42/EEC
Nota:

1. Elsistema de calidad que cubre ta produccion se lleva a cabo segln la serie 1SO 13485 o es supervisado
en base a medidas adecuadas.

2. Elsistema de control de disefio interno es implementado en conformidad con la serie 1ISO 14000 y
supervisado en base a medidas adecuadas.

Lugar: Kawasaki, Japon

Fecha: 24/10/2019
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Tatsuya Yamazaki
General Manager

Medical Equipment Development Promotion Div.

Medical Components Group

Canon Inc.
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Nous

Fabricant : CANON INC.

Canon

Canon Inc. Kosugi Office
9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501,
Japan

Phone : (03) 3758-2111

Réf. N°:  M1TJ-19R049

DECLARATION DE CONFORMITE UE

9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501, Japon

Importateur en Europe : Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, Pays-Bas

déclarons sous notre seule responsabilité que le(s) produit(s)
Nom du produit: DIGITAL RADIOGRAPHY

modele: CXDI-702C Wireless, CXDI-402C Wireless

-Module LAN sans fil: BM72065 inclus

est/sont conforme(s) aux exigences essentielles de la/des directive(s) et de la/des Réglementation(s) de UUE
2014/53/UE, 2011/65/UE, 93/42/EEC

en application des normes suivantes

Directive(s) UE

Référence de norme(s) et d’amendement(s)

EN300 328 v2.1.1

EN301 893 v2.1.1

EN50566: 2017

2014/53/UE EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 vV2.1.1
2011/65/UE EN50581:2012
93/42/EEC .
Remarque :

1. Le systéme de qualité couvrant la production est mis en ceuvre selon la norme de série [SO 13485 et
controlé sur la base de mesures appropriées.

2. Le systéme de contréle de conception interne est mis en ceuvre conformément a la norme de série 1SO
14000 et controlé sur la base de mesures appropriées.

Lieu : Kawasaki, Japon

Date : 24/10/2019
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Tatsuya Yamazaki
General Manager

Medical Equipment Development Promotion Div.

Medical Components Group

Canon Inc.
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Proizvodac: CANON INC.

Canon

Canon Inc. Kosugi Office

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

Phone : (03) 3758-2111

Ref. br.: M1TJ-19R049

EU IZJAVA O SUKLADNOSTI

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

Uvoznik u Europi: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, Nizozemska

izjavljujemo pod vlastitom odgovornoscu da proizvod(i)
Naziv proizvoda: DIGITAL RADIOGRAPHY

model: CXDI-702C Wireless, CXDI-402C Wireless

-Ukljuéeni modul beZi¢nog LAN-a: BM72065

je (su) u skladu s osnovnim zahtjevima EU Direktive(a) i Propisa
2014/53/EU, 2011/65/EU, 93/42/EEC

primjenom sljedecih standarda

EU Direktiva(e)

Referenca standarda i dopuna

EN300 328 v2.1.1

EN301 893 vV2.1.1

EN50566: 2017

2014/53/EU EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 vV2.1.1
2011/65/EU EN50581:2012
93/42/EEC -
Biljeska:

1. Sustav kvalitete koji pokriva proizvodnju provodi se prema ISO 13485 seriji ili se prati na temelju

odgovarajucih mjera.

2. Sustav upravljanja unutarnjim dizajnom provodi se prema ISO 14000-seriji i prati se na temelju

odgovarajuéih mjera.

Mjesto: Kawasaki, Japan

Datum: 24/10/2019

Jelowpe Qe

Tatsuya Yamazaki
General Manager

Medical Equipment Development Promotion Div.

Medical Components Group

Canon Inc.



HU Canon

Canon Inc. Kosugi Office

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

Phone : (03) 3758-2111

Ref. sz.: M1TJ-19R049

EU MEGFELELOSEGI NYILATKOZAT

Mi,
termék gyartoja: CANON INC.
9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501, Japan

Europai import6r: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, Hollandia

kizardlagos feleldsségiinkre kijelentjik, hogy a termék(ek)
terméknév: DIGITAL RADIOGRAPHY
tipus: CXDI-702C Wireless, CXDIi-402C Wireless
-beépitett vezeték nélkili LAN modul: BM72065

megfelel(nek) a 2014/53/EU, 2011/65/EU, 93/42/EEC iranyelv(ek) és szabalyozas(ok) lényegi eldirasainak,az
alabbi szabvanyok és

iranyelv(ek) . . L r s
alkalmazasaval Hivatkozott szabvany(ok) és kiegészités(ek)
EN300 328 v2.1.1
EN301 893 v2.1.1

EN50566: 2017

2014/53/EU

0 EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013

EN301 489-17 V3.1.1
EN301 489-1 v2.1.1

2011/65/EU EN50581:2012

93/42/EEC

Megjegyzés:

1. A gyartast lefedé mindségbiztositasi rendszert az ISO 13485-es sorozat szerint alkalmazzak, vagy
megfeleld intézkedésekkel feliigyelik.

2. A bels6 kialakitast szabalyozorendszert az ISO 14000-as sorozat szerint alkalmazzak és megfelelé
intézkedésekkel feliigyelik.

Hely: Kawasaki, Japan Datum: 2019/10/24

Vi Qg

Tatsuya YamaZaki

General Manager

Medical Equipment Development Promotion Div.
Medical Components Group

Canon Inc.




Vid

Framleidandi: CANON INC.

Canon

Canon Inc. Kosugi Office

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

Phone : (03) 3758-2111

Tilvisunar nr.: M1TJ-19R049

ESB SAMR/EMISYFIRLYSING

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

Innflytjandi i Evropu: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, Hollandi

lysir hér med yfir a eigin abyrgd ad varan (vorurnar)
Voruheiti: DIGITAL RADIOGRAPHY

gerd: CXDI-702C Wireless, CXDI-402C Wireless

-Innifalid pradlaust stadarnet: BM72065

er (eru) i samraemi vid grunnkréfurnar i tilskipun (tilskipanir) Evropusambandsins og reglugerd (ir)
2014/53/ESB, 2011/65/ESB, 93/42/EEC

med pvi ad beita eftirfarandi stodlum

Tilskipun (tilskipanir) ESB

Tilvisun stadals (stadla) og breytingar (breytinga)

EN300 328 v2.1.1

EN301 893 v2.1.1

EN50566: 2017

2014/53/E58 EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 v2.1.1
2011/65/ESB EN50581:2012
93/42/EEC
Athugid:

1. Geedakerfid sem neer til framleidslu er framleitt samkvaemt ISO 13485-ro6 eda fylgst er med videigandi

radstoéfunum.

2. Innra hénnunarstyringarkerfid er framleitt i samrami vid 1SO 14000-r&d og fylgst er med videigandi

radstofunum.

Stadur: Kawasaki, Japan Dagsetning: 24/10/2019
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Tatsuya Yamazaki
General Manager

Medical Equipment Development Promotion Div.

Medical Components Group
Canon Inc.



Noi

Produttore: CANON INC.

Canon

Canon Inc. Kosugi Office

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

Phone : (03) 3758-2111

N. rif.:  M1TJ-19R049

DICHIARAZIONE DI CONFORMITA UE

9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501, Giappone

Importatore in Europa: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, Paesi Bassi

dichiariamo sotto la nostra esclusiva responsabilita che il/i prodotto/i
Nome del prodotto: DIGITAL RADIOGRAPHY

Modello: CXDI-702C Wireless, CXDI-402C Wireless

-Modulo LAN wireless: BM72065 inclusi

e/sono conformi ai requisiti essenziali della/e Direttiva/e UE e del/i Regolamento/i
2014/53/UE, 2011/65/UE, 93/42/EEC

con ’applicazione delle seguenti norme

Direttiva/e UE

Riferimento di norma/e ed emendamento/i

EN300 328 v2.1.1

EN301 893 v2.1.1

EN50566: 2017

2014/53/UE EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 V2.1.1
2011/65/UE EN50581:2012
93/42/EEC
Nota:

1. Il sistema di qualita che copre la produzione é realizzato secondo le norme ISO Serie 13485 o monitorato
sulla base di misure appropriate.

2. Ilsistema interno di controllo della progettazione € realizzato secondo le norme ISO Serie 14000 e
monitorato sulla base di misure appropriate.

Luogo: Kawasaki, Giappone

Data: 24/10/2019

74&@7/% ﬂ/‘”’“’"f/é;

Tatsuya Yamazaki
General Manager

Medical Equipment Development Promotion Div.

Medical Components Group

Canon Inc.



LT Canon

Canon Inc. Kosugi Office

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

Phone : (03) 3758-2111

Nr.: M1TJ-19R049

ES ATITIKTIES DEKLARACIJA

Mes,
gamintojas CANON INC.,
9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501, Japonija

importuotojas Europoje: Canon EUROPA N.V.,
Bovenkerkerweg 59, 1185 XB Amstelveen, Nyderlandai,

prisiimdami visg atsakomybe pareiskiame, kad gaminys (-iai)
gaminio pavadinimas: DIGITAL RADIOGRAPHY
modelis: CXDI-702C Wireless, CXDI-402C Wireless
-imontuotas belaidzio LAN modulis: BM72065

atitinka toliau nurodytos (-y) ES direktyvos (-y) ir reglamento (-y) esminius reikalavimus
2014/53/EB, 2011/65/ES, 93/42/EEC

taikydama Siuos standartus

ES direktyva (-os) Standarto (-y) ir pakeitimo (-y) nuoroda (-os)
EN300 328 vV2.1.1

EN301 893 v2.1.1

EN50566: 2017

2014/53/EB EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 V2.1.1
2011/65/ES EN50581:2012
93/42/EEC
Pastaba:

1. Produkcijos kokybés sistema yra jdiegta pagal ISO 13485 serijg arba pagrista atitinkamomis
priemonémis.

2. Vidiné projektavimo kontrolés sistema yra jdiegta pagal 1SO 14000 serija ir yra stebima remiantis
atitinkamomis priemonémis.

Vieta: Kawasaki, Japonija Data: 2019/10/24
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Tatsuya Yamaza

General Manager

Medical Equipment Development Promotion Div.
Medical Components Group

Canon Inc.




LV Canon

Canon Inc. Kosugi Office

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

Phone : (03) 3758-2111

Atsauces Nr.: M1TJ-19R049

ES ATBILSTIBAS DEKLARACIJA

RaZotajs: CANON INC.
9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501, Japana

Importétajs Eiropa: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, Niderlande

ar pilnu atbildibu deklaréjam, ka izstradajums (-i)
Izstradajuma nosaukums: DIGITAL RADIOGRAPHY
modelis: CXDI-702C Wireless, CXDI-402C Wireless
-leklauts bezvadu LAN modulis: BM72065

atbilst batiskam Sadas (-u) ES direktivas (-u) un regulas (-u) prasibam
2014/53/ES, 2011/65/ES, 93/42/EEC

piemérojot sadus standartus

ES direktiva (-s) Atsauce uz standartu (-iem) un labojumu (-iem)
EN300 328 V2.1.1

EN301 893 v2.1.1

EN50566: 2017

2014/53/E5 EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 V2.1.1
2011/65/ES EN50581:2012
93/42/EEC
Piezime:

1. produkcijas kvalitates nodrosinasanas sistéma ir ieviesta atbilstosi ISO 13485 sérijas standartu prasibam
vai tiek uzraudzita, veicot piemérotus pasakumus.

2. leksé&ja izstrades kontroles sistéma ir ieviesta atbilstosi ISO 14000 sérijas prasibam un tiek uzraudzita,
veicot piemérotus pasakumus.

Vieta: Kawasaki, Japana Datums: 2019/10/24
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Vol Uppnagele:

Tatsuya YamazaKi

General Manager

Medical Equipment Development Promotion Div.
Medical Components Group

Canon Inc.
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Fabrikant: CANON INC.

Canon

Canon Inc. Kosugi Office

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

Phone : (03) 3758-2111

Ref. Nr.:  M1TJ-19R049

EU-conformiteitsverklaring

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

Importeur in Europa: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, Nederland

verklaren onder onze eigen verantwoordelijkheid dat het (de) product(en)
Productnaam: DIGITAL RADIOGRAPHY

model: CXDI-702C Wireless, CXDI-402C Wireless

-Inbegrepen draadloze LAN-module: BM72065

voldoet (voldoen) aan de essentiéle vereisten van de EU-richtlijn(en) en verordening(en)
2014/53/EU, 2011/65/EU, 93/42/EEC

door de volgende normen toe te passen

EU-richtlijn(en)

Verwijzing naar norm(en) en amendement(en)

EN300 328 v2.1.1

EN301 893 vV2.1.1

EN50566: 2017

2014/53/7EU EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 vV2.1.1
2011/65/EU EN50581:2012
93/42/EEC -
Opmerking:

1. Het kwaliteitssysteem voor de productie wordt uitgevoerd in overeenstemming met de ISO 13485-serie
of gecontroleerd op basis van passende maatregelen.

2. Het interne ontwerpcontrolesysteem wordt geimplementeerd volgens de ISO 14000-serie en
gecontroleerd op basis van passende maatregelen.

Plaats: Kawasaki, Japan

Datum: 24/10/2019
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Tatsuya Yamazaki
General Manager
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PL Canon

Canon Inc. Kosugi Office
9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501,
Japan

Phone : (03) 3758-2111

Nr ref.: M1TJ-19R049

DEKLARACJA ZGODNOSCI UE

My
Producent: CANON INC.
9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501, Japonia

Importer na Europe: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, Holandia

o$wiadczamy na wtasna, wytaczna odpowiedzialno$¢, ze produkt(y)
nazwa produktu: DIGITAL RADIOGRAPHY
model: CXDI-702C Wireless, CXDI-402C Wireless
-dotaczony modut bezprzewodowej sieci LAN: BM72065

jest (sa) zgodny(e) z zasadniczymi wymogami dyrektyw(y) i rozporzadzenia (rozporzadzen) UE
2014/53/UE, 2011/65/UE, 93/42/EEC

poprzez zastosowanie nastepujacych norm

Dyrektywa(y) UE Odniesienie do norm(y) wraz ze zmianami
EN300 328 v2.1.1

EN301 893 v2.1.1

EN50566: 2017

2014/53/UE EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 v2.1.1
2011/65/UE EN50581:2012
93/42/EEC
Uwaga:

1. System jakosci obejmujacy produkcje zostat wdrozony zgodnie z normami ISO z serii 13485 lub jest
monitorowany w oparciu o wtasciwe srodki.

2. System wewnetrznej kontroli projektu zostat wdrozony zgodnie z normami z serii ISO 14000 i jest
monitorowany w oparciu o wtasciwe srodki.

Miejsce: Kawasaki, Japonia Data: 24/10/2019
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Tatsuya Yamazaki

General Manager

Medical Equipment Development Promotion Div.
Medical Components Group

Canon Inc.
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Canon Inc. Kosugi Office

9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501,

Japan

Phone : (03) 3758-2111

Nr. ref.: M1TJ-19R049

DECLARATIE DE CONFORMITATE UE

Noi
Producator: CANON INC.
9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501, Japonia

Importator in Europa: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, Olanda

declaram pe propria raspundere ca produsul(ele)
Numele produsului: DIGITAL RADIOGRAPHY
Modelul: CXDI-702C Wireless, CXDI-402C Wireless
-modul LAN fara fir: BM72065 incluse

este(sunt) in conformitate cu cerintele de baza ale Directivei(elor) si regulamentul(ele) UE
2014/53/UE, 2011/65/UE, 93/42/EEC

prin aplicarea urmatoarelor standarde

Directiva(ele) UE Referinta standardului(elor) si a amendamentului(elor)

EN300 328 v2.1.1

EN301 893 v2.1.1

EN50566: 2017

2014/53/UE EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 v2.1.1
2011/65/UE EN50581:2012
93/42/EEC
Nota:

1. Sistemul de calitate care acopera productia este implementat in conformitate cu seria 1SO 13485 sau
monitorizat pe baza unor masuri corespunzatoare.

2. Sistemul intern de control al proiectarii este implementat in conformitate cu seria 1SO 14000 si
monitorizat pe baza unor masuri corespunzatoare.

Locatie: Kawasaki, Japonia Data: 24/10/2019
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Tatsuya Yamazaki

General Manager

Medical Equipment Development Promotion Div.
Medical Components Group

Canon Inc.
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Canon Inc. Kosugi Office

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

Phone : (03) 3758-2111

Ref. ¢.:  M1TJ-19R049

EU VYHLASENIE O ZHODE

My
Vyrobca: CANON INC.
9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501, Japonsko

Dovozca v Eurdpe: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, Holandsko

na vlastnl zodpovednost’ vyhlasujeme, Ze vyrobok (vyrobky)
Nazov vyrobku: DIGITAL RADIOGRAPHY
model: CXDI-702C Wireless, CXDI-402C Wireless
-zahrnuty modul bezdrétovej siete LAN: BM72065

je (su) v stlade so zakladnymi poziadavkami smernic EU a nariadenim (nariadeniami)
2014/53/EU, 2011/65/EU, 93/42/EEC

pouzitim nasledovnych noriem

smernice EU Odkaz na normu (normy) a zmenu (zmeny)
EN300 328 v2.1.1

EN301 893 V2.1.1

EN50566: 2017

2014/53/EU EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 V2.1.1
2011/65/EU EN50581:2012
93/42/EEC -
Poznamka:

1. Systém kvality ktory pokryva vyrobu je implementovany podla série ISO 13485 alebo monitorovany na
zéklade prislusnych opatreni.

2. Interny systém kontroly dizajnu je realizovany podla série ISO 14000 a monitorovany na zaklade
prislusnych opatreni.

Miesto: Kawasaki, Japonsko Datum: 24/10/2019
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Tatsuya Yamazaki

General Manager

Medical Equipment Development Promotion Div.
Medical Components Group

Canon Inc.
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Canon Inc. Kosugi Office

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

Phone : (03) 3758-2111

Ref. st.: M1TJ-19R049

Izjava o skladnosti za EU

Mi
Proizvajalec: CANON INC.
9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501, Japonska

Uvoznik v Evropi: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, Nizozemska

z izkljuéno odgovornostjo izjavljamo, da je izdelek (so izdelki)
Ime izdelka: DIGITAL RADIOGRAPHY
model: CXDI-702C Wireless, CXDI-402C Wireless
-Vklju€en modul za brezzi¢ni LAN: BM72065

je(so) v skladu z osnovnimi zahtevami direktiv(e) in predpisa(ov) EU
2014/53/EU, 2011/65/EU, 93/42/EEC

z uporabo naslednjih standardov

Direktiva(e) EU Sklicevanje na standard(e) in spremembo(e)
EN300 328 V2.1.1

EN301 893 V2.1.1

EN50566: 2017

2014/53/EU EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 vV2.1.1
2011/65/EU EN50581:2012
93/42/EEC
Opomba:

1. Sistem kakovosti, ki zajema proizvodnjo, se izvaja v skladu s serijo 1SO 13485 ali spremlja na podlagi
ustreznih ukrepov.

2. Notranji sistem nadzora oblikovanja se izvaja v skladu s serijo ISO 14000 in se spremlja na podlagi
ustreznih ukrepov.

Kraj: Kawasaki, Japonska Datum: 24/10/2019
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Tatsuya Yamazaki

General Manager

Medical Equipment Development Promotion Div.
Medical Components Group

Canon Inc.
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Canon Inc. Kosugi Office

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

Phone : (03) 3758-2111

Ref. No.: M1TJ-19R049

AB UYGUNLUK BEYANI

Biz
Uretici: CANON INC.
9-1, Imaikami-cho, Nakahara-ku, Kawasaki-shi,Kanagawa 211-8501, Japonya

Avrupa'daki Ithalatci: Canon EUROPA N.V.
Bovenkerkerweg 59, 1185 XB Amstelveen, Hollanda

beyan ederiz olarak tamamen kendi sorumlulugumuz altinda
Uriin Adi: DIGITAL RADIOGRAPHY
Model: CXDI-702C Wireless, CXDI-402C Wireless
-Kablosuz LAN Modiilii: BM72065 dahil

Uriindin(irlinlerin) 2014/53/AB, 2011/65/AB no.lu, 93/42/EEC AB Direktif(ler)inin ve
Yonetmeliginin(Yonetmeliklerinin) temel gerekliliklerine uygun oldugunu

asagidaki standartlan uygulayarak
AB Direktifi(Direktifleri) Standardin(Standartlarin) ve degisikligin(degisikliklerin) referans
EN300 328 v2.1.1

EN301 893 v2.1.1
EN50566: 2017

2014/53/AB EN60950-1: 2006 + Amd.11: 2009+Amd.1:2010+Amd.12:2011+Amd.2:2013
EN301 489-17 V3.1.1
EN301 489-1 vV2.1.1
2011/65/AB EN50581:2012
93/42/EEC -
Not:
1. Uretimi kapsayan kalite sistemi, 1SO 13485-Serisine gére uygulanmakta veya uygun onlemlere gore
izlenmektedir.

2. ¢ tasanm kontrol sistemi, 1SO 14000 serisine gére uygulanmakta ve uygun onlemlere gore izlenmektedir.

Yer: Kawasaki, Japonya Tarih: 24/10/2019
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Tatsuya Yamazaki

General Manager

Medical Equipment Development Promotion Div.
Medical Components Group

Canon Inc.




