OYAAO OAHI'TQN XPHXHX: TAHPO®OPIEX I'A TON XPHXTH

Ultravist® 300 gvéoipo didropa 62,34% (30% 1dd10)
Ultravist® 370 gvéeipo duarlope 76,9% (37% 1kd10)

lompopion

AP aoTE TPOGEKTIKA 0LOKANPO TO QVAAO 0ONYLOV YP1ONGS TPV 60G XopnyN el avtd To PappaxKo,
00Ty TEPAOPPAVEL CNUAVTIKEG TANPOPOPIES YL GOC.

- DoraEte avTo TO EOALO 0N YDV Yprone. Towg ypelaotel va to duPfdcete Eavd.

- Edv éxete mepartépo amopieg, p@TNGTE TOV Y1OTPO 1] TOV PAPHOKOTOLO GOGC.

- H ovvtoyn yio avtd 10 pappoko xopnynonke amokAeloTiKA yio €60G. Agv TPEMEL VoL SDGETE TO
oapuako og GAAOVG. Mmopel va toug mpokaAiéoel PAAPT, akopo Kot OTaV To. GUUTTOUATO TNG
acBéveldg Toug eivar 010 e ta S1Kd oG,

- Edv mapatnpnoete kdmolo avemBOUNTN EVEPYELD, EVNUEPMGTE TOV YIOIPO 1) TOV PUPUAKOTOLO
c0G. Avto oyvEL kal Yo kbBe Thavn avemBouunTn evEpyELl TOL OEV OVAPEPETAL GTO TAPHY PUAAO
oonymv ypnone. Biéne mapdypapo 4.

T epréyeL 1o mapov UAA0 00N YLOV:

Tt eivan to Ultravist® xou ot ivan 1 gprion tov

T npénet vo yvopilete npv oag xopnyndei to Ultravist®
[T Oo oag xopnyndei to Ultravist®

[MBovég avemBOunteg evépyeteg

[Iog va puidooete to Ultravist®

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

AR

1. T givan to Ultravist® kot mowa givon n ypfon tov
T givon to Ultravist® kon 7dg Aevtovpysis

To Ultravist® gvéoipo didhvpa mepiéyet ™ SpacTikn ovsio 10mpopidn mov avikel og pio opdda
TPOTOVTOV YVOGTA MG VOOTOSOAVTE, VEPPOTPOTIKE, (TOV EYOVV EIOIKT GLYYEVELN Y10 TO VEQPIKO 16TO),
YOUNAIC OCHOTIKOTNTOG oKloypopikd péca aktvdv X. To Ultravist® mepiéyet 1ddi0. Or aktiveg X Sev
HITOPOvV VoL SLOMEPACOVY T GKLUYPOPIKA HEGA Ylotl amoppoPdvTal and 1o 1ddo. Ot TEPLoYEG TOL
ompatog 6mov dravépeton o Ultravist® petd my £yyoon oty kukhogopio Tov aipotog ) 6T COUATIKES
KOWAOTNTEG YivovTol opatég kaTd T dldpketo TG e€taong pe akrtiveg X.

To mpoidv Ba eyyvbel amd ekTOdELUEVO ETAYYEALATIO TOV TOHEN VYELOVOUIKNG TEPiBoiymc.

Iow givon n gpfion tov Ultravist®

To Ultravist® eivar povo yia StayvooTiki] yprion Kol ¥pNCILOTOLEITOL K¢ OKIypapiKd HEGO Yia,
e€etdoelc S10pOp®V TEPIOYDV TOV GMUATOG,

IMa evdoayyelokmn ypnon Kot xpror o€ KOILOTNTEG TOV COUOTOG.

Ultravist® 300
EvdopAéPia muehoypapio
Ayyeloypagio omAdyvov
Ayyeroypagio eyke@diov
Avyysoypagia dxpov
A&ovikn Topoypapia



YooK oQopeTIKN ayyE0ypopio
Yxuoypaenon Kootntov (Le e€aipeon T Hoehoypapio, TNV KOIMOYpapio Kot TV
OKTIVOYPOQIO TOV KOIA®DY TOL EYKEPAAOD)
Io ypNon o€ EVAAIKEG YUVOIKEG GE YNOLOKT LOOTOYPAPI LE £YYVOT| CKLOYPOPIKOD Y10 TV
aloloynon kot v oviyvevon yvootdv 1 Omomtov  PAofOV  TOL  HAGTOV, ®©G
SUUTANPOLOTIKY E€Taon ot pactoypagio (Le N xopig VLEPNYO) N ®G EVOAAAKTIKY TNG
payvntikig topoypaeiog (MRI) 6tav n payvntikn topoypagio avievdeikvotor 1 dev etvat
Swbéoym.

Ultravist® 370
EvdopAéPra muehoypapio
Ayyelokapdioypapio
A&ovikn Topoypapia
Yook oQopeTikn ayysoypopio
Zxuypaenon Kototntov (pe e€aipeon  poehoypapia, TV KotAoypapio kot v
OKTIVOYPOPIO TOV KOIMMY TOL EYKEPAAOD)
Io xpnon oe eVAAIKEG YOVAIKEG G YNOLOKT LOCTOYPAOIi LE £YXVOT| CKLOYPOPIKOV Y10 TV
aloloynon kot v oviyvevon yveootdv 1 Omomtov PAofdV  TOL  HACTOV, ®©C
GUUTANPOUOTIKY e€éTaon ot pooToypagio (Le N 0PI VITEPNYXO) N ®G EVOAAUKTIKY TNG
poyvnTikng topoypoeiog (MRI) 6tav 1 poayvntikny topoypagio avievoeikvotol 1 0gv ivort
Swbéoyu.

To Ultravist® dev evdeikvoton yio eviopayiaia yprion.

2. T npéner va yvopilete mpv oag yopnyn0si to Ultravist®

[Ipwv cag yopnynOei to Ultravist® 0o OcppovOet otn Oeppokpacio Tov codporog, kadog stvan koldtepo
aVEKTO KoL Uimopel vor eyyvbel o e0KoAo AOY® TOV UEI®UEVOD 1EDSOVCE.

IIpwv oag yopnynOet to Ultravist®, o emayyehpatiog tov topéo vysovoukng nepiBalyng 0o edéyéet
OTTIKG TO OKIOYPUQPIKO UEGO KOl OgV O TO YPNCULOTOMGEL GE TEPIMTTMOT TOV EYEL AMOYPOUATIOTE,
VIAPYOLY CONOTIOW (cVUTEPIAAUPAVOUEVEOY KPUOTAAA®VY) 1 eivol ehatt@poTiKol o1 TepiEkTes. Kabmg
70 Ultravist® givoi Stddvpa vynAfig suykévipwong, N kpuotodronoinon (yolaktddng-0olepn epgavion
Ko/ inpa otov mobuéva 1) kpuoTaAdot Tov emmAEOLV) uropel va cuopPel ToAd ordvia.

O enayyshpatiog Tov TOpEN VYEOVOIKNG mepiBoiyng dev Oa avakatéyer to Ultravist® pe dAla
QApUOKE MOTE VO aoPeLyOel 0 Kivouvog mhovdv acuuPatotiToy.

IIpwv cac yopnyndei to Ultravist® evnuep®ote 10 yTpd 60C av €XETE ovnovyio. — Ol £VIOVEG
KaTooTdoelg £6aymg, M ovnovyio kKot o mOvog Umopel va avENCOUVV TOV KIVOLVO  EUOAVIONG
AVETOOUNTOV EVEPYEIDV 1) VO EVIEIVOLV TIG OVTIOPAGELS TOV GYETILOVTAL e TO OKLOYpapIKa péca (BA.
Tapdypoapo «AvemBounteg Evépyeiey).

Agv mpémer va cag yopnynBet to Ultravist, v elote apudatwpévor (dev Exete AdPet apketd vypd). ['a
VO TO 0TOQEVYETE 0T, 0 YTPOG oag O dlacpariost 6Tt Ou Exete AdPel apkeTd vYPE TPV amd TNV
g&étaon (BA. mopdypago «IIpocéEre Wwaitepa pe to Ultravist®s).

Av &yete ToAamAO puélopo (KopKivo Tmv apyEyoveoy KVTTAP®Y TOV TAAGIOTOS GTO LDEAD TOV 0GTMV),
oOKyoPMmON O1afNTn, ToAVOLPia (Tapay®YT LEYAA®Y GYK®OV 0VP®V) 1 OALyoupia (LEWOUEVT TOPOYDYN
o0pwVv), vmIEPOLPLYUUio/ovpIK) apBpitido (VYNAG eminedo ovpikov 0&Eoc oTO aiua), av giote
NMKIOUEVOC, VEOYVO, Bpépog 1 UiKpO andi ival 1dlaitepa GUAVTIKO.

Evnuepoote 1o yuotpd cog edv €xete veppikd mpofanuata. O yatpoc cag o dacparicel 0TL glote
KOAG evodatopuévol mpy and v e€étaot. o1000, dev GLVIGTATAL 1| EVOOQAEPLL YOPTYNOT LYPDOV
(vypd otic PAEPEC oag) €hv £xeTe VEQPIKA TPOPAN UaTO.

Evnuepoote 10 yotpd cog €dv €xete coPapd ve@pikd TPOPANUOTO GUVOSEVOUEVO, OO KAPOLOKES
nadnoeig. H evoopréfia yopnynon vypov (vypd otig AERec cag) umopel va givar emkivovuvn yio Tnv
kapdd cag. E@ocov o mpoxotapitikog éleyyog v mbovi oAlepyion oto okaypaeikd HEGO,
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YPNGIHOTOIOVTOG pia pikpr) 360 tov Ultravist® mptv amd v e€étacn cog, dev éxel mpoyvaootiky a&io
Kol pmopet Kot va 0dnynoet o coPapég 1 Kot LOpaieg avTidpacelg vrepevalcinoiag, o YoTpog cag dgv
Ba devepynoEL KATOLOV TPOKOTAPKTIKO EAEYYO.

H ymowxn pootoypagio pe €yyvon okiaypaeikov cog ekBétel oe vymAodtepa emineda ovifovoog
axtvoPoriag amd TV KAUGGIK HooTOYpapia, woToco, eEakolovbel va Ppicketal evidg Tov gbpovg
mov opileTon amd Tig d1ebveic 0dnyleg Yo T pootoypapio. H 66on e aktivoPforiog eEaptdtal amd to
TéL(0G TOL LOGTOV KO TOV TOTTO TOV UNYOVILLOTOG HLOGTOYPOPING TOL XPNCLOTOlEITOL.

Angv0uvlcite 6Tov Y1aTpo 1) TOV VOGOKOpNO cag tpwv wapete o Ultravist®
Edv &yete moté avantiéel coPfopd deppatikd eEavinuo 1 amolémion Tov dEPLATOS, PLGUAIDES /Kot
oTopaTikd £Akm petd  yprion tov Ultravist®.

Mnv oag yopnyn0si to Ultravist®
Agv VAP0V KOTOGTAGELG KATH TIG 0TToieg dev mpémet va oag xopnynet to Ultravist®.

IpocéEte Wroitepo pe to Ultravist®

YoPapéc deproTikég avTdpAcEl; Tov cvumepAappdvovy covdpouo Stevens-Johnson (SIS), to&ikn
emdeppkn vekporvon (TEN), avtidpaor 6To pApHOKO e NOGIVOPIALD KOl CUGTNUOTIKG GUUTTOUATO
(DRESS) ka1 o&eia yevikevpévn e&ovOnuatikny pAvktaivoon (AGEP), éxouv avapepBel oe chvdeon pe
™ xprion tov Ultravist®. Avalntiote 10Tpikf] gpovTido apécng Gy mopaTnprcETe OTOI0NTOTE ANd Ta
oNUELN TOL TTEPLYPAPOVTOAL GTIV TAPAYPOPO 4.

Atotopay£C TOL VEVPLKOVY GLGTNULOTOC

Katd m odpkelo | 6€ GUVIOUO YPOVIKO OAGTNHO HETA TN OldIKaGio amewovions, Umopel va
TOPOVGIACETE o Ppoyvypdvio doTapayn ToL €yKe@Alov 1 omoia ovopdletar eykepaAomdbela.
Evnuepdote tov yiotpd oog opécmG Qv TOPATNPNGETE OTOOONTOTE ad TO, GNUELN KOl GUUTTAOUOTO
OV GYETILOVTOL LE QVTNV TNV KATAGTACT), TO. OO0 TEPLYPAPOVTOL GTNV TAPAYPAPO 4.

Avtidpdoeic vepevoucncioc/avtidpdcelc aAAEPYLKOL TOTTOV

Ieite 610 YTpd cog av eiote vrepevaicOntol (adlepyikoi) oto Ultravist® | oe kémoto £kdoyo tov
Ultravist®, av eiyate noté 610 mapeAdov avidploelc vIepevucOnciog & 0TOI0dHTOTE GKINYPAPIKD
péco, av &xete M giyate moté Ppoyyikd aobua 1 dAleg ailepyieg, Kabmg pumopel va giote 6€ VYNAOTEPO
Kivduvo va gpeavicete avtidpaon aALePYIKoL TOTOL (cvuTEPIAaUPavOUEVEOY GoRap®dY avTIOpAceE®mV)
oto Ultravist®. O yuatpdg cog 0o amopacicst ov 1 mpoypoppatiopévn eEétaon eivar duvorh 1 oyt

AvTég o1 avTdpdoelg aAdepyikov TOTOL yapaktnpiloviatl and kopdiayyelokésg (Kopdid Kot ayyeio Tov
aipLoTog), AVOTVEVOTIKES (TVEDOVEG) Kol OEPUATIKEG EKONAMGELC (SEPUATIKES OVTIOPUCELS).

AVTI0pacelg aALEPYIKOD TOHTOV TTOL KLUAIVOVTOL 0o MTEg £mG coPapés, GLUTEPIAAUPOVOUEVOD TOV
ook, givar mbavég (PA. mapdypapo «ITBavég avemBounteg evépyetec»). Avtéc ol avtidopdoelg sival
aKovVOVIOTEG Kol U TpoPAéyiueg otn gvon tovg. Ot mepiocdtepeg amd avtég eppavifovtat péoa o 30
AEMTA Omo TN Yopynon. Qotdco, pnopel va eppaviotovy kabvotepnpuéves (Oyieg) avtidpacelg (LeTd
Ao MPEG MG NUEPEC).

Evnuepiote o y1atpd cag ov moipvete B-ovacsTOAELS, PAPLLOKD TOV YPTGLLOTOL0VVTOL Yia TN Oepameio,
NG LVYNANG aPTNPLOKNG TESTC YI0TL PAPHOKA TOV AVI|KOVY GTNV KATNYOpPio TV B-ay®vioTdv pmopet
va unv €ivoil aroTEAEGLOTIKA.

Evnuepaote 10 yuotpd cag av mdoyete and kapdioyyelokr voso (vocog tng Kapddg Kol Tov ayyeiov
TOV OiPaTOG) AoV UTopEl vo l0Te T emppeneig oe coPapég N KoM Kot potpaieg katoAnéelg otav
£yete pio coPapn| avtidpaocr vrepevacnciog.
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O yorpdc cog Oa cac mapatnpei petd t yoprynon tov Ultravist® kot Oa eivar mpoetotpacuévoc va
EQUPUOCEL enelyovta UETPO o€ Tepimtmon cofapdv avidpdoemv vrepevaicinciog (aAiepykov
avTIdpaoewv).

O ywtpog 60G UTOPEl Vo, GOG ODCEL £VO KOPTIKOGTEPOEIOES TTPLV OO TNV €EETAGT, EVOL PAPLLOKO GOV TNV
KopT(6vn (.. ToL YpNoomoteital yio T Bepaneion PAeyYHOVIG), OTAV €loTE GE OLENUEVO KivOLvo Yo
o&eieg avtidpdoelg aAlepykod TOmov (1.y. av giyate oto TaperBov ofela aliepyikn avtidopacmn peTpiov
N coPapod Pabuov, av xete dobua 1 oddepyia mov amartel wTpky Bepameia).

Avciertovpyio Tov Bupeoeldn

Evnuepoote to yatpd cog av €xete vmepBupeoeidiond (vmepevepyd Bupeogdn) N PpoyyoknAn
(Sroykpévog Bupeoetldng adEvag) KabmS To 1wd10VY0 GKLOYPAPIKA LECH GE AVTH TNV KATACTOOT) LTOPEl
va TpoKoAécovy vrepBupeoeldiond kol Bupeotolikn kpion (coPapn EMTAOKY €VOG LIEPEVEPYOD
Bupeocdn). O ywrpdg cog Ba amopacicel av N wpoypoppaticpévny eEétaon etvan dvvar 1 oL H
Aerrovpyia Tov Bupeoetdn cag pmopel va edeyyei mpv AaBete to Ultravist® kon pmopei va cag yopnynOst
Bvpeootatikn aywyn.

Evnuepdote to yatpd ocog ehv €xete 10Topwd VvOcOv Tov oyetileton pe tov  Bupeogidn,
ocopmepthappavopuévovr Tov  vIobupeoeldicod (VToAEITOVPYIKOS Bupeosdne adévag), Kobmg Ta
OKLOYPAPIKA LEGO TTOV TEPIEXOLV 1DOL0 UTOPEL VO TPOKOAEGOVV [UT] PLGLOAOYIKEG EEETACELS OLiLALTOG, OL
omoieg vrodnAdvouy TBavO VToBvpeoedIGO 1 TAPOSIKN (TpocwPv)) Uei®ON TNG Agttovpyiag TOv
Bvpeoe1doic, Tov pmopei vo, amartel Oepameia.

Ta veoyvd pmopel emiong va extefobv oto Ultravist péom g untépag Toug Kot TV OdpKelo TG
Komong.

Edv to maidt cog elvar pukpotepo and 3 eTmv:

O yuTpog 60¢ umopel va TopakoAovdel Kot va EAEYYEL T Artovpyia Tov Bupeoeldoic, E101KH GE VEOYVAL.
[abnoeig tov KNX

Evnuepdote 10 yiatpd cog av €xete mabdnoeg tov KNX (Kevipuod Nevpucod Xvotnpotog), m.y.
IGTOPIKO EMANTTIKOV KPIGEDV. ZE VTN TNV TEPITTOGCT 1| GTNV TEPITTOON UEIOUEVOL 0VOOV CGTACUDY
N ouéENuévng SomepatdHTNTAG TOV PPAYLOD OUHOTOC-EYKEPAAOV (T.Y. AOY® EWIKAOV QOPUAK®OY) UTOPEL
va glote o€ avENPEVO Kivouvo va epeoviceTe VELPOLOYIKES EMMAOKES. O1 VELPOLOYIKES EMIAOKEG Elvat
O GLYVEG OTNV EYKEQUMKT] ayYEOYpopio Kot oyeTlOpEVES Le avTh dladikaoieg (e€€taon Twv ayyeinv
oTOoV eYKEQOAO UE aktiveg X).

Oé&sgia Negppwn BAGBN

Av MaPete Ultravist® yio evdoayyetoxt| xprion (vypd oto ayyeio Tov aipotdg cag) vdpyet kivduvog va
gupavicete ofeio PALAPN ota veppd petd v éveon (Post Contrast-Acute Kidney Injury / PC-AKI). Q¢
ATOTELEGULO, TO VEQPPO GOG UTOPEL v PNV AELTOVPYOVV GMOGTA Yo IKpd Xpoviko dtdotnpo. Mepikoi
acOeveic Tapovoldlovy VEQPIKT OVETAPKEL.

Av10 1oyt Wwaitepa eqv Exete KAmoo amod Tig akOAovdeg Tpoimobéoels:

- TpoUTAPYOVCH VEPPIKY| avenApKeLd (01 veppoi cag dev Aertovpyovv Kavovikd). o mepiocdtepeg
mnpoeopiec, avatpééte emiong oty evomra «Ilog Oa cag yopnynbel Ultravisty / «AcOeveic pe
veppIKn| (VEQPIKY]) OVETAPKELO),

- cakyop®on dfnm,

- TOAAATAO LOEA®UO (KOPKIVO TOV apYEYOVOV KUTTAPWOV TOV TAGGILATOS GTO LVEAD TMV 0GTAOV),

- mopompOTEIVOLULiO (VTEPPOAIKEC TOGOTNTEG PO TAPOUTPOTEIVIC GTO alipLat)

- gdv TaoyETE 0O APLOATOOT N

- gbv Aappavete peydreg ) emavaioppovopeveg doceig Ultravist®,

Av glote og opokdBapon kot Oev EXETE KOUIO VITOAEWUUOTIKY VEQPIKN Agttovpyia, pumopel vo AdPete
Ultravist®, ka0bg apaipeitar pe tn dodikocio e arpokddapong.

Kapdayysioxn vococ (vOsoc tne Kopdldc Kot TV oryYel®wv ToV olipatoc)




Av MaPete Ultravist® pe evdooyyeiakn éveon (vypd péoa ota ayyeio tov aiporog) kot méoyete omd
cofopn Kapdiakn voso N amd cofapn otepaviaio voco (LEI®UEV pOT| OLATOG GTOV KAPSLOKO 1V,
ovo¢ 610 6TN00G), uTopel va giote 6g AVENUEVO KiVOUVO Vo avOTTOEETE QUUOOVVOUIKES LETUPOAES
(aAlayég oty Kukhogopio Tov aipatoc) Kot appvipuio (Sratapayr] 610 pLOUO TOL KAPIAKOD TAALOV).
Av méoyete omd kapdioky voco, N £yyvon tov Ultravist® umopei va 0dnynoet o€ mvevpovikd oidnua
(oveompevon VYPOV oToVG TVEDUOVES) (BA. Tapdypapo «Ti wpénel va yvopilete Tpv cog yopnynoet
10 Ultravist® \ AcOeveic pe veppikf avemdpkeion).

DaroypopokvTTOUL
Av AMiBete Ultravist® pe evdooyyeioxfy éveon (vypd ota ayysia Tov oipotog) kol mAoyETe AmO
QUOYPOUOKVTTOUN (VOGOG TV emveppdiov), umopel va eiote oe avénuévo kivduvo va mdbete

VIEPTOOIKN Kpiom (cofapn) Lopen VYNANG APTNPLOKNG THEOTG).

MvuacBéveia Gravis

Av AGPete Ultravist® pe evdooyyeiakn ypion (vypd oto oyyein tov oipatoc) kol mhoyete omd
pvocBévelo Gravis (ypovia STapoayl TOV HOMOV), T0. COUTTONNTE TG pvacBévelog Gravis pmopel va
emdevVmOOLV.

Al @appake ko Ultravist®
Evnuepdote tov yuotpd cag edv maipvete, £xete mpdopata TAPEL 1| Wopel va Tapete GALA @dpaKoa,
aKOUO KOl 0VTE IOV OgV aag Exouv yopnynbeil e cuvtayn, aAld 1010TépS Kamolo amd ta €ENG:

- Avyovoviola (LETQPOPUIVY), EVO PAPLOKO TTOV XPNOLUOTTOLEITOL Yio. T Bgpomeio, TOV GOKYOPOON
Swprtn. Av mldoyete amd ofeion veppikn ovemdpkel 1 coPapr] xpoOvi veeplkn vOco, T
Avyovavidla pmopel vo GUGCOPELTOVY GTO GALM, YEYOVOS TO 0Tol0 0dNYel 68 YaAUKTIKY 0&€won
(vrepPoriky TosdHTTA 0EEMG 6TO aipa). Ao 1 xopriynon tov Ultravist® umopei va odnyfioet oe
VEQPIKA TPOPANLLOTA 1] VO ETOEWVMOGEL VEQPIKA TPOPANLaTA, UTopel va loTe o8 avénuévo kivouvo
YOAOKTIKYG 0EEMOTG.

- IvtepAevkivn-2, éva @dppoxo yw t Ogpameic Tov Kapkivov, Kobmg pmopel vo gppovicete
kafvotepnuéveg (OYueg) avemBounTeg evépyeleg.

- Padwoicotona yio t dudyvoon kot ) Ogponcio tov dwtapaydv Tov Bvpeocidn (aAAolmuEVN
Aertovpyio Tov Bupeoedn adéva). H didyvaon ko 1 Bepancia tov datapoymdv Tov Bupeogidon
propel vo TopepmodioTel Yo £0¢ Kot apkeTég EfOOUAdEG LETA TN XOpYNoT, AOY® NG pelmong
TPOGANYNG TOV PaSIOIGOTOTOV.

To Ultravist® pe Tpo@1] kot 7ot
Enapknic Mym vypdv Ba mpémet va romnpeiton dtav Aapfavete Ultravist®.

Kinon kot Onhaopog
ZntoTe TN GLUPOVAT TOV Y1OTPOD GO TPOTOL TAPETE OTOLOONTOTE PAPLLAKO.

Kinon

Av oyedualete eykvpoovvn, va peivete £ykvog 1 vopilete 6t umopel va giote £€yKvog, evUeEPOOTE TO
yYwTpd cac. Agv £xovv Tpaypoatomom el KAVIKEC HeAETEC e £YKVEG Yuvaikes. Aedouévov Otl, Omov eivat
duvatov, n ékbeorn oty aktivoPforia TPENEL VO, amoPEVYETAL KATA TN S1GPKELD TNG EYKVUOGUVNG, TO
opéAN amo TV e€€taon pe axtiveg X, pe N yopig oxlaypaptko HEco, Tpémel va otauiloviat TpocekTikd
£VavTL TOV THOVOV KIvOOVOU.

Meléteg o {do pe To Ultravist® Sev vmodetcvoouy PLoPepc emBpaoelg o€ GYEOT UE TNV EYKVHOCUVT,
™V EUPPULIKT AVATTUEN, TOV TOKETO 1) TV OVETTVEN TOV VEOYVOD petd T xopriynon tov Ultravist® otoug
avOpmmTOoLC.

Onioopdg
Agv &gt epeovnOei 1 ac@ofg xprion tov Ultravist® yio ta woudid mov OnAaLovv. Agol Hovo pikpég
TOGOTNTEG TG OPUCTIKNG 0VGiag (10TPOUIdN) HETAPEPOVTOL OTO YAAQ, dev givar mBavn 1 PAAPN Yo o
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nondi wov OnAaler (BA. mapdypago «Timpénel va yvopilete mpv cag yopnynOei to Ultravist®/TIpocéEte
waitepa pe 1o Ultravist® Avchertovpyio tov OBupeoeidny).

Odnynon 1 yEpropdg pryevipaTov
Aev givar yvwoto av 1o Ultravist® ennpedlet v ikovotnto 031ymong 1 xEPIGHoD iy ovniiToy.
To Ultravist® agpiéyer varpiro

To Ultravist® mepiéyetl Mydtepo and 1 mmol (23mg) vatpiov avd d6on (Bhoet g péong d6ong mov
dtvetan og éva dtopo copatikov Papovg 70kg), oniaor ovclactikd glvar EledBepo og vaTplo.

3. I 00 cag yopnyn0si to Ultravist®

To Ultravist® 8a cag yopnym0ei and emayyelpotio tov Topéa vysovoukhg mepidoiymg.

Av MaPete Ultravist® pe evdooyyeiakn éveon (vypd ota ayyeio tov oipatodc cag), o yrpodg cac da

eléyEel v Katdotaon g 0chEveldg oG Kol To GAAL APLOKO TTOL Popel va Taipvete Kobmg ovtd

umopei va cuvelsPEPOVY otV avamrtuén Bpopposufoiikdv coufaviov (dnuovpyia Opoupov aipatog).

O yiatpog oag Oa.:

- A®GEL GYOAUGTIKT TPOCOYN GTNV OYYELOYPAPIKT TEXVIKN

- EemAével Tov KabeTpa cuyvd pe aAatovyo dtdlvpa (av eivarl Suvatdv e TNV TpoctnKn nroapivng
— éva APLLOKO Y10, TNV 0POimon TOL OiATOS)

- Eloyiotomooet tn Sudpkelo NG SadKAGiOG OOTE VO EAUYICTOTOWGEL TOV Kivouvo i
Opoupwon mov oyetiCeton pe ) dwdikacio (OpouPot aipotoc) Kot yio uPoin (LeTokivnon piog
uélog — pmopet va givar Opoufog aipartog, Amog 1 0ELYOVO Yo Tapddery o).

Aocoroyio Yo evooayyslokt Eveon (VYPO GTO AYYEIO TOV AiNOTOC)

H docoloyia mpénet va mpocappoletor otny nhikia, To BApog, To KAVIKO epATNLOL KOL TNV TEXVIKY TNG
g&étaong.

O1 3060A0YiEC TTOV CVAPEPOVTOL GTN GUVEXELN EIVOL EVOEIKTIKES KO OVALPEPOVTOL OTIG GLVNOELS OGELS
v eViAIKeG pe péco copatikd Bapoc 70 kg. Ot d6oe1s divovtar wc epdmal evéselg 1 ava Kko Bépovg
CMUATOG, OTIMS AVAPEPETOL TTLO KATM.

O1 d00e1 péypt ko 1,5 g wwdiov ava kg Bapovg copatog etvor yevikd koAl avekTés.

ZUVIGTOUEVEG DOGELS Y10 AT eyYOGELG:

2YMBATIKH AITEIOI'PA®PIA

Ayygoypapio aoptikod T6E0L 50 - 80 ml Ultravist® 300
ExAextikég anewcovioelc ayysiov 6 - 15 ml Ultravist® 300
BOwpoakikn aoptoypapio 50 - 80 ml Ultravist® 300/370
Kothiaxn aoptoypagpio 40 - 60 ml Ultravist® 300
Aptproypaeio:

Ave dkpov 8 - 12 ml Ultravist® 300
Kéto dxpov 20 - 30 ml Ultravist® 300
Ayyelokapdloypopio:

Kapdiaxég kothotnteg 40 - 60 ml Ultravist® 370
SteQavioypoapio 5 - 8 ml Ultravist® 370
drefoypapio:

Ave kpov 15 - 30 ml Ultravist® 300

Kértw drxpov 30 - 60 ml Ultravist® 300



Evoopiéfra ymprary aparpetiny ayysioypapia (DSA)

H evioprépra éveon epdma (bolus) 30 — 60 ml Ultravist® 300 ) 370 (xp6vog pong : 8 — 12 ml/s otnv
Bacukn eA&Pa, 10 — 20 ml/sec otV KoiAn EAEPA) cuvieTATOL POVO Y10 TNV OTEIKOVICT] UEYOA®V
ayyeiwv Tov koppov. H mosotnTa T0U 6KL0YpapIKoD TOV TOPAUEVEL GE ETAPT] LLE TO OYYELKO TOLYMUA
umopel vo pewwbel kot vo ypnowyedoet dwyvootikd pe uo epdmaé (bolus) éveon 20 — 40ml
(QUVGIOAOYIKOD SLOADUATOG YAMPLOVYOL VOTPIOV AUESHG LETAL.

Evikec:
30 — 60ml Ultravist® 300/370

Evooaptypraxy ynerakn apoipetikiy ayyeroypapio (DSA)
O1 5000A0YiEG KOl Ol GUYKEVIPADGELS TOV YPTGLULOTOOVVTOL 6T GLUPOTIKNY OyYELOYPOPIOl LITOPOVV VoL
petmBovV GTN ¥PNON TOLG YO EVOOUPTNPLOKT YNPLOKT) OLPALPETIKT AYYEIOYPAPIa.

Aéovikn Ttopoypagio (CT)

Omov eivor duvotdv, to Ultravist® npémetl va eyyéetar pe evdo@réPio epamaé (bolus) éveon, katd
TPOTIUNOT YPNOLUOTOIOVTAG Uict GLOKELT £yyvone. Movo oTovg apyovg Topoypapovg Ba Tpénel va
yopnyeitan n Hon g cLVOAKNG 06onc wg epdmal (bolus) éveon kai n vtoOlowtn péca og 2 — 6 Aemtd,
wote va emtevydel pio oyetikd otabepn — av Kot Oyt 1 HEYIOTN — CUYKEVTIPMGT] GTO CipLa.

H ghucoetdng a&ovikn topoypapic, oe HELOVOUEVT ANYT), OALA 1010HTEPH GE TEXVIKT] TOAAATADY TOUDV
EMUTPEMEL TN YPNYOPN ANy TOAL®V dedopévmv 61N dibpkeln cuykpdtnong piog avarvone. H ypnon
ovokevng otabepng €yyvong otn bolus yopiynon cvvictdtot WTépws dote vo Pfeltiotomombel To
ATEKOVIOTIKO OmOTEAEGHO TNG YOPTYOLUEVNG evOopAEPlag epanal (bolus) éveong (80 — 150 ml
Ultravist® 300) otnv meptoyn evaapépovtog (UEyiot Tun, xpovog Kat Sapkeia Tng evioyuomng).

o Oldowun alovikn touoypopio

Kotd v oldowpn o&ovikn topoypagic, ot amoitoOUEVES O0OCELS OKLOYPAPIKOD Kot O puhuodg
yopnynong e&aptavtol amod ta Vo e£ETAGT OPYVa, TO SLOYVOGTIKO TPOPAN LA, KUPI®G OU®S amd TOVG
TOIKIAOVG YPOVOLS TOLOYPAPING KOl ATEIKOVIGEMG TV SIABECIU®Y UNYOVILATOV.

o Alovikn touoypopio eykepdiov

Eviihkec:
Ultravist® 300: 1 - max 2 mlkgocou. Bdpovg
Ultravist® 370: 1 - max 1,5 mlkgocop. Bapovg

YHOIAKH MAXTOI'PA®IA ME EI'XYXH XKIATPA®IKOY (CEM)

To Ultravist 0a wpémet va yopnysitar evooeAEfia (LeyaAn TocoTnTO LEGH 0TV PAEPQ), €AV gival
SuvaTov UE TV YPNHOM EYYVTH.

Evilkec:
Ultravist® 300: 1,5 ml/kg cop. Papovg
Ultravist® 370: 1,5 ml/kg cop. Papovg

ENAO®AEBIA OYPOI'PA®DIA

H @ucioloykn advvapio. GOUTOKVOGCTC TOV OVAPLLOL CKOU VEPPDOVO TOV TULIIKMOV VEPP®V OITOLTEL
OYETIKA VYNAEC HOGELS GKLOLYPAPIKOV.

ZUVIGTOVTOL 01 AKOAOVOEC dOGELC:

Neoyvad 1,2 g wdiov’kg BW  =4,0 ml/’kg BW Ultravist 300
(<1 pnvoéc) = 3,2 ml’kg BW Ultravist 370
Bpéopn 1,0 g wdiov’kg BW = 3,0 ml/’kg BW Ultravist 300
(1 pmvog — 2 etdv) = 2,7 ml/kg BW Ultravist 370
[odd 0,5 g wdiov’kg BW = 1,5 ml/kg BW Ultravist 300

(2 -11 e1>v) = 1,4 ml’kg BW Ultravist 370



"Epnpot 0,3 g 1wdiov’kg BW = 1,0 ml/’kg BW Ultravist 300
KOl EVIATKEG =0,8 ml’kg BW Ultravist 370

*BW: Bapog ocopoatog
H adénom g 06on¢ 6T0ug evijhikeg givan dvvatn edv avtd BewpnBel amapaitnto oe €101KEC EVOEiEELG.

Xpovor Ajyng

Epdcov mpnBodv ot mpoavagepdueveg kotevbuvinpieg docoroyieg pe Ultravist® 300/370, oe Sidpkeia
é€yyvong 1 — 2 Aemtdv, gpeaviletar Tig TEPIGGOTEPES POPES GE EVIOVOTEPT] GKIAYPAPTOT TO VEQPIKO
Tap€yyvpa 3 — 5 AemTé LeTd TNV Evopén TNS YOPNYNONS TOL KoL 1) VEQPPIKT| TOEAOG LLE TIC OMOYETEVTIKEG
0000¢ 8 — 15 Aemtd petd v €vopén tng YOopNyNoNG. X& TEPIMTOCEL VEOTEPOV achevmdv Tpémel va
EMAEYETOL O OLVIOUOTEPOG YPOVOS, EVM GCE TMEPMTMGEL; MO MAKIOUEVOV acbevdv o mo
KkafvotepnUéEVOg YPOVOC.

Koavovikd, ocvuvietdrtar va Aapfavetol  Tpotn ANy mepimov 2 — 3 AenTd OUESMG LETA TN XOPNYNON
TOV GKLOYPAPIKOD. ZTIG TEPUTTMGELS VEOYVDV, IKPDOV IOV Kol 0GOEVAOV LE TEPLOPICUEVT VEPPIKT
Aertovpyion kaBvotepnuévol ypovor ANYNG UTOpPOUV VO SDCOVV  PEATIOUEVY OTEKOVIOT TOV
OLPOTOMTIKOD GLGTHHOTOC.

A0cGoloyia Yo evooayyELOK YPNoT (Y0 TOPAOEYLA TOV 0y YEIOV TOV AipaTog)
H d6on mov Oa AdPete Paciletar oty nhikia cag, to Papog couatog, Tnv meptoyn mov Oa depguvnel
Kol oo Teyvikn e&étaonc Oa ypnopuomomOei.

Tevikd, 50oelg éog 1,5 g 10810 ava kg BE givor kodd avektég. Avtd Oo avtictoryel o 5 ml Ultravist®
300 avé kg BX 1 4,05 ml Ultravist® 370 avé kg BX.

A0cGoLoYia Yia yp1]01] € CONUTIKEG KOLLOTITES

H docoloyia pmopel vo motkiAAel avaloya pe v NAKio 60¢, T0 COUATIKO BAPOC KOl TN YEVIKN
katdotoon. E€aptdtar emiong amd 10 khvikd TpoPAnue, v teXVIKN €££TO0NG KOl TNV TEPLOYT TOV
npénel vo depevvnBel. Ot docoloylec mov didoviar mopakdtem eivor HOVOV  EVOEIKTIKES Kot
AVTITPOCMOTEVOLVV TIG LEGEG OOGELS Y10 £VA. KAVOVIKO EVIALKO.

ApbOpoypapia: 5 — 15 ml Ultravist® 300/370

ERCP: H 660n cog eaptdror yevikd amd 10 KAviKO mpoPinua ko to uéyebog g doung mov Oa
OTEWKOVIOTEL.

Alo: H d6om cog e&optdtal yevikd amd to KAWIKO TpdPAnua kot to péyebog g doung mov Oa
OTELKOVIOTEL.

Neoyvé (<1 pva) ko Bpéon (1 piva — 2 1povia)

O ywotpdc cag Oo dDGEL TPOGOYT GYETIKG, UE TN OGN, TNV TEYVIKN TNG OKTIVOAOYIKNG e€ETAGNC KoL TN
yeviky katdotaon otav divel Ultravist® oe veapd Bpéen (mhikiog <1 etdv) kot waitepo o€ veoyvd,
KkaBdg eivar emppent| 6€ avVIGOPPOTio NAEKTPOAVTOV (YNUKEG LETAPOAEG GTO OlipLaL) KOt OLLOSUVOLILKES
petaforéc (ahdayéc otV KuKAo@Opia TOL OiUaTOoq).

Hiuaopévor aceveig (nlkiog 65 TV Kot Gvm)
Agv amarteitan €101KN TPOoUPUOYN TG OOCNG Yo TOVE NAKI®UEVOVS acbeveic extog amd Ot opiletan
v kK60 acbevi: nAikio, coUATIKO BAPOC, KAIVIKO EpMTNUA Kot TEYVIKT £EETAONC.

AocOgveic pe Ntk dvohertovpyia
H mpocoppoyn mc d6ong dev Bempeitar amapaitntn o€ 0c0gveig e Nratikn Svoieltovpyia, apod uoévo

€va kpo OGO TG 10TPOUIoNg, 1 Opactikn ovoia tov Ultravist, amoBaAletal pe To KOTPAVA.

AcOgveic pe veQpIKI) OVETAPKELD,
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A@ob n tompopidn, n Spactiky ovcia tov Ultravist®, amexxpiveronr oyeddv amokAEloTIKG GE
QUETAPANTN HOPPN UECH TOV VEPPDOV, 1| OMEKKPLIOT TNG LOTPOUIONG TOPATEIVETOL EAV TACKETE OO
veppikn dwatopayn. H kototat dvvarr doom Ba cag yopnynbei, dote va peimbel o kivouvog yia
emmpochetn veppik PAGPN mov Tpokaeitar and Ta okloypapkd péca (PA. mapdypapo «Tr mpémet va
vepilete npv oag xopnyndei o Ultravist®/TIpocééte 1Saitepa pe to Ultravist®»).

[eportépm mAnpogopisg oyeticd pe T xopiynon kat 1o xepiopd tov Ultravist® divovrar 610 téAog
aLTOL TOL PVAAOL 0dNYIDV («IIAnpopopies Yo emayyelatieg TOL TOUEN VYELOVOUKNG TEPIOAAYTS?).

Eav napere peyadivtepn d6on Ultravist® amé v Kavovikn

Ty omibavn mepintoon mov cog yopnyndel mepiocdtepo Ultravist® amd 1o kavovikd kot dev
a1c0dveste KOAG, EVNUEPDOTE TO YTPO GOC OUECHS To CLUTTOMUOTO TG EVOOOYYELOKNG
vrepdocoroyiag pmopel va mepapuPavovy dlotapayn NG 100PPOTING VYPOV Kol NAEKTPOAVTMV,
veppikn| PAGPN, Kapdtayyetokés (kapdud kot ayyeio oipotog) Kot ovamveuoTiKeS (TveDLOVES) ETTAOKECS.
Ta vypd Gog, 01 NAEKTPOAVTEG Kot 1) VEQPIKN 60¢ Agttovpyio pmopel va teBovv vrd €heyyo. O yoTpodg
cog pmopet emiong va aropacicet vo, amopakpdvel o Ultravist® and to odpo pe apokddopon.

Av €yete TEPAUTEP® EPWTNCEIS GYETIKA LE TN YPNOTN CVTOV TOL TPOIOVTOG, POTNOTE TO YUTPO 1| TO
POPULOKOTOLO GOC.

4. IMBavéc avemOBOpnNTES EVEPYELEG

Onog Oho Ta @apuoka, ot kat to Ultravist® unopei vo mpokorécet avembbunteg evépyeieg, ov kat dev
TaPoLGLALovTaL 68 OAOVG TOVG avOpdTOVG.

O1 o coPapég avemBounteg evépyeleg (avemBounteg evépyeleg mov UTOPEl vo €xovv potpaia 1
ametinTikn yia ) {on ékPaocn) oe acbeveic mov Aapfdvouvv Ultravist® frav: avaguiaktikod (adlepykold
TOTOV) GOK, OVOTVEVCTIKY| OVETAPKELN, BPOyYOCTUCUOC (OVGKOMA GTNV avamTvon), AapvyYiKo oidnua
(mpH&o Tov Adpuyya), eapouyykd oidonpa (TpRELO 6TO PAPLYYW), AoOLL, KOO, EYKEPUAIKO EUPPIKTO
(pewopévn por] ailOTOG O TUNUOTH TOV E€YKEQPAAOV), EYKEPOAKO EMEIGOO10, EYKEPOAIKO OO
(mpA&o tov eykePdAoV), emANTTIKN Kpion, oppvbuic (dwotapayn otov kapdiokd pvbud M otov
KapOoKO TOAUO), KapPSIOK avakony (GTOUATNHO TG KOPOLAS), MVOKaPOLaKY 1oyaipuio (ET®OvVY
KOTAOTOGOT OV OQEIAETOL OE EAATTMOOT TNG PONG TOVL OHLLATOG OTNV Kapdld), ELPPUYLL TOV HVOKAPSIoV
(Enepayuo kapdiic), kKapdlakr averdapkela, Bpadviapdia (apydg xTdHmog TG Kapdldg), KuAvwon (UTAE
YPOUATIOUOG TOV dEPUOTOG KOl TV PAevvoyovav pepfpavav Adym Edkenyng o&vuydvov), vrotoom
(xoumAn appilokmn wieon), 6ok, SVGTVOLN, TVELLOVIKO 01010l (CLCGMPELGT] VYPDY GTOVG TVEVLOVEG),
OVOTTVEVGTIKT OVETAPKELX (01 TVEDHOVEG OEV UTOPOVV VO TAPOLVV OPKETO 0EVYOVO 1) VO ATOUOKPVUVOLV
apkeTod d10&eidio Tov avlpaka) kol avappopnon (16080¢ EEVEOV VAIKOV LEGE, GTOVG TVEDLOVEG).

OL mo ovyvd mapotnpndévieg avemBounteg evépyeleg oe aobeveic mov Aaupavovv Ultravist®
SLUTEPTAAUPAVOLY TOVOKEPOAO, VOLTIO Kot 0yYELOSIIGTOAT (S1E0PLVOT TOV AYYEI®V TOL OiATOG).

O avemOopnteg evépysieg mapatifevror Tapokdato pe fdon woco mOavig ivar.
Yoyvég (umopet va emmpedoovy 1 €wg 10 ypioteg otovg 100)

- Z4ahn

- TTovoképaiog

- Avoyevsio (aAlotopévn yedon 1 aAloyn otn yedon)

- ®oAn N doTapayuévn 6pooT

- Yréptaon (VYNAN opTnNpLoKn TEST)

- ITovog oto otboc 1 duspopia

- Ayyelo0di06ToAn (S1evpuven TV ayyel®v TOV aiploTog)
- Epetog

- Noavtia

- [Tovog
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AvTidpacelg oto onpeio g éveong (m.y. movog, Beppotnra, oidnua (TpREO), EAEYHOV Kot
TPOVUATICUOC 6T0 TEPBaAovTa podokd 1616 ot tepintmon mov to Ultravist® dwoppedoet and 1o
onueio g éveong)

AioOnpo Beppotrog

Oxl ovyvég (umopel va emmpedoovv 1 €mg 10 yprioteg otovg 1000)

Avtidpacelg vepevarsOnacioc/ avapuiaktogdels (0AAEpYLKOD TOTOV) AVTIOPACELS [VOPLAAKTIKO
GOK, OVOTTVELGTIKT avOKOTY, Bpoyyocmacuds (duokorieg otnv avomvon), oidnua (tpn&io) tov
Adpuyya, Tov edpuyyo, TG YADGGOS 1 TOV TPOCHOTOV, GIAGHLOL TOV AAPLYYA 1] TOL Pdpuyya,
doBua, emmepukitida (EAeypovh oTIc LEUPPAVES TV HATIAV), dakpVppold (EKKPLon SakpOumV),
otépvioua, Pryog, oidnua Prevvoyovov (TpRéo Tav HepPpovdyv Tov KOADTTOUV 0pyova OTMG
TO0 TEMTIKO, TO YEVVNTIKO KOL TMV OLPOGOP®YV 00(dV), pvitido (PAEYHOV] TGOV PWIKOV
Brevoyovvev), Ppayvada, epebiopnds Tov Adipod, kvidmon, kvnopog (éviovn @oayovpa),
ayyeooidnua (ypryopo TpREO TOL SEPHOTOC ) TOV 1I0TMV)]

Ayyelokivntikéc avtdpdoelc (ammAgio cvveionong/Atmobopio)

Koatdotaon cvyyvong

Nevpikdmra

IopoareOnoio (avopoin depuotikn aicOnon 6nwe Kaywo, ToIUmnU, Eoyovpa 1| LUPUIYKIOGHLO)
/roetnoio (petopévn aicBnon g aeng N g aictnong)

Avmvia

Appofpia (Stotapayn otov kapdlokd puiuod 1 6Tov KapdaKo TOANO)

Yrotaon (Younin aptmplokn mieon)

Avonvola

Kotiaxog movog

Oidnua (pR&Ro TV 16TOV)

YXrawieg (umopei va ennpedoet 1 €wg 10 yprioteg otovg 10.000)

Avnouyia

Koapdioxn avakont| (ctopdtnuo g kopoldac)

Mvokapdiaxn oyopioo (ET@ILVN KOSk KOTAGTOGT TOL TPOKUAEITOL amd EAAeym pomng
aipotog otV Kopdid)

AlcOnuo ToApmv g Kapdldg (aKavOVIGTOS, YPIYOPOG XTOTOG 1 TUAUOS TNG KOPOLAC)

Mn yvootég (n cuyvotnta dev pmopet vo agloroynei pe Paon to dtabécipo dedopéva)

®vpeotoikn kpion (cofapn extmAokr vOg VTEPEVEPYOD BuPEOEIDN)

AwTopayn Tov Bupeoeldn

Koupa

Eyxepohikn woyopio / Euepoén (LELOUEVN POT| QUUOTOG GE TUNLOTO TOL EYKEPAAOD)
Eyxepoiikd encicddio

Eyxepoiucd oldonpa (mpri&yto tov eyke@aiov) (avaeépdnke pHovo Katd tnv vooayyelokn ypnon)
Eraopol (Emiinmrikég kpioceig)

[Ipocwpivi] @AODONG TOQAwOT (TpoPAnuata otv Opacn) (avaeépdnke povo Koatd Tnv
£vO0UyYELOKT YPNHON)

AndAelo, cuveldnong

Tapoym

Apvnoia

Tpdpog

Awtopayég oTnv opla

[Mapeon / mapdivon (peptkn 1 OAKY| oT®AELD Kivong)

AKOVOTIKEG SloTaPOYES

‘Epeppaypa tov pookapdiov

Koapdiokn averdapieio

Bpoadvkapdia (apydg kapdlokdg maApuds)

Tayvkapdio. (Yp1yopog Kapdlokdg marpog)

Kvédvmon (umhe yp@UaTIGUOC TOV SEPUOTOC Kot TOV PAEVOYYOVOV AOY® EAAenync 0&uydvov)
2ok
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- ®popfoepforikd couPavto (dnuovpyio evog BpouPov o €va ayyeio Tov aipatog Tov 0dnyel
o€ EYKEPUMKO eMEI00010) (avapépOnke LOVO KATH TNV EVOOAYYELOKT XPTOM)

- Ayyeloonacpog (omacpol tov ayyeiov tov aipotog) (avaeépbnke HovVo KOTd TNV EVOOUyYELNKT
xpnon)

- [Mvevpoviko oidnpa (CLECHOPEVEN VYPOV GTOVE TVEVILOVEG)

- AvomvevoTikny avemdpkelo (01 TVEDHOVEG OEV UTOPOVV Vo Tapovv apketd ofvydvo 1 va
OITOLOKPVUVOVY OPKETO 010E1010 TOL AvOpakar)

- Avappognon (e16080g EEvaV VAIK®OV HECH GTOVG TVEVLOVEG)

- Avooayia (GuoKOAMA GTNV KOTATOOT))

- MeyéBuvon o1ehoyovov adéva

- Aldppota

- IMopgoAvymdelc xotootdoel my. ovvopopo Stevens-Johnson 1 ovvdpouo Lyell (cofapod
QAeYLOVAOOEG EEAVON IO TOV OEPULATOS KOl TV PAEVVOYOVOV)

- E&avOnpa

- Ep0Onpa (kokkiviopa tov d€ppatoc)

- Yrepidpwon (vepPorikds 1dpdTaG)

- XHvopopo dwapepiopatonoinong oe mepintmon egayyeimong (micon og évov po mov odnyel og
LUIKT Kot vevpikn PAAPN Kot tpofAnpato. pe T pon Tov aipotog) (avagépbnke uovo katd tnv
€VOOUYYELOKT YPNION)

- Nepptkn Sveiertovpyia (TPoPAALOTA LE TOVS VEPPOVC) (AvaEEPONKE LOVO KATE TNV EVOOUYYELOKT|
xpMon)

- Oé&ela veppikn averdprela (avapépOnke pOVo KOTA TNV EVOOAYYELOKN XPToT)

- Adwbecio

- Piyn

- Qypdtra (Yoo dépua)

- Awxduaven ot Beppoxpacio Tov coOpeTog (LETaPoréC TN Oepokpacio TOL GOUNTOC)

Emnpdcbeta tov mpoavaeepfiviav avemBountov evepyeimv, ot eENg avapépOnkay KoTd T SlevepyeLa
Evdookomikng IMaAivopoung Xoayystomaykpeatoypaeiog (ERCP, evdookdémnon mov yivetor oto
TAYKPENS KOl GTO YOANPOPO SIKTLO) GE AyvmGTH GLYVOTNTO:

- AvEnuéva eninedo mokpeatikod evOOUOL Kot TToykpeatiTido (QAEYUOVI TOL TAYKPEOTOG, £VOG
0pYAvVoL OV lval GTUOVTIKO GTNV TEWYT)

H miewoyneio tov avtidpdoewv HETA TNV HLEAOYPOQio M TN (PNON OF COUITIKEG KOWOTNTES
gpeavifovtol peptkég dpeg LETA TN YopNynon.

Ava{ntiote wTpikn povTida aUES®mG EAV TOPATNPTOETE OTOOONTOTE amd Ta akOAovBa onpeio Kot

ovuntdOpata (1 cuyxvoTNTO TOV OTTOiMVY gival PN YVOoTY):

o  KokKIvoméc TepLoyég 6TOV KOPUO —O01 TEPLOYEG Etval KNALOES TAPOUOLES [LE OTOYO 1| KUKAKES, GLYVA
UE QLGOAIOEC GTO KEVTPO— OMOAEMION TOL OEPUATOC, £AKN GTO GTOMO, TOV ACGIUO, TN MOTN, TO
YEVVNTIKA Opyova kot to pdtio. Avtdv tov coPopdv depuatikov eEavinudtov pmopel vo
TpoNyeltal TUPETOC Ko YPmMON cvpuntdpate (cvvopopo Stevens-Johnson, to&ikn emdepuikn
vekpoAvon).

o Extetapévo e&dvOnua, vymin Oepupokpacioc cOUOTOC Kol S10YKOUEVOLC AEUPUOEVES (GVVIPOUO
DRESS 1} chvopopo QapproKevTikng vepevaucinciog).

e ‘Eva gpvBpd, poAdwtd extetauévo eEdvOnuo pe eEoykouata KGTm omd To dEPUL Kal QUGOAIDEC,
GUVOOELOUEVO amd TLPETO peTd T dSwdikacio ameikoviong (o&eio yevikevuévn e&ovOnuoTikn
QA AvkTaivoon).

o Bpayvypovia eykepolikn Satapoyn (eykepaiomdbeln) 1 omoia pmopel vo TPOKAAECEL OTMAEL
UVAUNG, oOYYLGT, YeLdalctnoelg, SLGKOAIES LE TNV OPOOT), ATTMAELN OPUGTC, ETANTTIKEG KPIGELS,
ATMAELN GUVTOVIGHOD, OTMAELN Kivomg ot pio TAEVPA TOL COUTOG, TPOPANUOTA LE TNV OUALD,
KOl OTTMOAELN GUVEIONOTG.
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Ava@opd avemOOunTOV evepyELOdV

Edv mapotnproete kdmolo avemBOpunTn eVEPYELXL, EVIUEPDOGTE TOV YIOTPO 1 TOV QPOPLOKOTOLO GOG.
Av10 1oyt Kot Yo kdOe mhavr avemBountn evépyela mov dev avapEPETAL 6TO TAPOV VA0 0ONYIDV
xpNons. Mnopeite emiong va avagépete avemBOuNTEG evépyeleg amevbeiog.

EMGda

EBvikdc Opyaviopog @apudxmv

Meooyeiov 284

GR-15562 Xolapyog, Adnva

TnA: + 30 21 32040337

Iototomog: http://www.eof.gr
http://www kitrinikarta.gr

Kompoc:

DQappoxevtikég Ynnpeoieg
Ymovpyeio Yyeiog

CY-1475 Agvkoocia

TnA: +357 22608607

Dag: + 357 22608669

Iototomog: www.moh.gov.cy/phs

Mécm g avapopdg avemBOunTmV evepyelmv puropeite vo fondnoete ot GLAAOYY TEPLGCOTEPDV
TANPOPOPLDY GYETIKA LLE TV AGPAAELY, TOV TOPOVIOC POPLAKOV.

5. Iog va pvrdocete To Ultravist®

To @appako ovtd TPETEL VO UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kot 6gV TO POAVOLV TO, TOLSA.
Na un xpnoyLonoleital ovtd 10 PAPUAKO HETO TNV NUEPOUNVIC ANENG TOV AVUPEPETOL GTO PLOAIOIO KOt
otV emonuavon tov eEmtepikov mepiéktn petd m AHEH. H nuepounvia Anéng elvan n tedevtoio
NUEPO TOV UNVOL TTOV OVOPEPETOL EKEL.

Mn @uidooete oe Bepuokpacio peyodvtepn tov 25° C ko va punv ektifetor 6to0 Qo¢ Kol v
axtvoPoAio.

[Ipwv ™ xpnom TV oKy papikdv pécwv Bo Tpénel va dievepyeital ontikdg EAeYY0G Kot dev Oa, Tpémet
VO YPTCLOTOIOVVTAL GE TEPIMTMOT] AMOYPWOUATICUOV, EMTL TAPOVGING COUATIOI®V (TEPLapPavopévmv
TOV KPLGTAAA®V) 1 EAUTTOUATIKOD TEPLEKTN).

Enedf to Ultravist® givar éva vyming cuykévipoong dtdAvpa, Todd omdvia pmopei va epgovicdet
KpvotoAAlonoinon (yolaxtddng — Boiepn eppdvion kovn iCnua otov mobuéva 1N awpovpevol
KPOGTOAAOL).

Mnv retdte edppoko 6To vepd TG amoy£TELONG 1) 6TA OKLOK(A aoppippata. Potote 1o pappokomold

GOG Y10 TO TG VO, TETAEETE TAL PAPLLOKA TTOV OEV XPNOIUOTOLELTE L. AVTA Ta péTpa Oo fondncovy otnv
TpooTocio Tov mepPdAlovtog.

6. Iepreyépeva TG GLOKEVAGLAG KO AOUTEG TANPOPOPIES
T nepréyer to Ultravist®

- H dpaotki] ovoia gival 1 10mpopion


http://www.eof.gr/
http://www.kitrinikarta.gr/
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1 ml Ultravist® 300 nepiéyet 623,4 mg 1ompouidn (aviotoro o 300 mg 1wdiov)
1 ml Ultravist® 370 nepiéyet 768,86 mg 1ompouidn (avriotoro o 370 mg 1wdiov)

Ta aGAlo ocveTaTIKA £ivol voTplovyo €0eTIKO 0GPESTIO, TPOUETOUOAT, VOPOYA®PKO 05D 10% (Yo
pvOuon tov pH), vdpo&eidio Tov vatpiov (Yo pOOuon tov pH), evécyo Vowp.

Epgavion tov Ultravist® kou mepieyopeve. TG 6V6KEVUGiog

To Ultravist® givau éva S1omyég, Gxpmpo £0¢ vIokiTptvo evEGIHO StGAvLL.
Ta mepleydpeva e cvokevaciog etvar:

Ultravist® 300:
EXLGda: eraridia tov 20 ml, 50 ml, 100 ml kon gidrec tov 200 ml, 500 ml, 1000 ml
Kompog: groridw tov 50 ml, 100 ml kot @iéieg twv 200 ml

Ultravist® 370:
EXAada: @raridia tov 50 ml, 100 ml kou idreg tov 150 ml, 200 ml kot 500 ml, 1000 ml
Kompog: groridw tov 50 ml, 100 ml kot giéieg tov 150 ml, 200 ml kou 500 ml, 1000 ml

Mmopei va unv KoKAOQopovV OAEG Ol GUGKEVOGIES
Kéroyog adciag kukrhopopiag otnv EALada kot Tnv Konpo

Bayer EAMGg ABEE

Aynoildov 6-8,

151 23 Mapobot, Attikr, EALGSa
TnA.: 210 6187500

Tomkog avrinmpéocwnog oty Kompo:

Novagem Ltd
TnA. 00357 22483858

Hopaokevaoctiig
O mopackevaotic umopel va avayvoplotel and tov aplud maptidoc, o omoiog TuTMVETOL GTNV
eEMTEPIKN GLOoKELAGTIN KOl OTNV ETIKETA KAOE PLaALdioV/PLIANG:

e Edv o mpdtog kot o devtepog yapakthpag eivar KT, o mapackevactng eivat:
Bayer AG

Miillerstrasse 178

D - 133 42 Berlin, Germany

TnA.: +49 30 468-1111

Ul

e Edv o mpdtoc kot o devtepog yapaktipag eivar FP, o tapackevaoctg givat:
Berlimed S.A., Madrid

Francisco Alonso, 7

Poligono Industrial Santa Rosa

28806 Alcala de Henares, Madpit

[onravia

To mapév pvrro 00OV YpfioNG EYKPIONKE Twa TEAEVTAIX POpd 6TIg 04/2026

<
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Ot TAnpogopieg mov akorovBodv amevBovovtal HOVO GE YLOTPOUG 1 EMAYYEALOTIEG TOL TOUEN
VYEOVOUIKNG TTEPiBaiymg:

Evocieig
Av10 10 TPOIOV Elval LOVO Y10l SIOYVOOTIKY| YP1OT.

I'a gvioyvon g oxloypaeikng avtiBeong.
I"a gvdoayyelokmn ypnon Kot xpron o€ KOLOTNTEG TOV COUOTOG.

Ultravist® 300:
EvdopAéfio muedoypagio

Ayyeloypapio oTAdyvoOV
Ayyeloypapio eyke@diov
Ayyeoypagia dxpov
A&ovikn Topoypapia
Ynolokn aQopetiKn ayyeloypopio
Zxuypaenon Kootntov (He e€aipeon T poehoypapia, TNV KOIMoypapio Kot TV
OKTIVOYPOQIO TOV KOIAM®DY TOL EYKEPAAOD)
Io xpNon o€ EVAAIKEG YOVOIKEG G YNOLOKT] LOOTOYPAQIiO e £YYVOT] GKLOYPOPIKOD Y10 TV
aloloynon kot v oviyvevon yvootdv 1 Omomtov PAofOV  TOL  HAGTOV, ®C
coumANpOpoTIKY e€étaon ot pootoypagio (e N xopic vIEépNyo) 7 ®G EVOALOKTIKY TNG
poayvnTikng topoypoeiog (MRI) 6tov 1 payvntikn topoypaeio ovievdeikvotot 1 dev givar
Swbéoyun.

Ultravist® 370:

EvoopAéfio muedoypagio

Ayyelokapdioypapio
A&ovikn Topoypapia
Yook oQopeTIKn ayyeoypopio
Yxuoypaenon kootntev (Le e€aipeon T Hoehoypapia, TNV KOIAMOYpapio Kot TV
OKTIVOYPOQIO TOV KOIM®DY TOL £YKEPAAOD)
Io xpnon 6 EVAAIKEG YUVAIKEG G YNOLOKT LOOTOYPOMIia LE £YXVOT| CKLOYPOPIKOD Y10 TV
aloloynon kot v oviyvevon yvootdv 1 Omomtov PAofOV  TOL  HAGTOV, ©G
cuumANpONOTIKY e€€Taon ot pootoypaio (pe N xopic vTEPNX0) 1 ®G EVOALOKTIKY TNG
payvntikng topoypaeiog (MRI) 6tav n payvntikn topoypaeio avievdeikvotat 1 dev glvar
SwBéoyu.

To Ultravist® dev evdeikvoton yio eviopayiaia ypriom.

Oonyieg ypiong/yeprtopod

DroAidn
AlgAvpo oKLy papkol mov dev Katavoiminke o (o eE€tao Yo £va cLYKEKPIHEVO acBevn Tpénet va
OTOPPINTETAL.

ITepréxrteg peydhov dykov
To oxypagikd péco mpénel va yopnyeitar pe tn Pondeio evog avTOUATOV EYYVTN 1| OTOGONTTOTE
GAANG drodikaciog, 1 onoio pumopel vo eENcOUAGEL TN GTEPOTNTO TOV GKLOYPOPLKOD UEGOV.

[Ipénel va axoiovBoldvior motd o1 omolecdnmote mpdobetec odnyieg mov €yovv dobel amd Tov
TOPOGKEVOGTI TOL AVTIGTOLYOV EEOTAIGHOV.

To oKlaypa@ucd TOv PEVEL LEGO GE OVOLYILEVT] OLAAT), TPETEL VOL ATOPPITTETOL SEKA DPEG LETA TO TPMTO
dvotypo Tov TEPLEKT).



