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Annex

Dentot introorol systems
Тype ref. RX АC; RХ DC; RХ DC Plus; Rx Dс eXTend; RX DC/|; RХ Dс Plus/l.

Тrode mork myroy

Ponoromiс ond сepholometrlс X.roy systems
Series: hyperion Type ref. hyperion MRТ; hyperion.

Trode mork myroy

Ponoromiс, сepho|omelriс ond tomogrophiс X.roy syslem
Type ref. hyperion X9; hyperion X9 pro; hyperion X5.

Trode mork myroy

Digitol rodiogrophy systems
Type ref. ZЕN.X; ZEN-ХI; X.VS; Х-Vsi.

Тrode mork myroy

Digitols vldeorodiogrophlс sensors
Type ref. WDS Х PoD.

Trode mork myroy

Deviсes for reсording X.roy imoging for inlro orol imoges
Тype ref. hрsсon; X.PSP.

Trode mork myroy

Dofe;

Updoted:

Subsfifution Dofe:

Exptry Dofe;

2007-07-23
2019-09-03
2019-04-19
2024-05-26 Itr^Q

жр$,600,a'.8{б ^.*&$ts'
-tвoвgшt

Thls ls o tronslollon of the ltollon text, whiсh prevo|ls in сose of doubts



Eс сERTIFIсATЕ
Certifiсote No l 055/МDD

Full Quolity Assuronсe Syslem Approvol certifiсote

on lhe bosis of our exominotion сoпiеd out oссording to Аnneх |l, exс|uding seсtion 4, of lhe Direсtive
93l42lEЕc ond its revised version, we hereby сrrtify thol;

40026 u,nolА Еo) - V|А sЕL|сE PRov|Nс|АLЕ 2зlА (|тA) - lto|y

monoges in fhe foсtory of:

ф026 |^,tolА (Bo) - v|А B|сoсC^'I4lc (lтA) .ltoly

o quoIity ossuronсe system ensuring the сonformity of the following produсh:

Dэnlol lnlroolo| rрtоmз
Ponolom|с ond сepho|om.tdс X.roу cystemr

Ponolom|с. сephoIomоlriс ond tomogroph|с x.]oy 3yclem
Dlgltol rodlogrophy system!

Dlgltolз vldэorod|og]ophlс t.пtoв

DeJlсct fol ]eсoldlng x.]oy lmog]ng tol lпlro o1ol Imoge3

series ond type refs in the Аnnex

with the re|evont essentio| rеquirements of the oforementioned direсtive (from design lo finol inspeсtion
ond testing} ond it is subieсt to survei||onсe os speсified in sесtion 5 of Annex |l. For сloss I|l deviсes, lhis

сertiflсote is voIid on|y with the relevont Ес Design-fuominotion сеrlifiсote of Аnnex l|.4.

Referenсe to IмQ fi|es Nos:
Dмl7-ool952l-o,l; DМl&ф2886}ol; Dмl8{03з512.ol; DМl9-ф3746,.lol; Dмl9{03939l{l.

Th]r Approvo| Cеrflf|ссte lc Issued bу li^Q s.p.A. ot Nolfred Boф lor the Dllэсllvо 93/42lEEс ond |tt
;evlsсd veвlon. Not|tied Body not|lled to Europeon Comm]cslon under numbэr 005l.

Dote;

Updoted:

Substitution Dofe:

Ехpiry Dofe:

2007-07-23
20 r 9-09-03
2019-04-19
2024-05-26
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Allegoto

Sislemi rodiogrofiсi endoroll
Мodd. RX АC; RX DC; RX Dс Plus; RX DC eXTend; RX DC/|; RX DC Plus/I.

Morсo myroy

Sistemi rodiologiсi ponoromiсi e сefolometriсi
Serie: hyperion Мodd. hyperion МRT; hyperion.

Мorсo myroy

Sislemi rodiologiсi ponoromiсl, сefolomelriсl e lomogrofiсi
Мodd. hyperion X9; hyperion X9 pro; hyperion Х5.

Мorсo myroy

Sislemi per rodiogrofie digitoli
Мodd. ZEN.X; ZЕN-XI; X-VS; X.Vsi.

Мorсo myroy

Sensori videorodiogrofiсi digitoli
Мod. WDs X PoD.

Мorсo myroy

Dispositivi per lo regislrozione di immoginl per roggi x od uso inlroorole dentole
мodd. hy-sсon; X.PSP.

Мorсo myroy

Еmesso i[ 2o07-07-23
Doto oggiornomenfo; 2019-09-03
Sostituisсe: 20l9.04-19
Dofo sсodenzo: 2024.05-26

..$itо002ф#
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Diсhiorozione di qpprovozione del sislemq quoliti
(SЬfemo сompleto di goronzio quolitdJ

Visto l.esito delle verifiсhe сondotte in сonformitё oll.Аllegoto l|, сon |,esсlusione de| punto 4, dello
direttivo 93/42/CЕE e s.m.i., si diсhioro сhe lo ditto:

сEFLA s.с.
40026 |мoLА (Bo} - V|А sЕL|сЕ PROV|Nс|АLЕ 23lА (lтA} - Ito|y

montiene nello stobilimenlo di:

40026 |мoLA (Bo) . V|A BIсoссА,l,l/с (|тА) . |to|y

Un sislemo qUolitd сhe ossiсuro lo сonformitё dei seguenti prodotti:

Slsteml lodIogroft сl endorol|

Sisleml rodioIoglсl ponolomlс| e сefoIomelrlс|

Slstem| lodiologic| pqno]omiсl. Cefolomelтiсi e tomog]ofiс|

Slsteml pel lodlogrolle dlgltoll
Senзor| vldeolqdIogrofi с| digitol|

Disposilivi per Io reglstrozlone dl lmmogini per roggl x od uso lnlroorole dentole

sЪrie e mode|li indiсoti in ̂ ||egoto

oi requisiti essenloli de|Io direttivo suddetto od essi oppliсobi|i (in tutte le fosi do|lo progettozione ol
сontro||o fino|e) ed ё sottoposto ollo sorveglionzo previsto do| punto 5 de|l,Аl|egoto ||. Peridispositivi in

сlosse |l| questo сertifiсoto ё vo|ido soIomente сon i| re|otivo сertifiсoto di esome CЕ deI|o
progettozione di Аllegoto ||.4.

Rifеrimenlo orotiсhe |МQ:
Dм|7.001952l.0l; DМl&ф28863.0l; Dмl&00335124l; Dмl9-0o3v46+0|i Dмl9-003939l-0l.

Questq Dlсhlorozione d| opprovoz|one ё rlIocс|qlq do|l.IirlQ S.p.A. quoIe olgсn|зmo nolliсolo per lo
dhettlvo 93l42lCEE e s.m.|. II numero ldent|flсollvo deII.lJliQ S.P'A. qugIe orgonlsmo nol|f,сoto ё: Ф5l.

Еmеsso iJ;

Dofo oggiornomenfo:

Sosfifujsсe;

Doto sсodenzo;

2007-07-23
2019-09-03
2019-04-19
2024-05-26 rЧ^ c ,r}4s

P"ЪФ*,,;ж
gЁ $kgqtt"
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сB ТЕsТ сЁRТlAICAТA

Ргоduсt
Рrоdшit

Nаmв and аddrеss оf the Aррliсant
t{оm еt аdressе du dеmanijеur

Namе and аddress оf the nnanufасtuгеr
Nоm et adгеssе du fabriоant

Namе аnd addrеss оf thе fасtоry
Nоrп et аdresse dе l,usinе

Rating аnd рriпсipa| сhaгасteristiсs

Valешrs nоminаlеs et саraсtёristiq ues ргinсiраles

Тrаdernаrk (if any}
fularque dе fabrique {si еllr еxistе}

Тypе оf manufасtuгer,s Tеsting Labоrаtогiеs used
Тypе dе рrogrаmrnе dе ]abогаtоirе d.еssais соnstruсtеuг

ttjlоdеll Тyрe Ref,

Rёf. de tyре

A sarпple оf рrоduсt was tеstеd aпd fоuпd tо bе in сопfоrmity
with lЕC
Un ёсhantillоп dе се рrоduit a *t* еssаyё et *tё соnsid*г6
соnfоrme & la CЕl

Natiоnаl differеnсеs / Gоmments
Lеs diffёrеnсеs паtiоnаlеs i Commепtairеs

As shоwn in thе test reроrt Rеf. No' whiсh fоrms part оf t|tis
сеrtifiсаtе
Cоmme indiquё dаns le reррort d.essais пum*rо dе rёfёrеnсe
qui соttstitue рettie dе се сеrtifiсаt

Тhis CB Тest Gегtifiсatе is issшed by thе Nаtiоnаl Certifiсаtiоn Bоdу:

|МQ S.p.A.
Via Quintil iano 43 l.20138 Mi|ano' ltаly

Pаnойmiсаnd tomogввh оx.Rav.",'*'

сEFLA s.с.
VIA,sЕшсЕ PRovlNclALE 23lA
аooiь. lйoй.нd...... . . .]....
. ! t ,ф.. i . . . . . . . . . . . . ]  ] . . ' . . . . . . . . . . . .  ' . . ,  

. . ,  . ,  .  
. . l . . .

сEFI.А s.с.
VIA BlcoсC^;,1.цlc
40026 l[\Лolя Bo ,,: ,i
Italy :

сEFtА s.с.
\ЛA  a r . 1 . r r A ,^^  1 f , l оv l^  g . v v vv^  l т , v

40026 lMot.д Ьo
Italy

1 1 5-240 Vac: 20-124; 50/60 Hz, :

myray 
,

тпЛP

:
hyperion X5

сЕRТ|FIсAт D'ЕssAl oс

Additiona| informаtion (if neсёssаry may а|so be reportеd oп тhЬ сЕrc iё afiodш9eti9nto сqтс r.&'. tт.,l5565Еl dфf20t5{5{5 qrd.theу пш.t bg
pаge 2) ваd iл сoфuncioь:lriodiпйon Ertroduсвrl сheng€of,maltлаduЁ шenшсаtьn пo.
Lеs infoгmatiorts сomptёmentаires (si nёсessаire, pelvent ёtre сЕЕl^ s.с: сЕFиDЕNтд,GRouP b сЕFlа6.с. 

,

60601.;1.31ёd..2) .
56691'.1.d1ёd..]з) ::
60001,.i.196:3).,.,.,
оo60t*.оз(ed.11)
62304(ed.i ),,. .,,' .. . 'il
62з66(.d.i1.. . . l. l..... : : :
сA'.Us .... . .. . . .. . .... .
, , ,  . , : , ' , , , , , , , , , , : 1 , 1 ,

.l0So0оlс11..м1. .

Ce Cегtifiсаt d,еssаi 0C est ёt

((}si8П

oeoe 1 of 1

Date: 2015-10-09 Signature: Filippo Brivio {,ar-9.,y



сB тЕsТ GЕRТIFIсAтЕ

Ргоduсt

Nаme аnd addгess of the aррliсant

Nаmе апd address оf thе nrаnufасturer

Nаnrе and аddress оf tlre fаоtоry

Nоiе: Ь,!/*eл rnorе thaп аnе {асtсlry, pleir$e rrрo|t L1n pаgr 2

Ratings a']d prinОiрal сlrаrасteгistiсs

Тradеrnаrk (if any)

Custоrnеr.s Теsting Fасi|ity {CТF) Stаgе usеd

Моdеl / Турe Ref.

Additiоnal infоrrnаtiоll (if nесessаt.y mаy аlsо be

героrted оn раgе 2)

A samplе оf thе ргоduсt wаs tеsted аnd found

tо bе in сопfоrrпity with

As shоwn in the Тest Repоrt Ref. Nо. wlriсh

fогms рaft of this Certifiсаtе

Ч{-пЧ
ф
myray

ffiж00?600O?,r{i{

i-tйlfit{ttdo
Тhis СB Test Сеrtifiсatе is issuеd by thе Natiопal cоttifiсаtiоn Bоdy

IMQ S.p.A.

Via Quintiliano 43, |ъl-20138 Мilano, |taly ffi.Wffi
M,.

t f l  I  r

:
Signature: Mauro CаsаiiDate:2019-05-10 со$l8|!

**}e{i}*ift.t**i** j.!|bi*,*. 
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