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MHN ouvdéete kavéva €§apua OTn OUOKEUR €KTOG €AV aUTO
mapéxetal amé v AngioDynamics kai TTpoopiZeTal yia xpran Pe auTr
N ouokeun. Tuxdv ouvdEoeig evdéxeTal va TTpokahégouv BAGBN atn
p6VWaN Kal va EXOUV WG ATTOTEAETHA TOV TPAUNATIONS TOu aaBevn.

Mn aoc@aAég MR: Auti n ouokeur) dev Tipémel va
XPNOIYOTIOIEITAl O  OUVOUOOMO HE  ATTEIKOVIOTIKI
kaBodrynon MRI kaBug dev £xel eAeyxBei av n cuakeun
eival ouppar pe MRI.

NMPOZOXH

]&' ONLY H opoomovdiakly vopoBeaia (HIMA) mepiopilel v
TIWANGN TNG CUCKEUAS aTTd 1aTPd A KATOTTIV EVIOARS 1aTPOU.

Auth) n ouokeun €xel amoaTelpwBei amd ofgidio Tou aiBuleviou kal
TIpoopideTal yia pia pévo xpran oe aabeviy. H emavaypnaipotoinan
OUOKEUWV TIOU TTpoopiovTal yia pia povo xprion evéxel moavo
Kkivduvo poAuvang Tou aaBevi fi Tou xprat. H pdAuvan Tou opydvou
eival duvatd va odnynael o Tpaupatiops, acbévela i To Bavaro Tou
aobevols. Purdooete Tov Akpodéktn Mepovwpévou HAekTpodiou
NanoKnife o€ dpoaepd Kai aTeyvo xwpo. EAEyxeTe T ouoKeur Tipiv
amé m xpron, yia va PePaiwbeite 611 dev Exel TPokAnBei {nuid
katé m peragopd. Mnv To XpnaIUOTIOITETE €Qv O OTEIPOG PPayHOS
éxel avolxtel i éxel utmoaTel ¢nuia. Mnv emavamoaTelpwvere. H ek
véou emegepyaaia pmopei va TARGEI TNV aKePAIGTNTA TNG GUCKEUNG
fifkar va éxel wg amotéAeapa T pn Aeimoupyia Tng ouokeung. Mnv To
XpPnolpotoIRaeTe €av N ofjpavan eivar ateAig A duoavayvwaTn.

* 01 akpodékreg NanoKnife eivar aixunpég auakeuég. O1 xpnaipo-
TIOINPEVES KOl U XPNOIHOTIOINPEVEG TUTKEUES Ba TTpETTEl val
QTTOPPITITOVTAI CUMQWVA LE TIG VOOOKOPEITKEG, DIOIKNTIKEG
fi/kal TOTTIKEG KPATIKEG TIONITIKES YIal TIG €V AOyw OUOKEUEG

e Ta dlaxwpioTikd akpodekTwy NanoKnife Bewpouvral
empoAuapéva Bioiatpikd@ amoBAnTa UETG TTO TN XPAON TOUG.
OI xpna1poTIoINpéVEG CUOKEUEG Ba TIPETTEN VOl ATTOPPITITOVTAN
OUNQWVA PE TIG VOTOKOPEIOKEG, DIOIKNTIKEG A/KaI TOTTIKEG
KPOTIKEG TIOAITIKEG yia Ta €V AGyw ammoBAnTaL

* O akpodEKTNG TPOOPICETal yia Xprion HOVO PE pia YeVWATPIO
*AngioDynamics *NanoKnife. O apu6diog yiatpdg mpémel va
diaBaoel mpooeKTIKA TO Eyyelpidio xpriaT Tou cuaTAparog
NanoKnife Trpiv T xpron g povadag.

o AmoUyete TV emmagr Twv AkpodekTiv Mepovwpévwy HAektpodiwy
NanoKnife peragd Toug karé tn xopriynon maAuwv. BeBaiwbeite
6Tl Kai Ta 500 NAekTPOSIO TWV AKPODEKTWY MeLOVWHEVWY
HAextpodiwv NanoKnife ival mAfpwg TommoBempéva atov
OTOXEUOHEVO 10TO TIPIV aTTd TNV Evapen TG XOprynong TTAUWY.

*  Mnv kaumere Tov Akpodékn Mepovwpévwv HAekTpodiwy
NanoKnife, kaBwg prmopei va TpokAnBei BAGBN aTn pévwaon.

*  Mnv ouvdéete kavéva eGapTHA OTN OUTKEUN EKTOG €GV aUTO
mapéxeral amé v AngioDynamics Kai TTpoopidetal yia xpron
ME auTr) TN GUCKeun. TuxOv ouvdéoEIg EvOEKETal va TTPOKAAETOUV
BAGBN oTN péVWanN Kal va £XOUV WG ATTOTEAETHA TOV TPAUNATIONG
Tou agbevn. H TomoBéman Akpodéktn Mepovwpévou HAekTpodiou
Xwpig auvexdpevn kaBodrynan ameikéviong pTmopei va augfioel
Tov Kivduvo akoUaiag pnxavikig Tpwang, BAABNG o€ onpavTikég
avaropikég dopég fi/kar akolaiag kataaTpo@g IaTwv. MpoTeiveral
n xpron egomAiopoU ameikéviong pe duvardtnteg upnAig
EUKPIVEIDG yia S1adIKaaieg 6TTOU N OTOXEUOWEVN TIEPIOXT
miepIAapPavel A ival TTapakeipevn o€ anpavTikég GopE.
H xphon avemapkoUg eEomAiopoU ameikdviang UTropei va

TpokaAéael akoUaia UnXavik Tpwan, BAABN o€ ONUAVTIKEG avaTOMIKES
dopég fi/kar aipoppayia.

* Avarpégre ato Eyxeipidio xpriong MevvAtpiag NanoKnife yia pia mArpn
Karaypagr mPoEISOTTOINTEWY Kol TTPOGUAGLEWY.

NIOANEZ MAPENEPTEIEZ

O1 mBavég TapevEPYEIEG TIOU OXETICOVTal YE TN XPAON TOU GUCTAWATOG
NanoKnife mepihapBdvouv, petatt dAAwv, Tig €A

o AppuBuia e Kdkwon o€ kpigiun avatopik doun
o KoMTIK| apHapuyF (veupo, ayyeio f/kal Tépo)
1} TITEPUYIOOG *  IXNUOTIONOG OUPIYYiou
o Aidupia e Apdrwpa
o Bpadukapdia e Aiyoppayia
o Kapdiakég amokAeiopdg  *  AluoBwpakag
fhaoons oty

i * Muiki oUoTaon

o [apofuopiki
uTiepKoIAiakn Taxukapdia *
*  AvravakAaoTiki uTiépTacn

MveupoBwpakag

o Tayukapdia
> AviavakAdoTiki ¢ Axoloia pnxaviki 1pan
Taxukapdia *  EpeBIouAG TIVEUHOVOYaOTPIKOU
> Koihiok Tayukapdia veUpou, aguoTohia
o KoINiaki papuapuyn OAeikr Bpoppwon
MPOOPIZOMENH XPHZH

O1 Akpodékteg Evepyotroinang Mepovwpévou HAektpodiou mpoopiovial
yia xprion pe 1o auotua NanoKnife.

MEPITPA®H MPOIONTOX

O1 Akpodékteg Evepyorroinang Mepovwpévou HAektpodiou diabétouv
BeAdveg Tpokdp 19 gauge kai diatiBevial o pAkog 15 cm kai 25 cm. Madi pe
N pévwon, n d1dpeTpog eival 18 gauge.

REF 20400105
AKPODEKTNG EVEPYOTIOINONG
£vAg nhektpodiou 25 cm

ZxApa 1: Alapopewaelg aKPOSEKTWV
O1 akpodékTeg ammoTteAolvTal aTmd Ta GAG:

1. Evepyd nhektpddio, Tpocappdaiyo pAkog pe 0,5 Tpooalénan amoé
0 -4 cm pe eIpIoP6 amd Tov avTixelpa.

. XITvio pévwong.
. Behdva 19 gauge pe evdeigeig BaBoug kar nyoyevég akpo BeAdvag.
. Kahwdio alvdeong 3 pérpwy (10 Todiwv).

[S I VI N

. ATIoOTEIPWEVES ETIKETEG Y1 TNV AvaYVWPION Tou apiBuol BUpag
yewnTpiag av otoia Ba guvdeBei 0 aKPodEKTNG.

/:,; Evepyd n)\sKTpééwx ] )

\:\\\ _—— Ximivio povwong

o
Hyoyevég akpo =
BeAovag

20vdeon kahwdiou
IxnHa 2: ESaptApaTa akpodekTwv

O aKpodEKTNG evepyoTroinang evog nAektpodiou propei va ouvdedei oe
omoladimote BUpa €§odou TG yevvrtpiag. Avaloya pe To péyeBog g
TEPIOXNG HOAAKOU 10700 6TTou Ba ekTeAeaTel n kat@Aucon, propolv va
xpnoipotoinBolv 1o oAU £§ aKkpodékTeg kGBe popd. Mmopei va yivel
€K vEOU TOTTOBETNON TwV OKPOJEKTWYV WETA aTd KABe KaTGAUGN WOTE
va kaAu@Bei peyaAltepn Tepioxr, avahoya pe v kaBodrynon amé 1o
AoyIOIKG TNG YEVVATPIOS.

OAHTIEZ XPHZHZ

1. Avarpégre aTo Eyxelpidio xpriong Tou ouoTAuarog NanoKnife kai
eCoikeIwBeiTe e TN AeToupyia Tng yevviTpiag.

2. EvepyomoinaTe Tn yevvATpia.

3. Mpiv 1 xprion, emBewpriaTe OAEG TIG TUOKEUES Kal TN OUCKEUATia
TOUG yIa TUX6V ¢npic. MHN Xpno1UOTIOIEiTE GUOKEUEG TTOU EXOUV
uTroaTel npIG €AV 0 OTEIPOG PPayUAS £XEl Blappayei.

4. Me TV TEXVIKN OTTOOTEIPWONG, AVOIETE TO TTAKETO KAl AQPAIPEDTE
TIPOCEKTIKA TN GUCKEUN. AQaIpETTE Kal ATTOPPIYTE TNV
TIPOCTATEUTIKF BiKn cuokeuaaiag Tou kaAUTITel Tn BeAdva.

5. Me Tov akpodEKTn evepyoTroinang evag nAektpodiou
TepIAapBAvOVTal OTTOOTEIPWHEVEG ETIKETEG TTOU MTTOPOUV Val
XpnaipotoinBolv yia va avayvwpicouv To GUVOETHO Kal TIG
avrioToixeg Aapég Tou Ba auvdeBolv o€ kdBe BUpa TG yevvATpIag
Kkard ) d1apkeia g diadikaaiag.

Ixnua 3: ETIKéTeG yia TO 0UVBEOpO Kai T AaBh

6. ZuvdiaTe TIg OUVdETEIG KaAwdiou GTOV PTTPOCTIVO TTIVOKA TNG
yewnrpiag. Znpeiwon: Av amaireital urrepBoAikr duvapn yia
TN o0vOEDTN Tou KaAwdiou We T yevvATpIa, EAEYETE yia va deiTe
av gival AuyIopévo To GKpo 0To GUVOETHO KaAwdiou.

7. TlpoypaupariaTe T YEVWATPIO PE TIG TIAPAPETPOUG TIOU
amaitodvTal yia v eTmiteudn g emBupnTig {wvng KatGAuong.
Avarpégre aTo eyXeIPIBIO TNG YEVWATPIOS YO GUYKEKPIMEVEG 0BNYiES
TIpoypaupaTiopol.

a. Tumkd amoreAéopara (Baciopéva ae dedopéva in vivo
TIEIPAPATWY O€ X0ipoug) yia U0 aKPOJEKTES e aTTOaTaC
1 cm petagd Toug Kai e To UAKoG evepyol nAekTpodiou
opIouévo 0Ta 2 cm.

PuBuioeig vevvArplag:

HAektp6dio +| HAekTpodio -| Taon Mnxo'g Ap|0|.|9g
ToApwV | TOApGV
1 2 2000V | 100 ps 90
I E— | eSSy }‘ 10mm ~|
22mm Zl]‘mm ° ° 12 mm
| ‘ 18 mm 4‘
MMPOZTINH OWH KATQ OWH

IxnHa 4: Tumikd aroteAéopata kataAuong Bagiopéva oe
Sedopéva in vivo TEIpapATWY O€ X0ipoug.

B. Tumika amoteAéopara (Bagiopéva ae dedopéva in vivo
TIEIPAPATWY O€ X0ipoug) yia U0 aKPOJEKTES e aTTOaTaCT
1,5 cm peTagu Toug kai pe To PAKOG Evepyou NAeKTpodiou
opIouévo oTa 2 cm.

Pubuioeig yevviTpiag:

HAekTp6dio +| HAektpodio -| Taon Mnxo'g Aplﬂp?g
TOAPWY | TTaApGV
1 2 2500V | 100 ps 90
T }—15mm ~|
1
30 mm 20 mm K ° . 17 mm

2% mm%

KATQ OYH

MMNPOZTINH OWH

IxApa 5: Tumkd amoteAéopara KatdAuong Baoiopéva o€
Sedopéva in vivo TEIpapdTWY O€ X0ipoug.
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8. TMpooapudaTe TV €KBeaN TOU NAEKTPOBIOU XPNOIHOTIOIWVTAS TO
XEIPIOUO PEOW QVTIXEIPA, TIATWVTAG KATW aTO £yYUG aveBaopévo
aKpo yia gekAeidwua. H ékBeon pmopei va puBuioTei amo 0 éwg
4,0 cm pe mpooaugnon kard 0,5 cm. H akpifeia g pUBuiong
ékBeang eival +/- 0,15 cm.

L—Y-‘l X
ExreBeipvo evepyo \ PUBpION XeIpIoHOU
NAekTpOBI0 péow avrixelpa

IxAua 6: Mpooappoyn ékBeang nAekTpodiwv

9. EmaAnBeloTe To anpeio €10630U Kal TV TPOXI6 KABE aKPOdEKTN
€VOG NAEKTPODIOU TIPIV ATTO TNV EICAYWYH, XPNOIMOTIOIWVTAG
€¢oTTAIo6 aTTEIKOVIONG. XPNOILOTIOIWVTAG TV OTIEIKOVIOTIKNA
KkaBodrynan, o aKPOdEKTEG TPETTEN va TOTTOBETNBOUV OTN
oTOYXEUpEVN TTEPIOKN 10TOU 600 TTIo TTapdAAnAa yiveTal.

H tomroBéman Akpodéktn Mepovwpévou HAektpodiou xwpig
OuveXOUEVN KaBodAYNON OTTEIKOVIONG UTTOPET va aughoel Tov
Kivduvo akoUaiag pnxavikig Tpwang, BAABNG o€ onpavTikég
avaropikég dopég fi/kar akolaiag KataaTpoPAg ITTWV.
Xpnaoipomoifate évav fy epIoadTePoUg AlaywpioTéG AKPODEKTWV
NanoKnife yia va oag BonBraouv oTnv Tomobétnan Twv
AKPODEKTWV €VOG NAekTPOdioU TTapaAnAa peTagy Toug kai o€
Kabopiapévn amoéoTaon.

10. TommoBeTAoTE KABE AKPODEKTN EVOG NAEKTPOBIOU TIPOTEKTIKG KAl
GUGTNUATIKA, XPNOIUOTIOIWVTAG UNXaVIOHG ATTEIKGVIONG UTTO
ouvexr kaBodAynan eikovag, amoPedyovTag Ta EPTIORIA ITTWV Kal
TIG onpavTikéG dopég. O akpodékTeg Ba Tpémel va TotoBeTnBolv
£101 WOTE va eival TapdAAnAol petagl Toug. ATToQUyETe TNV
ToToBETNaN AKPOdEKTWY Mepovwuévwy HAekTpodiwv pe TpdTTO
TIoU va ouykAivouv 0To @kpo. H alykAeion oTnv Tommobétnon
QKPOJEKTWV PTTOPET v 0dNYATEI O€ UWNAEG TIHEG PEUATOG KATA
™ Xopriynon TaAUwy.

. O1 evdeigeig oTn BeAdva propolv va fonbrigouv aTny ToroBétan
NG ouakeun. O evdeiteig exteivovtal aTn BeAdva pe Tpooalgnon
karé 1,0 cm.

~-Babog 5 cm - Bd@bog 10 cm @
IxAua 7: Evaeigeig Baboug otn BeAdva

12. EmaAnBetoTe T BE0N TWV OKPOBEKTWV HE I OTTEIKOVIOTIKI
ouokeun. Mpémer va emBeBaiwBei 611 o1 BeAdveg PpiokovTal doo
o TapdAnAa yiveral kai oUpguva pe 1o axédio ToTroBETang
QKPOJEKTWV.

13. EmaAnBeoTe T0 Prikog Tou ekTeBelévou nAekTpodiou, To oTroio
uTrodEIKVUETaI ATTO TO XEIPIOHO PETW avTixelpa aTn Aapn
(BA. ZxAua 6).

14. ApoU ToTroBeTB0UV 6AOI O OKPOBEKTEG TTOU ETTIBUEITE, ETPAOTE
Kal karaypdyte OAeg TIG amroaTaCEIG PETAg) NAEKTPOdIWY,
XPNOIMOTIOIWVTAG Ta EPYaAEial HETPNANG TOU GOTTAIOOU
QaTeIKOVIONG.

15. Avarpégre aTo eyxelpidio TG yevvATpIag yia odnyieg Xoprynong
TIOAPGOV.

AQAIPEZH KAI AMTOPPIYH AKPOAEKTQN

16. Met&r Tnv oAokAfipwan g KatAuang kai Tpiv aTmé Ty agaipean
TWV OKPOJEKTWY, avatpégTe aTa ypagruara atny 08ovn Pulse
Generation (Anuioupyia TTaAuwv) yia va Siac@ahioeTe 011 o1
TraApoi xopnynenkav.

17. Xpno1uoTroIRaTE TOV SIAKGTITN QVTiXEIPa Yia va aAAGEETE T
pUBuIon ékBeang akpodekTwy ae 0 cm yia KABe akpodEKTN,
KaAUTITOVTAG €701 TNV €KTEBEINEVN TTEPIOYT TOU NAEKTPODIOU.

18. AgaipéaTe kGBe akpodEKTN amd Tov aaBevr Kal TOTTOBETAOTE
TOUG OTOV OTEIPO XWPO TTPOETOINATITG.

19. Epapudlete 1aTpIkn Kpion yia Tnv emiteuén aipdotacng o1o
anueio B1GTPNONG, PETG ATTO TV AQAIPETT TWV AKPODEKTWV.

20. AToouvdEéaTe OAEG TIG GUVOETEIG KOAWDIWY AKPODEKTWY
NanoKnife amé m yevvritpia NanoKnife.

21. 01 akpodékreg NanoKnife eivar aixunpég ouakeuég. O
XPNOIMOTIOI-NPEVEG KOl U XPNOIHOTIOINKEVEG TUOKEUES Bar
TIPETTEI VO ATTOPPITITOVTAI GUQUWVA LE TIG VOTOKOUEIOKEG,
SI0IKNTIKEG A/Ka TOTTIKEG KPATIKEG TIONITIKEG yIal TIG £V AdYw
OUOKEUEG

22. Ta diaxwploTika akpodekTwv NanoKnife BewpolvTal empoluopéva

Bioiarpikd amdBAnTa peTd ammd T Xprion Toug. Of XpnoIoTIoINUEVES
OUOKEUEG Ba TIPETTEN VOl ATTOPPITITOVTAI GUPPWVA LE TIG VOOOKOUEIOKEG,
BI0IKNTIKEG A/KaI TOTTIKEG KPATIKEG TIONITIKEG yia Ta ev Adyw ammoBAnTa.

23. O1 pn TMIPOAUCPEVEG TUOKEUOTIEG TUOKEUWY Ba TTPETTEl val

avakukAwvovtal, 6Trou ival duvaro f va aToppiTITovTal WG KOIva
amopANTa, CUUGWVA WE TIG VOTOKOUEITKES, SIOIKNTIKEG /Kal TOTTIKEG
Kparikég TOAITIKEG yia Ta ev Adyw aToIxEia.

H emwvupia AngioDynamics, 1o Aoyétutio AngioDynamics, n emwvupia NanoKnife kai 1o
Moyérumo NanoKnife eivar epmopika orjuara fkai ofjpara karareBévia mg AngioDynamics, Inc.,
ouvepyadopevng f Buyarpikig eTaipeiag.
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e ouppdpewan pe Ti amaimioeig Tou 21 CFR Mépog 801.15, akohouBei yA\waadipr Twv oupBoAwv Trou epgavifovtal xwpic GUVODEUTIKO KeilEVo.

mo<wma

Zuppolo Avag. | TiTAog cupfoAou |Znpacia ocupBoéAou
511 KaraokeuaoThg YTodnAwvel TOV KATAOKEUAOTH TNG IATPIKAG GUCKEUNG.®
E¢ouaiodotnpévog
512 |exmpdowTog otV YmodnAwvel Tov e§ouaiodotuévo ekmpdowo atny Eupwmaikr Kovétnta.®
Eupwaiki Koivotnra
5.1.3 | Huepopnvia karaokeurg YTodnAwVEr TNV nUEPOPNVia KATAGKEUAG TNG IATPIKAG TUTKEUNG.®
5.1.4 | Huepounvia Ajgng YmodnAwver TV nuepopnvia PETa amé Tnv otoia Sev Ba TPETTEN va XpNTIHOTIOIEITa N IGTPIKI) GUTKEUR.®
515 | Kwdikdg maptidag YmodnAwvel Tov kwdIKG TapTidag Tou KATAOKEUAaTH, WOTE va eival duvarr n Tautotoinar tng.*
516 | ApiBuo arahéyou Ynoér])\f»vau ToV apIBUG KATAAGYOU TOU KATAOKEUTDTH, WATE Va €ival SUVATH N TAUTOTIOINGN TNG IATPIKAG
OUOKEUAG.
518 |Eicaywyéag YmodnAwvel TV eTapeia TTou €I0Ayel TO 1ATPOTEXVOAOYIKG TIPOiV OTNV TTEPIOXN.®
ATTOOTEIPWHEVO PE OFEIBI0 P . . . . . -
523 10U QiBUAEVioU YmodnAwvel 6TI N 1aTpIKA CUTKEUN £xel amroaTelpwei He xprion oeidiou Tou aiBuleviou.
526 Mnv EMAVATIOOTEIPWVETE YmodnAwvel OTI N 1aTPIKF CUOKEUN Oev TIPETTEI va ETTAVATIOOTEIPWVETALY
T0 TIPOIOV
Min XpnotuoTioieite 1o YmodnAwvel 6TI N 1aTPIKF CUTKEUN Oev TTPETTEN va XpnaIHoTIoIE Tal, Qv N cuoKeuaaia €xel uTToOTEl (NuId
5.2.8 | mpoidv av n ouokeuaaia YToon ! N 1aTpIK) f s Xpnat HEavn X M
. ’ ) 1) €xel avoixBei.®
£xel uTrooTei nuid
Z00TNHa PEPOVWEVOU . . 3 . a
52.11 oTEipou payuod YmodnAwvel GUOTNHA PEUOVWHEVOU TTEIPOU PpayHOU.
532 g'z)?r?)\\ll ZTE v éBeon YTodnAWVEI 1aTPIKA CUGKEUN TTOU QITaITEl TIPOCTATTN Ao TIG TIMYEG QWTOG.®
534 | Aianpeire oteyvo YTodnAWVEl 1aTPIKA) CUCKEUN TTOU amaiTel TTpoaTaaia amé Ty uypaaia.®
Avwraro 6plo ’ , . . . . . . . .
536 Bepuoxpaoiag, YmodnAwver To avwrato 6pio Beppokpaaiag aTo oTmoio PTTopei va exTeBei e ao@AAEIa N 1ATPIKY GUTKEUH.
542 | Moy enavayonoomoreire YT'IOGI])\U)V'EI I0TpIKi OUOKEU] ToU TiApéxETal yia iat Xprian HOvo 1 yia xpron ot évav aoBevi kard
Sidipkeia piag diadikaagiag.”
Avarpétre aTig
54.3 | odnyies xpriong YmodnAwver 611 0 xpraTngG TPETTEl va avatpégel aTig odnyieg xprong.®
ifu.angiodynamics.com
5.7.7 | larpotexvoloyiké mpoiov | YodnAdvel 0TI To €idog ammoTeAei 1aTpoTeEXVOAOYIKG TTPOTGV.®
5.7.10 gfé?j\l?}z VaYVpITIKO YmodnAwver popéa TTou TTEPIEXET TTANPOYOPIEG HOVASIKOU avVayVWPIOTIKOU GUOKEURG.®
& o N LY Al Movo pe ouviay yiarpo Mpoooyn: H ouocnov§|UKn \{oBuoeeola (H.M.A.) emmpémel TV TWANGN QUTAG TNG CUOKEUNG HOVO KATOTTIV
GUVTaYoYPa@nang amoé 1atpo.
U P N Al Tevikog apiBudg mpoidvTog | O kwdikdg Meviko apiBuou Tpoidvtog (UPN) amoteAei Tov apiBud Tou KaTaoKeuaoTr yia éva eidog.
}X{}I‘ Al MooémTa o€ TakéTo YmodnAwver 0TI 0 apIBUOS apopd Tov apIBUG HOVABWY TTOU TIEPIEXOVTCI OTO TIAKETO.
c E 2797 Al TApa CE Anhwaon ouppdpewang Tou KaraokeuaoT pe v Odnyia laTpikiv Zuokeuwv 93/42/EOK.Y
Al AxanMnho yia Layvikd Na Siatnpeital ae amdoTaan amo EomAIgUS amelkoviong payvnTikol auvioviapoy (MRI).2
ouvtoviouoé (MR) np ﬂ s NS ayvn H !
@ 1135 | AvakukAwa1po Trakéro AvaKUKAQWOIHO TTOKETO.¢
. ENISO 15223-1 - latpotexvoloyika mpoidva - 0pBoAa Trou xpnoip OvTal O€ ETIKETES 1ATPOTE] YIKWV TTPOidvVTWY, ETICRKAVOT Kal TANPOQOPIES P0G TTapoxH.
. 21 CFR 801.109 - Kwdikag OpoaTmovdiakwmv Kavoviopwmv
EE 2017/745 Kq Iof 1arpor VIKG@v TrpoidvTwy, Bnpoaiguon 5 Maiou 2017
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