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1. Fpageio Ynoupyou Yyeiag,
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2. AutoteAég Tunpa EnonTeiag, Avantugng
kai AsiToupyiag E.O.M.Y.Y.,
ApioToTéAoug 17, 10187, ABriva

3. EAAnvikn EmiTponn ATopiking Evépyelag,
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OEMA: «'Evap&n karabeong dikaioAoynTik®V NoloTIK®WV KpiTnpiwv CT & MRI».

EXeT.: 1. To ApBpo 4 Tou N.4931/2022 (GEK T. A’ 94/13-5-2022)
2. Hun apiBu. EAAE/T.M.37687 (DEK T. B’ 3711/14-7-2022) Anogaon YnoupyouU Yyeiag

2€ OUVEXEID TWV aVWTEPW OXETIKWV dlaTaewv, o EONYY epapuolel kpitrpia noloTnTag OTIG
unnpEeaieg uyeiag Je okonod TN AWn HETPwWY BEATIWONC TwV JEIKTWV UYEiag, HEow a&loAdynong TnG
anoTeAEOPATIKOTNTAG, TNG anodoTIKOTNTAG Kal TNG aoPAAelag TnG Napexopevng epovTidag uyeiag
(ox.1). O EONYY éxer avantU&el naveAAadikod OiKTUO GUHPBEBANHEVWV NApOXwWV UYEiag yia Tnv
napoxn d1ayvwoTIKwV eEETAcEWV AEOVIKNG kal MayvnTIkAG Topoypa®iag oToug acpalGEVOUC TOU.

e eQapyoyn TWV NApAnavw, EVNUEPWVOUHUE TOUG IDIWTEC OUMBEBANUEVOUC NAPOXOUC
npwToBAdKIag kai deuTepoBaduIacg ppovTidag uyeiag yia TNV NAEKTPOVIKN KATa0gon YyneIiakwv
OIKAIOAOYNTIKWV.

Ta dikaloAoynTIkG avapToVTal anoKAEIOTIKG NAEKTPOVIKA (OE HopPn apxeiwy .pdf) pe ublivn
Tou oupBePAnuEvou napoxou oto AAMY AvoikTiG Mepi@aAywng Tou EOMYY (Kevtpikn oghida
EONYY/EMAITEAMATIEZ/HAEKTPONIKEZ YMHPEZIEZ MAPOXQN YIEIAZ/eAANY/eAAMY AVOIKTNG
MepiBaAwnc-EnIokEWEIG) 0TO KEVTPIKO HEVOU TNG EQApuoyng KaTtw and To unopevol Evnuépwon
ZToixeiwv/AnAwon Mnxavnparwv.
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AlKOLOAOYNTIKA:

1.

MNa Tnv moronoinon TNG NAIKiag, To CeIpIaKO APIOUO KAl TO MICTONOINTIKO
ouppopwong (CE Mark) Tou ka0s guornuarog A&ovikng (CT) ka1 MayvnTikiG
(MRI) Topoypaiag, 6a unoBAi\eTal anod To cUPBEBANUEVO NAPOXO:

BeBainon Tou kataokeuaoTikoU oikou (n.X. Siemens, Philips, k\n) n onoia 6a eivai
YnPIaKA Unoyeypaupévn anod To VOMIPO €KNPOCWMO TOU KATAOKEUAGTIKOU OIKOU OTnv
EAAGOa pe koivonoinan npog Tov Napoxo, cuupwva Pe To Ynodelypa 1 Mapaptnua A.

2nuUelwveTal 0TI Bacel TG oxeTikAG (2) YA, n napanavw BeBainon npookoyileTal kal yid
0noiadnnoTE avakaTaoKEUR CUCTNUATOC, N Onoid oUVOEETAl anapsykAITa UE TNV £kdoan
VEOU NIgTONOoINTIKOU auupop@wanc (CE Mark) ano Tov KaTAOKEUAOTIKO OIKO.

MNa Tnv moronoinon TnG cuvrAPnoNnG Tou kabs guoTnuarog Afovikng (CT) kai
MayvnTikng (MRI) Topgoypa@iag, 6a unoBaleTal ano 1o cupBePANUEVO NAPOXO:

BeBaiwon Tng eTaipeiag nou eival ungubuvn yia Tn GUVTAPNON TOU GUCTNAKATOC, N onoia
Ba eival yn@iaka unoyeypaupevn anod To VOUILO EKNPOCWIO TNG ETAIPEIAG OUVTNPNONG, HE
OUVNUMEVA TA MIOTOMOINTIKA EKNAIOEUCNG TWV TEXVIKWV — CUVTNPNTWV OTO OUYKEKPIPEVO
oUO0TNUa Kal To €NIKAIPOMNOINKEVO Kal O€ 10XU nioTonoinTikd ISO 13485 Tnc etaipeiag
ouvTApNONG, Ta omnoia KolvornoloUvTal NPoG ToV NApoXo CUMPwva HE TO YROdelypa 2
MapdpTnua A.

. Na Tnv niotonoinon TNG Yn@iakng anodnkeuong eikovag (PACS) Tou kdaBe

ouoTnuarog Atovikng (CT) ka1 Mayvntikng (MRI) Topoypagiag, 6a unoBaiieTal
ano To oupPBEBANUEVO NAPOXO:

BeBainon ynpiakd unoyeypappeVn ano To VOUIKO EKNPOCWO TNG ETAIPEIAC EyKATAOTAONG
Kal ouvTRPNOoNG Tou ouoTnuaTtog PACS, We Kolvonoinon npog Tov Ndpoxo oUP@wva JE To
Ynodeiyua 3 MapdapTnua A.

Eidikn adeia AsiToupyiag Tou kaBs ouaTNUATOG, ONWG AUTH €kdideTal and Tnv EAAnvIKA
Enirponn) ATopikng Evépyelag (EEAE) yia kabe auotnua ASovikng (CT) kai MayvnTikng (MRI)
Topoypagiac.

. Na kae ovornua Afovikng (CT) Topoypagiac 64 Topmv Kal Gvw nou Oa

ekTeAeiTal n npa&n Tng AZovIKNG ZTEPavioypagiag anaiteital emnpoobera:

BeBaimon Yyn@iaka unoyeypaPpévn ano To VOUINo ekNpoowno TNG ETAIPEIAC EykaTaoTaong
Tou €I0IkoU KapdioAoyikoU NPWTOKOAOU (AoylodikoU) oTo &v AOyw oUOTNua, HE
Kolvoroinon npog Tov Napoxo, cUPewva pe To Ynodelyua 4 MapdpTnua A.
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6. Na kabs ouvuornua Mayvnmikng (MRI) Topoypagia¢ 1.5T ka1 avw nou Oa
exTeAouvTal €EeIBIkeUPEvEG npadelc MayvnTiking Ayyeloypagiag anaiteital
ennpdobeTa:

BeBainon yn@iaka unoyeypauévn ano To VOUINo eknpoowo TNG ETAIPEIAC EykaTaoTaong
Tou €10IKoU NPWTOKOAAOU (AOyIoMIKOU) 0TO €v AOyw oUGTNHA, PE KOIVOMOINGn Mpog Tov
napoxo, oUP@Wva e To Ynodelyya 5 MNapapTtnua A.

MeTd Tnv oAokArpwaon Tng avaptnong (upload) Twv napanavw dIKAIOAOYNTIKWV OTNV £PAPHOYN
Tou EOMYY, 6a epgaviletal autopaTonoinyévo pnvupa (Onw¢ napakdtw) yia TNV EmTuxn
KaTaxwpnon kabs ouoTrUAToC.

H aitnon cog kataywpnBnks ps snmuyio kol Bpiokstan o= oTadio snsEspyaoiaoc. Oa svnuepwbeite y1o TNV nopsia g pe
pivupa

2Tn ouvexela Ba dievepyeital €Aeyxog and TIG JIOIKNTIKEG unnpeoieg Tou EOMYY, woTe va
opIoTIKONOoINOOUV oI eyypagec (epooov dev unapyouv AAdn kal avakpiBelec) kal va anooTaAe
MAvUpa oTov napoxo (Heow TnG epappoyng eAANY AvoikTig MepiBaAwnc) yia emTuxr oAOKANpwon
NG diadikaaoiac, 6nou Ba unapxel n duvaToTnNTa ekTUNWONG OXETIKOU NIOTONOINTIKOU.

>70 MNapdpTnua B napaTibevTal OXETIKEC 0BOVEG, ENEENYNUATIKEC TNG NAEKTPOVIKNG EPAPHOYNG.

ETionuaveoeig

Eival unoxpewTik0 va dnAwBlouv €&apxng Ta cuornuara CT & MRI nou diabeTel o
oupBeBANpEVOG napoxog (kai ag eixav EavadnAwbei oTo NapeABOV) NPOKEINEVOU va UNOAOYIOTEI €K
VEOU O OUVOAIKOG NoIOTIKOG deikTnG Qi, Bdaocesl Tou onoiou Ba yivetal n katdta&n Tou kabe
OUCTAHATOC.

>70 nedio Epnopikn Ovopacia 6a npénel va oupgnAnp®VETAl N OVOUACia TOU CUCTAKATOC ONWG
akpIBws avapépetal oTnv €101k adeia TnG EEAE.

270 nedio HPepopunvia KTAoNng cupnAnpwveTal N nUeEPOnVia Nou eykatacTadnke To oUoTNUA
0TO GUMPBERANHEVO NAPOXO.

To nedio Hpepounvia Anocupong Ocv Xpelaletal (NpoG TO Mapov) CUMNAnpwon kal 6a
OUMNANP®VETAl HEAAOVTIKG POVO YIa CUCTAKATA Nou anocupovTal (ansykabioTavrai).

>TO OnuEi0O autod emonuaiveral OTI nA€ov, OMol O OUMBEBANUEVOI NAPOXOlI €pyaocTnpiwv
AnEIKOVIOEWY MOU €XOUV AITAKATA AVTIKATACTAONG ,KaTApynong N npoadnkng e€onAiopol os NoN
unNdpyovTa pyacTnpla kai Tunuata, dev 6a unoBaAlAouv EexwpioTo aiTnpa oTn Aielbuvon
ZupgBacewv al\a 6a npénel va Kataxwpouv apeoa TIG Onoleg PETABOAEG oTnv NAATPOPHA
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«AnAwong EEonAiopou» oUP@Wva e TNV avwTépw O1adikaaia, NPOKEIPEVoOU va anolnuinvovTal
avaoywe.

H uoiotapevn diadikaagia (evnuépwaonc Tnc AlsuBuvonc SuyBacswv) Oa eEakoAouOnoel va
IGXUEI VId QITAUATd Nou d@opouV npooOnKn VEWV TUNUATWV ANEIKOVICEWV NOAUIATPEIOV
onou Ba npnel va yiveTal Tpononoinan Tnc cuuBaonc.

Xpovodiaypappa vAoToinong

EvTog Tng npoBeopiag nou opileTal aTnv nap. 2 apb. 5 Tng OXeTIKNAG 2 Ynoupylkng Andgpaonc, ano
04/10/2022 £w¢ ka1 14/10/2022 d\oi ol cupBeBANUEVOI NAPOXOI Uyeiac Ba npénel va npoBouv
OTIC anapaiTnTEC EVEPYEIEC YIA TNV EPAPHOYI TNE NApoUoac EYKUKAIOU.

Emonuaiveral oTi, HETA TN ONMOCIEUON TNG OXETIKNAG 2 YNoupyikng Andgaonc npoBAEnsTal ot ol
danaveg nou Ba unoBaiovtal otov EOMYY, 8a nepiAapBdavouv TNV EQapuoyn NOIOTIKWV KPITNPIwV
yia e€etaoeic CT & MRI. Ta avwTépw and 01-11-2022 evepyonoloUvtal 0TO NANPOPOPIAKO
ouoTnua unoPoAng danavwv Tou EOMYY (edapy).

lMa Tuxov OIEUKPIVIOEIC UNOPEITE va ENIKOIVWVEITE e To qualityctmri@eopyy.gov.gr

Ma BpaTa TeEXVIKAG UNOCTNPIENG EPAPHOYWV HMOPEITE VA ENIKOIVWVEITE E TO edapy@eopyy.gov.gr

O lFevikOG AIEUBUVTIG O levikog
Opyavmong & Zxediacpou AIgeuOUVTG OIKOVOHIK®OV
Ynnpeoiov Yyeiag YnoBéoewmv
. Ayyoupng K. Mnapoug

EocwTepikn Alavopn:
Mpageio AlOIKATPIAG
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[TAPAPTHMA A

YNOAEITMA 1

BEBAIQZH KATAZKEYAZTIKOY OIKOY

Huepounvia..............
CH ETQUDEIQ ... WE 0 ArOKAEIOTIKOG avTInpoowriog ToU
KATAOKEUAOTIKOU  OIKOU  ......eveeeeeeeeeeereereaeareannans omv EAMdda, BeBaiwver om0
AEoVIKOG/MayvnTIKOG TOUOYPAPOG ........ccoveeeeeereaeeareareerennne. (Turnoc, Toueg/Tesla, ovreAo)
LE OEIPIAKO APIGUO ............cveoveeenn. KaI ETOC KATAOKEUIG/AVaKkaTaoKeurc .............. elvai
EYKATEOTNUEVOS oTo AKTIVOAOyIKO Epyacorripio TOU
................................................................................... ue  AOM e (AOM
ouuPeBAnuEvou rapoxyou) nou oTeydlerai enf e
OOOU......ccveeeiesiesississssssesssssssisassssssssssssssssses o) 712 (roAn,

MEPIPEPEIAKT] EVOTNTA).
Eniouvanreral To nioTornoinTiko ouluoppwonc (CE Mark) yia To napandvew ouoTnua.

H napouoa BePaiwon xopnyeitai yia xprion orov EOMYY»
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YNOAEIIMA 2

BEBAIQZH ETAIPEIAZ ZYNTHPHZHZ

Huepounvia.............
CH ETQUDEIQ ......oeeeeeeeeeeeeeeeeeeeeeeeeaeaneas , BePaiwver 011 o Aéovikog/MayvnTikog
TOLIOYOAPOC ....veveeeeeveareerareeirreenane (TUrnog, Toueg/Tesla, LovTEAD) LE OEIpIako apiBuo
............................ nou &ival  EyKaTeoTnUEVOC oOTO AKTIVoAoyiko  EpyaoTripio  Tou
................................................................................... ue AOM . (AOM
oupBeBAnuEvoU r1apoxyou) Kai oTeydleral enf s o0dou
............................................................. OTNV  aooeeeeeeeereaeaeanannnn (TOAD,  EPIPEPEIAKT]
EVOTNTA) OIABETEI OE IOXU EWG ... ouBoAaio ouvTripnone nou nepiAauBaver

........... (apIBUO KaI ouxvoTNTa) rPOYPAULATIOUEVOUS MPOANMTIKOUC EAEYXOUC OE ETIOIG
paon, pe LAon TIC TEXVIKES MpooIaypaPec MoU OpPIEl O KaTAOKEUAOTIKOG OIKOG Kal O€
OUULIOPPWON LE Ta opIloueva oto dpfpo 34 Tou N.4025/2011. To napandvw ouoTnua
OUVTNPEITAI ario TIC/TOUG EEIC TEXVIKOUC yia TOUC Or10IoUC rMPOOKOUICOVTaAl Ta MIOTOMOINTIKA
EKIAIOEVOTIC TOUG OTO rapandvw oUoTnUa.

L (ovouarenwvuuo)
O et (ovouarenwvuuo)
L (ovouarenwvuuo)

EniouvanTeral 1o EnKaiporioinueEVo Kai O€ I0XU MIOTOMOINTIKO roioTnTag kard ISO 13485
TIC ETAIPEIAC.

H napouoa BePaiwon xopnyeirar yia xprion orov EOIYY»
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YNOAEII'MA 3

BEBAIQZH ETAIPEIAZ PACS

Huepounvia.............
CH ETQUDEIQ ........oeceveeeeeeeereeieeeeereesieeieereasieeiasnins , BeBaiwvel o1 o Afovikog/MayvnTikog
TOLIOYPAPOG ..o (Tunog, Toueg/Tesla, LovreAo) e oeipiako apiBuo
............................ ElVal OUVOEOELIEVOC LIE TO ................. (OVOUAOIA LIOVTEAOU Kal OEIPIGKOC
apiBuoc) ovornua PACS nou &ivar eykareoTnuevo oTo AKTIVOAoyikO Epyaorripio Tou
................................................................................... ue AOM . (AOM
ouuBeBAnuEvoy rapoyou) nou oTeydlerai enf ™me
OOOU......ccoeceevereeseeeieareeeeeireesissieissssssssnsseniss oz 171728 (roAn,

MEPIPEPEIaKT] EVOTNTa). [1a To napandvew ouoTniia NnANpouvTal ol rnpolnoBeoeic Tou dp8pou
7, Kep. A’ e Y3B/I.11./0ik.24948/®EK 1. B’ 713/13-03-2012 anopaonc tou Yroupyou
Yyeiac.

H napouoa BePaiwon Exer 10xU 2 £Tn Kai xopnyeltal yia xprion orov EOMYY.»
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YMNOAEIIMA 4

BEBAIQRZH ETKATAZTAZHZ NOlTZMIKOY ZTEDANIOIPA®DIAZ

Huepounvia.............
CH ETQUDEIQ ......veveeeeeeereeeeeereeeeereeeereeissesiraresses , BePaiwver 011 0 Afovikog Touoypdpoc
....................................... (TUNOG, TOUEG, LIOVTEAD) LIE OEIPIAKO APIGUO .................cveuv..... 10U
elvar EYKATEOTNUEVOS 7o AKTIVOAoyIKO Epyaorripio TOU
................................................................................... Ue AOM . (AOM
oupBeBAnuEvoU rapoyou) nou oTeydlerai enf ™me
OOOU. .....coeeeeeeeeieeeeeeeereereareaeeeeeeeseeiessesseanen 10717128 (roAn,
MIEPIPEPEIAKT] EVOTNTA), PEPEI TO EIOIKO KAPOIOAOYIKO MPWTOKOAO ................. (ovouaoia

npwTokoAMou - Aoyiouikou) kar  uropel va ekteAel v g&eraon g  Afovikric

ZTEQpavioypapiac.

H napouoa BePaiwon xopnyeitai yia xprion orov EOMYY »
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YNOAEIT'MA 5

BEBAIQZH ETKATAZTAZHZ NOlZMIKOY EZEIAIKEYMENS2N EZETAZEQN

Huepounvia............
CH  ETQUDEIQ ... , PBePaiwver or o MayvnTkog
TOLIOYPAPOC ..o, (tunog, Tesla, povreAo) e Oepiako  apifuo
............................ nou &ival  EyKaTeoTnUEVOC oOTo  AKTIVOAoyikO  EpyaocTripio  Tou
................................................................................... ue AOM . (AOM
oupBeBAnuEVoU rapoyou) nou oTeydlerai eni ™me
OO0U.......ocoveeeareieesressesssssiesasssssssssissssesas 10717 1 (roAn,
MEPIPEPEITKT] EVOTNTA), PEPEI TO EIOIKO AOYIOUIKD ................. (ovouaoia npwrokoMou -

Aoyiopikou) kar nopel va ektelel e&eidikeupieveg eéeTdoeic MayvnTikrig Ayyeioypagiac.

H napouoa PePaiwon xopnyeitai yia xprion orov EOMYY»
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[TAPAPTHMA B

000veg eAANY

Apxikn 000vn dNAwong pnxavnuatwv CT pe eng€nynon nedinv

T oTeeIaay Wy VIaiTNY 0AOKAT D
KATOXWRNANG TG aitnane aag

N

AfAwon Iatporexvoloyikot ESonkigpod

>

Tinog Efonkayod (Ti):* 024

I g fﬂvlﬂ(Tﬂpﬂ'pﬁwmmp«bv

Epnoph; Ovopooia: ®

Serial rumben®

‘Erog Karomzufg (H):*

Hyfvia Aifng Adinior Asmoupyiar and EEAE:*
Hulvia Adfone Suufioons Suvrnpfond 5
Hylvia Kxjang:®

Hivia Andoupans;

2 allalla
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Eyypa®ég cuoTnuarwv (CT/MRI) pe eng€nynon nedinv

e
+ 150 13425 Tou e # snuavh

o1z e
= Bt 20 Aeourios ond E=kE 4 Endant

oz,
B caolum P # Eniavi

1z e
=z ool Npardmilo #+ Ensond

eAida 11 ano 11

EmouvanTousvalApxeia

Diaypaph

Amégupon Mnyaviiparog

’. AvavewonZupBohaiourZuvirpnans

AvavEuonAbeiag/AaToupyiagamd|EEAE

Mnyipara/Eyoha

Sy | | Kosamads || Enermond
KaniBoapa ox Excel
Gors B::cs:7:: = \
M e s s syvia
- et o 3 o
Apepecs | Tooc s | B i, | Tusoone fvostns  Opomuorsinan  AfEns-
Beanbopn § | wenic ) ook M) Acmunioc  DwmoAowlID  Sedr ral Andoup:
\and EEAE
- i‘
Mapematc e
03 o || TR | moemz | zescoz | zveszmz
15297
[ /
A
= sz
240z PSR | summe | oz | oz | wooenz | zioeme =5 Ml
o
il
Mo
s : = | | meesm | wemm | SEEES
05147 %0
o
sgpec .8
P R | oomn | wermn | s sz
P
>
allm
1&”@: EMPORIKT
24342 priery HoMESIA f=ry OB/TT/ 2022 iEoTaE 28/07/2022 =T %0
o
o
Lors) Bz 458725 £


ΑΔΑ: 6ΣΥΦΟΞ7Μ-ΖΜΝ


