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

Ultravist® 300 evécupo Suaivpa 62,34% (30% 1dd10)
Ultravist® 370 gvéowuo drddvpa 76,9% (37% uddro)

lompopion

AP aoTE TPOGEKTIKA OLOKANPO TO PUAAO 00N VLAV YP1IoTGS TPV 600G YopnyN0del avTd TO PappOKo,
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 YLOIPO 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:

Sk wdE

1.

Tt eivan To Ultravist® xou mota eivan 1 gprion tov

T npénet vo yvaopilete npv oag xopnyndei to Ultravist®
I[Tog Oo cag xopnyndei to Ultravist®

[MBovég avemBOunteg evépyeteg

[Iog va puidooete to Ultravist®

[epreydpeva g cvokevaciog Kot Aomég TANpopopieg

T givan to Ultravist® kau mowa givon n ypfon tov

T givan to Ultravist® kon nédg Aerrovpysi;

To Ultravist® evéoyo Stddvpa mepiéyel  dpactikn ovoia 1ompopidn mov avikel oe pio opdda
TPOTOVTOV YVOGTA MG VOOTOSOAVTH, VEPPOTPOTIKE, (TOV EYOVV EIOIKT GLYYEVELN Y10 TO VEQPIKO 16T0),
YOUNAIC OCHOTIKOTNTOG GKLoypopikd péca aktvdv X. To Ultravist® mepiéyet 1ddio. Ot axtiveg X Sev
HITOpOvV VoL SLOMEPACOVY T GKLULYPOPIKA HEGA YTl amoppoadvTal amd o 1wdto. Ot TePLOYES TOV
ocmuarog 6mov dravépetar to Ultravist® petd my éyyvon oty kukhogopio Tov aipotog 1 6T COUTIKEG
KOWAOTNTEG YivovTol opatég kaTd T dldpketo TG e€taong pe akrtiveg X.

To mpoidv Ba eyyvbel amd ekTOOELUEVO ETAYYEALATIO TOV TOPEN VYELOVOUIKNG TEPiBoiymc.

Iow givon n gpfion Tov Ultravist®

To Ultravist® eivar povo yua StayvooTiki] yprion Kol ¥pNCILOTOLEITOl K¢ OKIaypapiKd HEGO Yia,
e€etdoelc S10pOp®V TEPIOYDV TOV GMUATOG,

IMa evdoayyelokmn ypnon Kot xpror o€ KOILOTNTEG TOV COUOTOC.

Ultravist® 300

EvdopAépia mueloypapio
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)

Ultravist® 370
EvdopAéfia mueloypapio
Ayyelokapdioypapio
A&ovikn topoypapia
Yook oQopeTikn ayysoypopio
Zxuypaenon Kototntov (He e€aipeon  poehoypapia, TV KotAoypagpio kot Tnv
OKTIVOYPOPIO TOV KOIMMY TOL EYKEPAAOD)

To Ultravist® dev evdeikvoton yio eviopayiaia xprion.

2. T npéner vo. yvopilere mpv cog xopnyn0si to Ultravist®

IIpwv cag yopnynOei to Ultravist® 0o OsppavOet ot Oeppokpacio Tov copatog, kabmg sivar koddtepa,
aveEKTO Kol Uimopel vor eyyvbel o e0KoAo AOY® TOV UEI®UEVOD 1EDSOVC.

[Ipwv cag yopnynOset to Ultravist®, o emayyelpatiog tov topéo vysovoukng nepiBoiyng 0o edéyéet
OTTIKA TO OKIAYPaPIKO PEGO Kot dev B TO YPNOYLOTOMGEL GE TEPIMTMOT OV EYEL OMOYPOUATICTE,
VIAPYOVY GOUOTION (CUUTEPIAAUPAVOUEVOY KPLGTAAM®YV) 1] Elvar eAaTTpaTiKol o1 Teptéktec. Kabog
10 Ultravist® eivou StéAvpa vyning cuykévipoong, n kpuotailonoinon (yodoktddng-0oiep| eppdvion
Ko/ ilnua otov mobuéva 1 kpOoTAALOL TOL EMTAEOLV) umopel va cupPel ToAD ordvia.

O emayyshpatiog tov Topéo vysiovopkng mepiboiyng dev Oa avaxoatéyer to Ultravist® pe dila
OapuroKa OoTE Vo amoPevydel o Kivovvog mbavdv acvpupatotToy.

[Ipwv cag yopnynOei to Ultravist® evnuepdote 10 yiatpd cag av €xete avnovyio — ot EVIOVEG
Katootdoelg £ayng, M ovnovyio kot o TOVog Umopel va avENcOouV TOV KIVOLVO  EUQAVIGNC
AVETIOOUNTOV EVEPYEIDV 1) VO EVIEIVOLV TIC OVTIOPAGELS TOV GYETILOVTAL e TA GKLOYpaPIKa uéca (BA.
Tapaypopo «Avembounteg Evépyeieon).

Agv mpémer va cog yopnynOei to Ultravist, edv giote apudatouévor (dev £xete AMdPet apketd vypd). o
VO TO 0TOQEVYETE 0T, 0 YTPOG oag O dlacpariosl 6Tt Ou Exete AdPel apkeTd vVYPE TPV amd TNV
g&étaomn (PA. mapdypago «IIpocétte Waitepa pe to Ultravist®).

Av £yete TOAOTAG poédopa (KapKivo Tov apyéyovmv KUTTAP®Y TOL TAGGHATOS GTO HDEAD TMV 0GTOV),
cakyop®dn dwafnn, ToAvovpio (Tapaywyn HEYGA®V OYK®V 00pwV) 1| oAtyovpia (LEI®UEVN Topay®yNn
o0pwv), vrepovprratpic/ovpikny apbpitida (vynid emineda ovpikod 0&Eog oTo aipa), av giote
NAKIOPEVOGS, veoyvo, Bpéeog 1 Hkpo maidi eivor 1dtaitepa onpuavTiko.

Evnuepdote to yotpd oag edv £xete veppikd mpoPinpata. O yiorpog oag Ha dwecparicel 0Tt iote
KaAG evudoTmpévol Tpy amd v e&étaon. Qotdco, dev GuVIGTATOL 1) EVOOPAEPRLa YOopNYNoN VYPOV
(vypd otig PAEPeG oag) hv €£xeTE VEQPIKA TPpOoBANLATO.

Evnuepoote 10 yiotpd cog edv €xete coPapd veppikd TPoPANHOTO CUVOSEVOUEVO, OO KAPOLOKES
nanoeig. H evdopréfia yopriynon vypodv (vypd otig AERec cag) umopel va givar emkivovuvn yio Tnv
Kapdd oag. E@doov o mpokatopktikdg EAeyyog yio mbovn aAlepyion oTo oKlaypogikd UEGO,
xpNoomoldvTog pio pukpr 86om tov Ultravist® mpwv amd v e&étaot cog, dev £xet mpoyvaotiky ofia
Kol pmopet Kot va 0dnynoet o coPapég 1 Kot Lopoaieg avtidpacels vrepevaictnciag, o yoTpog cag dgv
Oa devepynoEL KATOLOV TPOKOTAPKTIKO EAEYYO.

Angv0uvlcite oTov Y1aTpo 1) TOV VOGOKOpHO cag tpwv wapete o Ultravist®
Edv &yete moté avantiéel coPfopd deppatikd e£avonuo 1 amoAEnion Tov dEPUATOG, PLGOAISES /Kot
OTORATIKG, £AKN peTd T prion tov Ultravist®.



Mnv cag xopnyn0si to Ultravist®
Agv VTGP OVV KOTAGTAGELS KOTA TIG omoieg dev mpémel va cog yopnynOet to Ultravist®.

IpocéEte Wroitepo pe to Ultravist®

YoPapéc depuatikég avtidpdoelg mov cvumepthapuBavouy covépopo Stevens-Johnson (SJS), to&um
emdeppukn vekpoivon (TEN), avtidpoaon 6To QApHOKO e NOGIVOPIAIN KOl GUGTNUOTIKG GUUTTMHOTO
(DRESS) kot o&gia yevikevpévn e&avOnuotikn Avktaivoon (AGEP), éxovv avapepbel o chvdgon pe
™ xprion tov Ultravist®. Avalntiote 1otpikf] gpovTido apécng Gy mopaTnprcETe OTO0NTOTE ANd Ta
onueio Tov meprypdpovion oty mopdypao 4.

Awotapay£C TOL VEVPLKOD GLGTNUOTOC

Kotd ™ dudpkeln 1 6 GOVIOUO ¥POVIKO OA0TNHO UETE Tr Ol0dKacio OmEKOVIONG, UTOpEl va
TOPOVGIACETE Mo Bpoyvypdvie dloTopay TOv €YKEQAAOL 1M omoio ovopdletor eykepaiomdbela.
Evnuepaote tov yotpd oog opéSmG AV TAPATNPNGETE OTOLOONTOTE OO TO, GNUEID KOl GUUTTMLLOTO
OV GYETILOVTOL LE VTNV TNV KATAGTACT), TO. OO0 TEPTLYPAPOVTOL GTNV TAPAYPAPO 4.

Avtidpdoeig vrepevoncncioc/avtidpdoelc aAlepytcon TOTOV

Ieite 610 YaTpd cag av eiote vrepevaicOntol (adlepyikoi) oto Ultravist® | oe kdmoto ékdoyo tov
Ultravist®, av giyote moté oto napeldov aviidpdoeig vrepevaictnciog oe 0nol0dNToTE oKy PAPIKO
péco, av &xete M eiyate moté Ppoyyikd dobua 1 dAleg ailepyieg, kKabmg pumopel va eiote € LYNAOTEPO
Kivduvo va gpeavicete avtidpacn aALEPYIKOD TOTTOL (GVUTEPIAQUPAVOUEVOY GORap®dY avTIOpAcE®V)
oto Ultravist®. O yuatpdg cog 0o amopacicst ov 1 mpoypoappatiopévn eEétaon eivar duvorh 1 oxt.

AVTEG Ol avTIdpaoElg aALePYLKOD TOTTOL YapakTnpilovial and kopdioyyelakég (Kopdid Kot ayyeio Tov
aipLOTOC), AVOTVEVOTIKES (TVEDOVEG) Kol OEPUATIKEG EKONADGELC (SEPUATIKES OVTIOPUCELS).

AvT1dpacelg aAlepytkod THTOV TOL KLUAivovIol omd Nmeg EmG coPapés, CLUTEPIAAUPOVOUEVOD TOV
ook, givar mbavég (BA. mapaypapo «IMBavég avemBounteg evépyeitec»). AvTtéc ol avTidopaoelg sival
aKaVOVIOTEG Kot [N TPOPAEYLLEG GTn pOoT Tovg. Ot mepiocdtepeg and avtég epavitovran péca og 30
Aemtd and T yoprynon. Qotdco, UTopel va epeavioTody kabvotepnuéves (Oyipes) avtidpaoel (Letd
amd OPEG EWC NMUEPECS).

Evnuepaote to y1atpd cog av maipvete B-ovaoTOAELS, PAPLLOKO TOV YPTGLLOTOL0VVTOL Yia TN Bepameiol
NG LVYNANG aPTNPLOKNG TESTC YIOTI PAPHOKA TOV OVI|KOVY GTNV KATNYOpio TV B-aymvioTdv pmopet
VoL UnV €ivoil 0ToTEAEGLOTIKG.

Evnuepoote 1o yuorpd cag av mdoyete and kapdiayyelokr] voso (vocog tng Kapddg Kol Tov ayyeiov
TOV aipaTog) apov Umopsl vo €iote To emppeneig oe cofapés N koMo, Kot Lolpoaies KOTAANEELS OTOV
€xete pio coPapn| avtidpaocr vrepevacnciog.

O yutpdg cog 0o cog mopatnpel petd ™ yopiynon tov Ultravist® kot Oa eivar mpoetonocpévog va
eQupuooel enciyovto, uétpo o€ mepimtoon coPapdv avidpdoemv vrepevaicinciog (aAiepykov
AVTIOPUGEDV).

O yuotpog 60¢ UITopEel Vo, 60 ODGEL £VO KOPTIKOGTEPOEIOEC TTPLY 0td TV €EETAGT, £VAL PAPLLOKO GOV TNV
KopTL6vn (.. ToL Ypnoyomoteital yio T Bepaneio PAeypHOVIg), OTOV €loTe 68 awENUEvo Kivouvo yia
o&eieg avtidpacelg aAlepykod TOTOL (T.). v giyate oTo TapeABoV ofeia aAdepyikn avtidopactn HETPiov
N coPapod Pabuov, av £xete dobua 1 oAdepyio ToL amortel wTpiky Oepameia).

Avchertovpyia tov Bupeoedn

Evnuepoote to ytpd cog av €xete vmepbupeosidiond (vmepevepyd Bupeosidn) N PpoyyoknAn
(Sroykmuévoc Bupeoeldng 0dEvag) Kabmg To wd10V) 0 GKLOYPAPIKA LECH GE AUTH TNV KOTACTOOT UTOPEL
v TpokoAécovy vrepBupeoeidiopnd kol Bupeotolikn kpion (cofapn EMMAOKY €VOG LIEPEVEPYOD
Bupeocdn). O yurpdg cog Ba amopaciost av N wpoypappatiopuévny e&étaon eivar dvvari i oyl H
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Aerrovpyion Tov Ovpeoedn| cag pmopet vo edeyyei mpv AdPete to Ultravist® ko pmopet vo cag
yopnynOetl BupeocTaTiKy oywy™.

Evnuepoote to yatpd ocog edv €xete 10topwkd voOoov mov oyetileror pe tov  Bupeosidn,
oopmeptAapPavopévour Tov  VIToBupeoeldicod  (VTOAEITOVPYIKOS Bupeosdng adévag), Kobmg Ta
OKLOYPAPUKA HECH TOV TEPIEXOVV 1D UTOPEL VO TPOKOAEGOVY LN PUOIOAOYIKEG EEETACELS QILATOC,
o1 onoieg vVrodNAdVoLY TBavVO LTOBVPEOEWIGHO 1| TaPOdIKT (TPocwPIVY]) Lelman TG Aettovpyiog Tov
Bupeocidoic.

O yuatpog Oa eketdost ™ Aertovpyio Tov Bupeoetdn ota veoyvd mov éxovv extedei oto Ultravist® eite
KaTd TN S1APKELD TNG EYKLUOGVVNG €lTE UETE TN YEVVNON, KAOMDG TO TOAD 1MO10 UTOPEL VO TPOKAAECEL
V0BV PEOEBIG IO, TOV Umopel Vo, amaltel Oepameia.

[Mobnoeig tov KNX

Evnuepaoote 10 yiatpd cog av €xete madnoeg tov KNX (Kevtpiod Nevpucod Xvotnuatog), m.y.
IGTOPIKO EMANTTIKOV KPIGEDV. L€ VTN TNV TEPITTOOT 1) GTNV TEPIMTMON HEIOUEVOL 0VOOV GTACUDV
N auénuévng SomepatdHTNTAG TOV EPAYLOD OUIOTOG-EYKEPAAOL (.Y, AOY® €KDY papudk®V) propet
va elote o€ ALENUEVO KIVOLVO VO ELPAVIGETE VEVPOAOYIKES EMTAOKEG. O VEVPOLOYIKEG ETUTAOKEC Etvat
O GLYVEG OTNV EYKEQAMKT| ayYEloypooio Kot oyeTilOpeVES Le avth dladikooies (e€étaon Twv ayyeiov
oTOV EYKEPAAO pE aKTiveg X).

Oc&eio Neppur) BAGSn

Av MaPete Ultravist® yia evdoayysioxn yprion (vypod oto ayyeia Tov aipotdg oag) vdpyet kivéuvog va
eppavioete ofeio PAGPN ota veppd petd tnv éveon (Post Contrast-Acute Kidney Injury / PC-AKI). Q¢
ATOTELEGUA, TO VEQPPO GOC UTOPEL Vo PNV AELTOVPYODY COGTA Yo UIKPO ¥POoviKO ddotnua. Mepucoi
acBeveic mapovotdlovy VEPPIKY| OVETAPKELQ.

Av10 1oyet Waitepa qv ExeTe KOO A TIG akOA0VOEG TpoiTOBETELS:

- TTPOVTAPYOVCU VEQPIKT OVETAPKELX (Ol VEQPOL GOg deV AEITOLPYOLV Kovovikd). o meplocoTepec
mAnpogopiec, avarpéére emiong oty gvotnta «lldg Ba cag yopnynOel Ultravisty / «AcBeveig pe
VEQPPIKN (VEQPIKT) OVETAPKELD,

- GOKYOPOON dafnt,

- TOAAATAO Puélmpa (KapKivo Tov opyEyovmv KUTTAP®Y TOV TAAGUOTOG 6TO HVEAD TV 0GTMOV),

- TopampoTEVapio (VTEpPOMKEG TOCOTNTEG HIOG TAPATPOTEIVIG OTO OLipAL)

- €0V TAoYETE OO APLOGTOON N

- gGv AopBavete peydhec 1 emavaioapBovopeveg dooeig Ultravist®,

Av glote o€ opokdBapon kot Oev EYETE KOUIO VITOAEYUUOTIKY VEQPIKN Agttovpyia, pumopel vo, Adfete
Ultravist®, ka0mh¢ apatpeitar pe m dradicacio g arpokddaponc.

Kapdayyelakn v660o¢ (V650G TG Kapdlds Kol TV ayYEimv TOL iiatog)

Av MaPete Ultravist® pe evéooyyeiaxn éveon (vypd péoa ota ayyeio tov aiporog) kot méoyete omd
cofopn Kapdiakn voco 1 amd coPapn otepaviaio voco (Letdpév por| oilaTtog 6ToV KapdloKo 1,
ovog 610 6TN00G), uTopel va eiote g AVENUEVO KivOUVO Vo avaTTOEETE QPOSVVOUIKES LETUPBOAES
(cMhayég oty Kukhogopia Tov aipatog) kot appuduio (Sratapoyn oto puOUd ToL KAPSIKOD TAALOD).
Av méoyete omd kapdiaky voco, 1 £yyvon tov Ultravist® uropei va 0dnynoet o€ mvevpovikod oidnua
(ovoompevon VYpOV oToVG TVEDHOVES) (BA. Tapdypapo «Ti wpénet va yvopilete Tpv cag yopnyndet
10 Ultravist® \ AcOeveic pe veppikf avemdpkeion).

DoroypopoxvTIOU
Av MaPete Ultravist® pe evdoayyeioxty éveon (vypd oto ayyeio tov aipotog) kot mloyete omd
QUUOYPOUOKDTTOUN (VOGOG TV emveppdiov), umopel vo eiote oe avénuévo kivouvo va mdbete

VIEPTACIKY Kpion (cofapn Hope] VYNANG aPTNPLOKNG TEGNG).

Mvac0éveio Gravis
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Av MéBete Ultravist® pe evdoayysiaxn yprion (vypd oto ayyeion tov aiporog) xor mhoyete amd
poacBévelo Gravis (xpovia S10Topoyn TOV HUMV), To COUTTOMATE TG wacbévelag Gravis pmopel va
emMOEVmOOLV.

Alho pappoxe ko Ultravist®
Evnuepoote tov yuotpd cog eqv moipvete, £xete TPOGOAUTO TAPEL 1] WITOPEL Vo, TAPETE GALO QApUOKO,
aKOpO KO 0VTd OV Ogv aag Exovv yopnynbet e cuvtayn, aAld 1010Tépws Kdmotlo amd ta €ENG:

- Avyovaviow (LET@OpUivN), €va GAPUOKO OV ypnotpomoteital Yo T Bepameion TOL GOKYOPOON
Swfntn. Av mloyete amd ofeion vePPikn ovemdpkel 1 GoPapn xpoOvVia VEQPIKN VOGO, Ta.
Avyovavidln pmopel va GUGCOPELTOVY GTO GALLM, YEYOVOS TO 0Tol0 0dNYel 68 YaAaKTIKY 0&€won
(vmepPoiiky TocoTTO 0EEMG 6T0 aipa). Apov 1 yoprynon tov Ultravist® pmopei va odnynoet oe
VEQPIKA TPOPANLOTA 1] VO ETOEWVOGEL VEQPIKA TPOPANLOTA, UTopel va gloTe o€ avénuévo kivovvo
YOAOKTIKYG 0EEMOTG.

- IvtepAevkivn-2, éva @dpuaxo yw T Oepameic Tov Kapkivov, Kobmg pmopel vo eppaviceTe
kaBvotepnpéves (Oypeg) avemBounteg evépyetes.

- Padwoicotona yuo tn didyveon kot tn Ogpaneio tov dwutapaydv tov Bupeoedn (aAlotwpévn
Aertovpyio, Tov Bvpeoetdn adéva). H dudyvoon kot 1 Oepancio tov dtotapaydv Tov Bupeogidn
pmopei vo TapepmodioTel Yo £0¢ Kot apkeTég EfOOUAdES LETA TN Yopynom, AOy® TG peimong
TPOCANYNG TOL POSIOIGOTOTOV.

To Ultravist® pe tpo@f kou mot6
Enapkiic Aqym vypodv 0o mpémet va Statnpeitar 6tav hopPavete Ultravist®.

Kinon kol Oniaopog
ZnNoTE TN GLUPOVAT TOV YLOTPOD GO TPOTOL TAPETE OTOLOONTOTE PAPLOKO.

Kinon

Av oyedualete eykvpoovvn, va peivete £ykvog 1 vopilete 6t pmopel va giote £€yKvog, eviuePOOTE TO
yYwTpd cag. Agv £yovv Tpaypoatomombel kKAviKEG pelétes og £yKveg yovaikes. Aedopévov Oti, dmov etvat
duvatov, n ékbeon oty akTvoPoAia TPETEL VO, ATOPEVYETAL KOTA T SIAPKELN TNG EYKVUOGVVIG, TO.
opéAN amo v e€étaon pe axtiveg X, pe N yopig oxklaypaptko péco, Tpénel va otafuiloviot TpooekTikd
£vavtt Tov Thovol Kivdvvov.

Meléteg oe (ha pe o Ultravist® dev vmodeucviouy PraPepéc emdpaoelc o€ oyéon Le TV EYKLHOGHVN,
NV UPPuIKN avATTLEN, TOV TOKETO 1) TNV AVATTLEY TOV VEOYVOD LETE TN YOPNYNOT TOL Ultravist® GTOVG
avOp®ITOLC.
Onioopdg
Aev &gt epeovnOei 1 ac@oAig xprion tov Ultravist® yio ta moudid mov OnAalovv. Agod Hovo pikpég
TOGOTNTESG TNG dPACTIKNG ovoing (10mpopidn) petapépovial 6to yoAa, dev eivar mhavi 1 PAGPN Yo To

nondi wov Onhaler (BA. mapdypago «Ti mpémet va yvopilete mpv cag yopnynOei to Ultravist®/TIpocééte
aitepa pe to Ultravist® Avciertovpyio tov Bupeoetdny).

Odnynon 1N xepropdg pnyevipdaTov
Agv givor yvwoto av to Ultravist® ernpedlet tnv ikavotta 081Mynong 1 EPIGHOD UNYaVNHAT®V.
To Ultravist® agpiéyer varpio

To Ultravist® mepiéyet Mydtepo and 1 mmol (23mg) vatpiov avd d6on (Béoet g péong d6ong mov
divetar og éva dropo copatikod Bapovg 70kg), nradn ovclactikd ivar eAedBepo G vatpio.

3.  Hdg 0a cag xopnyn0si to Ultravist®



To Ultravist® 8a cag yopnym0ei omd emayyelpatio Tov Topéo VYEWOVOUIKNG TEpiOoiymC.

Av MaPete Ultravist® pe evooyyeiakn éveon (vypd ota ayyeio tov aipatodc cag), o yatpog cag da

eléyEel v Katdotaon g acBéveldg oo Kol To AAAL QapuraKa Tov pmopel va maipvete Kabmg ovtd

umopei va cuvelspEpovy oty avamrtuén Bpoppospufoiikdv coufaviov (dnuovpyia Opoupov aipotog).

O yatpog oag Ba:

- A®GEL GYOAUGTIKT TPOCOYN GTNV OYYELOYPAPIKT TEXVIKN

- EemAével Tov KabeTpa cuyvd pe aAatovyo dtddlvpa (av eivar Suvatov e TNV TpocHnKn nropivng
— éva APLLOKO Y10, TNV 0paimon TOL OiaTog)

- Eloyiotomoroetl 1 Sudpkeln NG SadKAGiOG OOTE VO EAUYICTOTOWGEL TOV Kivouvo i
Opoupwon mov oyetiCeton pe ) dwdikacio (OpouPot aipotoc) Kot yio eufoin (uetakivnon pog
pélog — pmopet va giva Bpopfog aipartog, Amog 1 0Evyovo yio Tapdoery o).

Aocoroyio Yo, evooayyslokt Eveon (VYPO 6TO AYYELO TOV AiNOTOC)

H docoloyia mpénet va mpocappoletor otny niikio, To Bapog, To KAVIKO epATNLO KOL TNV TEXVIKN TNG
g&étaong.

O1 80c0L0YiEG TOL AVOPEPOVTAL GTN GUVEYELD £IVOL EVOEIKTIKES KOl OVAPEPOVTAL GTIC GUVNOELS DOGELS
Yo eVIAIKEG pE PEGO ompotiko Bapog 70 Kg. Ot dooelg divovior mg epdmal evécelg | avd KO Bapoug
GMOUATOG, OTIWG AVAPEPETOL TTLO KAT.

Ot d6oe1g péypt kot 1,5 g wwdiov ava kg papovg cdpatog sivar yevikd Kahd avekTés.

ZUVIGTOUEVEG DOGELS Y1o AT ey OGELG:

2YMBATIKH AITEIOI'PA®DIA

Ayygoypagio aoptikod T6E0L 50 - 80 ml Ultravist® 300
Exlextikég angikovioelg ayysiov 6 - 15 ml Ultravist® 300
OoPaKIKn 00pToypapio 50 - 80 ml Ultravist® 300/370
Kotaxn aoptoypagio 40 - 60 ml Ultravist® 300
Aptnproypagio:

Ave GKpov 8 - 12 ml Ultravist®t 300
Kétw drpov 20 - 30 ml Ultravist® 300
Ayyelokapdroypopio:

Kapdiokég kothotnteg 40 - 60 ml Ultravist® 370
Srepavioypapio 5- 8 ml Ultravist® 370
Ddrefoypapio:

Ave GKpov 15 - 30 ml Ultravist® 300
Kéto dxpov 30 - 60 ml Ultravist® 300

Evdopiifra wneraxij apaipetirn ayyeroypapio (DSA)

H evdoprépra éveon epamaé (bolus) 30 — 60 ml Ultravist® 300 1 370 (xpovog porg : 8 — 12 ml/s oty
Baowukn eAéPa, 10 — 20 ml/sec oty koiln EAEPa) cuvicTdTol UOVO YO TNV OIEIKOVIOT HEYAAMY
ayyeiov Tov koppov. H mocdtnTa ToU oK1oypapikol Tov TOPAEVEL GE ETOPT] LLE TO AYYELNKO TOTYMLLOL
umopel va peimbel kot va ypnowedoer dayvootikd pe pio epdamaé (bolus) éveon 20 — 40ml
(OLGIOAOYIKOV SLOADUATOG YAMPLOVYOL VOTPIOV AUESHG LETAL.

EvijMkec:
30 — 60ml Ultravist® 300/370

Evooaptyproxn ynetaxij apapetixl ayyeioypogio (DSA)
O1 5000A0YIEC KOl Ol GUYKEVIPAOOELS TTOV YPTCLUOTOLOVVTOL GTI GUUPATIKNY 0yYELOYPOPio. LTOPOVV VO

peimBov Gt ¥PNON TOLG Yo EVOOUPTNPLOKT WYNPLOKT) OLPALPETIKT AYYEIOYPOPia.

A&ovixn touoypapio (CT)
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Omov etvar duvordv, to Ultravist® npémer vo eyyéetan pe evdopréPio epamal (bolus) éveon, katd
TPOTIUNOT YPNOLUOTOIDVTAG Uict GLOKELT £yyvone. Movo oTovg apyovg Topoypapovg Ba Tpénet va
yopnyeital n pion g cuvoMkng 66ong g epdnal (bolus) éveon kot vadrowtn péoa og 2 — 6 Aemtd,
wote va emtevydel pia oyetikd otabepn — av Kot Oyt 1 HEYIOTN — CLYKEVTIPMGT] GTO CipLa.

H ehikoedng a&ovikn topoypapio, 6€ LELOVOUEVT Ay, OAAG 110{TEPO GE TEYVIKT TOALUTADY TOUDV
EMUTPEMEL TN YPNYOPN ANy TOAL®V 6dopEVOV 6TN JBPKELN CLYKPATNONG piag avarvone. H ypnon
ovokevng otabepng £yyvong ot bolus yopnynon cvvietdral Witépws dote vo Pektictomombei to
OMEIKOVIOTIKO OTOTELEGHAL TNG Yopnyovpevng evdopréfiag epamal (bolus) éveong (80 — 150 ml
Ultravist® 300) otnv meproyf} eviapépovtog (Léytotn T, xpovog kot didpketa g evioyvong).

o Oldowun alovikn touoypopio.

Kotd v oldooun o&ovikn topoypagic, ot amoitoOueveg O00CELS OKLOYPAPIKOD Kot O puhuodg
yopnynong e&aptavTol amod ta VIO e£ETAGT OpYVa, TO SLOYVOGTIKO TPOPAN LA, KUPI®G OU®S amd TOVG
TOKIAOVG YPOVOLC TOUOYPAPING KOl ATEIKOVICEMG TV SIUPECIUOV UNYOVILATOV.

o Alovikn touoypopio eyKEPAAOD

Eviihkec:
Ultravist® 300: 1 - max 2 ml/kgocou. Bapovg
Ultravist® 370: 1 - max 1,5 ml/kgcou. Bapovg

ENAO®PAEBIA OYPOI'PA®DIA

H @ucioloywkn advvapioo GOUTOKVOGTS TOV OVAPLLOL CKOUN VEPPOVO TOV TOLIIKMOV VEPP®V OITOLTEL
GYETIKA VYNAEG SOCELS GKLALYPAPIKOV.

ZUVIGTOVTOL 01 AKOAOVOEC dOGELC:

Neoyva 1,2 g wdiov/kg BW = 4,0 ml/kg BW Ultravist 300
(< 1 unvéc) = 3,2 ml/kg BW Ultravist 370
Bpéon 1,0 g wdiov/kg BW = 3,0 ml/kg BW Ultravist 300
(1 punvég —2 etdv) = 2,7 ml/kg BW Ultravist 370
Mo 0,5 g wdiov/kg BW = 1,5ml/kg BW Ultravist 300
(2-11 etddhv) = 1,4 ml/kg BW Ultravist 370
"‘Eenpot 0,3 g wwdiov/kg BW = 1,0 ml/kg BW Ultravist 300
KOl EVIMKEG = 0,8 ml/kg BW Ultravist 370

*BW: Bdapog ochpotog
H av&nom g 060on¢ 6Toug evijhikeg givan duvatn edv avtd Bewpnbel amapaitnto oe €101KEC EVOEiLELG.

Xpovor ijyng

Epdcov npnBodv ot mpoavagpepopeveg katevbuvtipieg docoroyieg ue Ultravist® 300/370, oe Sidpketo
€yyvong 1 — 2 Aemtdv, gpeoviletal Tig TEPIGCOTEPES POPES GE EVIOVOTEPT] OKIAYPAPTOT TO VEQPIKO
TapEYyvpa. 3 — 5 AEmTO, HETA TNV Evopén TNE YOPNYNONE TOL KoL 1) VEQPPIKT TOEAOG LLE TIC OOYETEVTIKEG
0000G 8 — 15 Aemtd petd v €vopén tng YopNyNong. X& TEPIMTOCELS VEOTEPOV achevmdv Tpémel va
EMAEYETOL O OLVIOUOTEPOG YPOVOG, EVM OF TMEPMTMOEI TO MNAKIOUEVOV dacbBevdy o mo
KaBvotepnuévog ypdvoc.

Kovovikd, cuvietdrtar va Aapfdvetol  Tpotn AMyn mepimov 2 — 3 Aentd ouécmg LETA TN XOpPTYNoN
TOV GKLOYPOQPIKOD. ZTIG TEPUTTMCELS VEOYVDV, IKPDOV TOdIDV Kol 0COEVAV LE TEPLOPICUEVT VEPPIKT
Aertovpyion kabBvotepnuévol ypovolr ARYNG UTOPOLV VO OMGCOUV  PBEATIOUEVT] OTEIKOVIOT TOV
OVLPOTOMNTIKOD GLGTHUOTOC,

A0G0LoYia Y10 EVOOUYYELOKN YPNGT] (Y10 TOPAEIYHA TOV AYYEIOV TOV AiNATOS)
H d060m mov Ba AdPete Paciletar otnv nAikio cag, To fdpog copatog, Tnv meployn mwov Ba diepguvndei
Kol oo Teyvikn e&étaong o ypnoponomOei.
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Tevikd, 86ceig émc 1,5 g 1dd10 avé kg BE eivan kol avektéc. Avtd Oa avtictoyet oe 5 ml Ultravist®
300 ava kg BX 1y 4,05 ml Ultravist® 370 avé kg BX.

Aocoloyia yio yp1]o1] 6€ CONUTIKEG KOLLOTITES

H docoioyio, pumopel va mowkidder avdAioyo pe v NAKic 6og, T0 COUOTIKO PApog Kol TN YEVIKY
katdotoon. Eaptdtar emiong omd 10 khvikd TpoPAno, v TeXVIKN €£€TOONG KOl TNV TEPLOYT TOV
npénet vo depevvnBel. Ov docoroyieg mov didoviar mapakdTed &ivor pUOVOV EVOEIKTIKEG KOl
AVTITPOGMOTEVOLVV TIG LEGES OOGELS Y1 £VOL KOVOVIKO EVIALKOL.

ApbBpoypagia: 5 — 15 ml Ultravist® 300/370

ERCP: H 8601 ocag géaptdtar yevikd omd to KAWVIKO TPOoPAnua kot to péyebog tng doung mov Oa
OEIKOVIOTEL.

Al H d6om cag e&optdtal yevikd amd to KAWVIKO TpoPAnua kot to péyebog tng doung mov Ba
OEIKOVIOTEL.

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

O ywTpdg cag o dDOEL TPOGOYT GYETIKG UE TN OGN, TNV TEYVIKN TNG OKTIVOAOYIKNG e€ETOGNC Kot TN
vevikn kotdotaon otav divel Ultravist® oe veapd Bpéen (miikiog <1 etdv) kou 18laitepa og veoyva,
KkaBdg eivan emppent| 6€ aviGoppoTio NAEKTPOAVTOV (YNUKES LETAPOAES GTO aliplaL) Kot OLloSuVOLpKES
petaPoréc (aliayég oty KukAogopia TOL aipaTog).

Hiuaopévor acleveig (nikiog 65 etV Ko Gvem)
Agv amorteitan €101k TPOoapUoyn TG 006G Yo TOVG NAKI®pUEVOLS acbeveic extog and 6Tl opiletan
v K60 acBevi: nAikio, COUATIKO BAPOC, KAIVIKO EPMTNUA Kot TEYVIKT EEETAONC.

AocOgveic pe natiki) dvohertovpyia
H mpocappoyn g d6ong dev Bewpeitar amapaitntn o acbeveic pe nrotikn duciettovpyia, apod pHovo
£va kPO 0G0 TG 10TPOUiong, n dpactikn ovoia tov Ultravist, amofAALeTor pe To KOTPAVAL.

AcOgveic pe veQpiKi) OVETAPKELD,

A@ov 1 1ompopidn, n Spactikn ovoia tov Ultravist®, amexkpivetar 6yed6v amordeiotikd o opuetdBfAnTn
HOPOT HUEC® TOV VEQP®V, 1 OMEKKPLON TNG LOTPOUIONG TopaTeivetal v TOCYKETE OO VEQPIKN
Swtapayn. H katdtatn duvat 86on Ba cag yopnynbel, dote va pewwbei o kivovvog yia emumpochetn
veppikn PAGPN mov mpokaAeital omd To oxlaypaikd péca (PA. mapdypapo «Ti mpémel va yvopilete
npv oag xopnyndei o Ultravist®/TIpocéére aitepa pe to Ultravist®).

[epoutépm mANPOQOPIEC oYeTIKG pe T yopRynon kat to yeipiopd tov Ultravist® Sivovtan oto téhog
aVTOL TOV POAAOV 0dNYIOV («IIANpogopieg Yo ETayyEAUATIEG TOV TOUEN VYEIOVOLIKNG TEPIOAAYNCY).

Eav mapere peyardtepn d6on Ultravist® amé tnv kevovikn

v anibavn mepintwon mov cag yopnyndel mepiocdtepo Ultravist® and to kavovikd wkon Sev
alc0dveote KOAG, EVNUEPDOTE TO YOTPO GCOGC OUECHS. To CLUTTOMHOTO TG EVOOOYYELWOKNG
VIEPOOCOAOYIOG UTOPEL Vo TTEPIAAUPAVOVY dOTOPOYY TNG OOPPOTING VYPOV KOl NAEKTPOALTAOV,
veppikn PAGPN, Kapdtayyetakés (Kapdid Kot oyyeio oiaTog) Kot avamveVoTIKES (TVEDLOVEC) EXTAOKEC,
Ta vypd Gog, o1 NAEKTPOAVTEG Kot 1) VEQPIKN 60G Aettovpyio pmopel va teBovv vrd €heyyo. O yoTpodg
cog pmopet emiong va aropacicet vo, amopokpivel to Ultravist® and to ohpo pe apokddopon.

Av éxete mEPAITEP® EPMTNOELG GYETIKA LLE TN ¥PNON CVTOL TOL TPOIOGVTOG, PMTNGTE TO YATPO 1| TO
(QOPLOKOTOLO GOC.

4, IIOavég avemBOUNTES EVEPYELES

Onog Oha Ta @appoxa, ot kat to Ultravist® urnopel vo tpoxorécet avem@buntec evépyeteg, ov kot dev
Tapovctdloviol oe OAOVE TOVG avOpdTOVG.



O1 o coPapég avemBounteg evépyeleg (avemBounteg evépyeleg mov UTOpel vo £xovv poipaio 1
ametinTikn yia ) {on ékPaocn) oe aceveic mov Aapfdvovv Ultravist® ftav: avagulaktikd (arrepykod
TUTOV) GOK, OVOTVEVGTIKY] OVETAPKELL, PPOyy00TacLOG (dVGKOMA GTNV avamvor), Aopvyykd oidnua
(mpH&o Tov Adpuyya), eapoyykd oidonpa (TpREO 6TO PAPLYYX), AoOLL, KOO, EYKEPUAKO EUPPOIKTO
(Lewopévn pof oiHOTOG O TUAMOTO TOV EYKEQPAAOV), EYKEPUAIKO EMEICOO10, EYKEPOAIKO OidNUA
(mpA&o tov eykedAov), emAnmTikny kpion, oppvbuic (dwwtapayn otov kapdiokd pvbud M otov
Kapdokd moApod), kapdioky avakonr (otapdtnpo g Kapdlds), HLokapdlaKY oyoipio (ETMOVVY
KATAOTOOT OV OQEIAETOL GE EAGTTMON TNG POTIC TOL GIIOTOC GTIV KOPALdL), ELPPUYU TOV HVOKAPSIon
(Epopaypa kopdidg), kapdiokn averdpketa, Bpadvkapdio (apyds ¥Tovmog TG kapdidg), Kuavoon (urie
YPOLATICUOS TOV dEPUOTOS Kot TV PAevvoydvov pepfpavav Adym édienyng o&uydvov), vrdtaon
(xoumAn aptnplokmn wieon), 6ok, SVGTVOLN, TVELLOVIKO 01010l (CUGGMPELGT] VYPDV GTOVG TVEVLOVEG),
OVOTTVEVGTIKT OVETAPKELX (01 TVEDLLOVEG OEV LITOPOVV VO TTAPOLV OPKETO 0ELYOVO 1) VO, GITOLLOKPVVOLY
apketd S1o&eidio Tov dvBpaka) Kot avappoenon (e16000g EEVV VAIKOV HEGH GTOVG TVEDLOVEG).

Ov mo ovyvd mopatnpndéviec avemBounteg evépyesieg oe acBeveic mov AauPdvovv Ultravist®
oLUTEPIAAUPEVOLY TOVOKEPOAO, VOLTIO Kot 0yYELOGTOAT (S1E0PLVOT TV aYYEI®V TOL OiHATOG).

O avemOopnteg evépyseieg mapatifevror Tapokdato pe fdon wo6co mOavig ivar.
Yoyvég (umopel va emmpedcovv 1 émg 10 xpnoteg otovg 100)

- Z&n

- IMovoképarog

- Avoyevoia (aALopPEVN YeLON 1| AAAAY GTN YEVOT))

- ®oAn M doTapayuévn 6poo

- Yréptaon (VynAn aptnplaxy tieon)

- [16voc 610 otB0g 1| dSuceopia.

- AyyelodoosTodn (S1evpuven TV ayyelmv Tov aiptoTog)

- Epetdg

- Noavtia

- [16vog

- Avtidpdoelg oto onueio g éveong (m.y. moOvog, Beppotnta, oidnua (TpH&Wo), PAeyuov Kot
TPOVHATICUOC 6T0 TEPBdAlovTa podokd 1610 ot tepintmon mov to Ultravist® dwappevoset and 1o
onueio g éveong)

- AioOnpo Beppotrog

OXl ovyvég (Lmopel va emnpedoovv 1 émg 10 yproteg otovg 1000)
Avtidpdoeig vepevarctnoiog/avapuAaktogldeis (aAlepyikod TOTOV) AvTIOPAGELS [OVAPLAAKTIKO
GOK, OVOTTVELCTIKT avaKomy, Bpoyyoomacuds (duokorieg otnv avamvon), oidnua (mpn&ipo) tov
Adpoyya, TOL PAPLYYO, TNG YADGGOC 1 TOL TPOCHOTOV, GIUCUOL TOV AGPLYYE 1| TOL QAPVLYYA,
GoOua, emme@uKitdo, (PAEYUOV OTIC LEUPPAVEG TOV UATIDV), daKkpVPPOL, (EKKPIOT SakpV®V),
otépviopa, Pryog, oidnua Prevvoyovov (Tpnépo tav pepPpovdv Tov KOADTTOUY 0pyova OTmG
TO TEMTIKO, TO YEVVNTIKO KOL TMOV OLPOQOP®YV 00(V), pvitido (PAEYHOV] TGOV PWIKOV
Brevoyovvev), Ppoyvada, epebiopudc tov Adipod, kvidmon, kvnopog (viovn @ayovpa),
ayyelooidnua (ypriyopo TpH&Io Tov 3EPUITOG 1 TV 16TMV)]

- Ayyeglokivntikéc avtdpdoelc (ammAgio cuveionong/Atmobopia)

- Koatdotaon cvyyvong

- Nevpikdmra

- [MopasOnocio (avopain deppotikn aicOnon énwe kéyo, Tolpumnpa, eoyodpa 1| LUPUAYKIOGHLO)
roetneio (uetouévn aicbnon e aenc N g aictnong)

- Abnvia

- AppoBuia (Swotapayn otov Kapdlakd puiud 1| 6Tov KapdSIeKO TUAUO)

- Ymotoon (YopnAn aptnplokn wieon)

- Avonvola

- Kot\tokdg movog

- Oidnua (TpR&Ro TV 16TOV)
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vigg (umopel va emnpedoet 1 £og 10 ypnoteg otovg 10.000)

Avnovyia

Koapdiokn avokont| (otopdtnuo g kopdiic)

Muokapdlokn oyopio (enddvvn KopdloKn KOTAoTOoN 7OV TPOKOAEITOL Omd EAAEWT PONG
aipatog oty Kapoud)

AloOnpo ToApmv g kapdlds (aKavOVIGTOS, YP1YOPOS XTUTOG 1] TAAUOS TNG KOPOLAC)

Mn yvootég (1 cuyvotnTa dev pmopet vo agloroynei pe Paon to diabécipa dedopéva)

®vpeotoéikn kpiomn (cofapn erTAOKT EVOG VITEPEVEPYOD BUPEOEIDN)

AwTopayn Tov Bupeoeldn

Kopa

Eyxepohwn woyopio / Epopaén (LELOUEVN poT| QULOTOG GE TULOTO TOV EYKEPAAOV)
Eykepoikd eneicddo

Eykepoiucod olonpa (mpr&yto tov eyke@aiov) (avapépOnke povo Katd tnv vOooayyeLloKn ypnon)
Ynacpoi (Eminnricég kpiceig)

[Ipocwpivi] @AodONG TOQAwOT (TpoPAnuata otv Opacn) (avaeépdnke povo Koatd Tnv
€VOOUYYELOKT YpTIOM)

AndAelo, cuveldnong

Tapoyn

Apvnoia

Tpoépog

Awtapayég onv opMa

[Tapeon / mapdivon (Leptkn 1 OMKY aT®AELR Kiviong)

AKOVOTIKEG dloTAPOYES

‘Epepaypa tov pookapdiov

Kapdiokr averdapielo

Bpaodvkapdio (apydc kapdlakog TaANOC)

Tayvkapdio (Ypyopog Kapdlokdg TaAIog)

Kvavoon (urhe xpoUoTicog Tov dEpUaTog Kot TV PAevoyyovemv Adym EAeyNg 0&Vyovon)

oK

OpoppospPforuca copPavra (dnruovpyia evog BpopPov oe éva ayyeio Tov aipatog mTov 0dnyel o
EYKEPOAKO eMEIGOO10) (avapéPONKe LOVO KATA TNV EVOOUYYELNKT XPNOT])

Ayyeloomacpog (omacpol tov ayyeiov tov aipatog) (avaeépbnke povo KTl TNV EVOOUYYELNKN
xpnon)

[Mvevpoviko oidnpa (CLECHOPEVGT VYPOV GTOLE TVEDUOVEC)

AvomveuoTikny avemdpkelo (01 TVEDUOVEG OEV Umopovv va wapovv apketd ofvydvo 1 va
ATOLLOKPVVOVY OPKETO 010EE1010 TOL AvOpakar)

Avappopnon (e16000g EEVOV VAIK®OV HECH GTOVG TVEDLOVEG)

Avopayio (duokolMa GTNV KOTATOGT)

Meyébuvon olehoyovou adéva,

Aldppota

IMoppolvyddelg Kataotdoelg m.y. ovvdpoupo Stevens-Johnson 1 ovvépopo Lyell (cofapd
QAEYLOVDOEG EEAVONLLOL TOV SEPLATOC KOL TOV PAEVVOYOV®OV)

E&avOnpa

Ep0Onpa (kokkivioua tov 6€ppatoc)

Yrepidpwon (vepPorikdg 1OpmTaQ)

XHvopopo dwpeptopatonoinong oe mepintmon e&oyyeimong (mieon og évov po mov odnyel o€
UUIKT Kot veupikn PAAPN Kot tpofAnpata. pe tn pon tov aipotog) (avagépbnke udévo katd tnv
€VOOUYYELOKT YPTION)

Neppikn Svciertovpyia (TpofALaTa LE TOVS VEPPOVGS) (AvaeEPONKE LOVO KOTE TNV EVOOUYYELOKT|
xpron)

Oéeia veppikn avemapkela (avapépOnke uovVo KoTd TNV VO0OYYELOKN XPNom)

Adwbecia

Piyn

Qypdtra (YAopd dépua)

Awxduaven ot Beppokpacio Tov cduoTog (LeTaPoréc ot Oepprokpacio 1oV GOUNTOC)
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Emnpdcbeta tov mpoavaeepfiviav avemBountov evepyeimv, ot NG avapépnkay KoTd T dleveépyeia
Evdookomikng ITolivépoung XoAayyelomoykpeatoypapiog (ERCP, evéookdémnon mov yivetar 6to
TAYKPENS KOl GTO YOANPOPO SIKTLO) GE AyvmdGTH GLYVOTNTO:

- AvEnuéva enimedo mokpeatikod eviOHOL Kot ToykpeatiTida (QAEYUOVI TOL TAYKPEATOG, £VOG
0pYAvoL oL lval GTUAVTIKO 6TV TEWYT)

H mieoyneio tov aviidpdoewv HETA TNV HLEAOYPOQiO. M TN YPNON OE COUOTIKEG KOWOTNTEG
gpeavifovtol LepKEG MPEG LETA TN YOpNYNO.

Avalntiote wIptkn epovida apécms AV TOPATNPOETE 0mO10dNTTOTE amd Ta. akdiovba onpeia Kot

cupmT®pata (1 GVYVOTNTA TOV OTOIMV Eival UN YVOGTH):

o  KokKIvoméc TEPLOYEG GTOV KOPLO —O01 TEPLOYEG EVOIL KNAIOES TAPOLOLESG LE GTOYO 1| KUKAIKEG, GLYVA
e QUGOAIDEC OTO KEVIPO— OMOAEMION TOL OEPUATOC, £AKN OTO GTOMHO, TOV Actpd, T poTI, T
yevwnTiKa Opyova kot ta pdtio. Avtdv tov coPopdv depuatik®v eEavOnudtov pmopel va
mwponyeitoal TUPETOHC Kal YPITMON cuumtouate (cbvopopo Stevens-Johnson, tofikr emdepuikn
vekpoAvan).

o Extetapévo e&dvOnua, vymin Oepprokpacio cOUITOG Kol SOYKOUEVOVS AEUPUdEVEG (GVVIPOUO
DRESS 1 chvopopo QappoKevTikng vepevacnciog).

e 'Eva gpuBpd, poAdwtd extetapévo eEdvOnua pe eEoykdpata KATm amnd 1o dEpUL Kol QUGOAIDES,
GUVOOELOUEVO amd TTLPETO UeTd Tn Swdikacio amekoviong (o&eio yevikevuévn e&ovOnuoTikn
QAvKTOIVOGN).

o Bpayvypovia eykepolikn datapoyn (eykepaiomdbein) 1 omoia pmopel vo TPOKAAECEL UTMAELN
PVAUNG, oUYXLoT, WeLdUIGHNGELS, SUGKOAIES LE TNV OPOCT), ATIMAELL OPUGTC, ETANTTIKEG KPIGELS,
OTMOAELN GUVTOVIGHOD, OTMAELR Kivong ot pio TAEVPA TOL GCOUATOS, TPOPANATO LE TNV oAl
K0l OTOAELD, GVVEIONONC.

Ava@opd avemOOunTOV EVEPYELDV

Edv mapotnprioete kdmoo avemBOunTn evépyeia, EVINUEPDOTTE TOV YITPO 1 TOV POPLOKOTOLO GOG.
Av10 1oyvet Kot Yo kéBe mbavr avemBountn evépyela mov dev avapépPeTal 6To TapdV GUALO 0dNYIDV
yphons. Mropeite emiong va avagépete avemBOunTeg evépyeleg amsvbeiog.

EMAGda:

EOvikdc Opyaviopuog Gapudkmv
Meooyeiov 284

GR-15562 XoAlapyog, ABnva
TnA: + 30 21 32040380/337
®ag: + 3021 06549585
Iototonog: http://www.eof.gr

Kvmpoc:

Dappoxevtikég Ynnpeoieg
Ymovpyeio Yyeiog

CY-1475 Agvkocio

TnA: +357 22608607

Doé: + 357 22608669

Iototomog: www.moh.gov.cy/phs

Mécw g avapopdg avemBOUNT®V EvEPYEL®V Umopeite vo fondncete 0T GLAAOYY TEPIGCOTEPDV
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TOPOVIOS POPLAKOV.
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5. Idg ve gvrdcoets To Ultravist®

To @apuako 0vTO TPETEL VO PUAACCETAL GE PEPT] TOV OEV TO PAETOVV Kol OV TO POAVOLY TO TOIdLA.
Na pn gpnoonoteitol owtd 10 PApLEKO HETA TV NUEpOoUNVic ANENG TOV AVOEEPETAL GTO PLOAISIO KOt
oV emonuavon tov e€mtepkov mepiéktn petd  AHEH. H nuepounvia Anéng elvon n tedevtaio
NUEPO TOV UNVOL, TTOL OVOPEPETOL EKEL.

Mn evidocete oe Beppokpacio peyodvtepn tov 25° C ko va pnv ektifetor 610 Qo¢ Kol TV
axtivoPoAio.

IIpwv ) yprion eV oKlaypapik®v pécwv Ba mpénet va dlevepyeitar omTkog EAeYY0G Kal dev Ba mpémnet
VO XPTCILOTOIOVVTOL GE TEPITTMGT| UMOYPOUATICUOV, ETTL TAPOVGING COUATIOI®V (TEPLOUPAVOUEVDV
TOV KPUGTAAA®YV) 1] ELOTTOUATIKOD TEPLEKT.

Enedf to Ultravist® eivar éva vyning cuykévipoong SidAvpo, oAb omdvia pmopel va epgovicOet
KpvotoAronoinon (yolaxtodng — Ooiepn eppdvion xovn ilnuo otov mobuéva 1 c@povUEVOL
KPOGTOAAOL).

Mnyv meTdte PAPLAKA GTO VEPD TNG OTOYETEVLGNG 1) GTA OIKLOKE amoppippata. Potiote o poppokomold

GOG Y10 TO TG VO, TETAEETE TAL PAPLLOKA TTOV OEV XPNOIUOTOLEITE TTLa. AVTa Ta péTpa Oo fonbncovv oty
TPooTaGio Tov TEPPEALovTOos.

6. Iepreydpeva TG 6VOKEVAGIAG KO AOUTEG TANPOPOPies

T nepréyer to Ultravist®

- H dpaotiki] oveia gival 1 tompopion

1 ml Ultravist® 300 nepiéyetl 623,4 mg 1ompopion (avtictoryo oe 300 mg iwdiov)
1 ml Ultravist® 370 nepiéyet 768,86 mg 1ompopion (avtictoryo og 370 mg iwdiov)

Ta drho ovotaTikd givar vatplovyo €deTiKO 0oPE0TIO, TPOUETALOAN, VIPOYAMPIKO 0ED 10% (Yo
pvOen tov pH), evéoyuo Héwp.

Epgavion tov Ultravist® ko mepieyopeve. me 6vokevociog

To Ultravist® givau éva S1omyéc, Gypmpio £0¢ vTokiTptvo eVEGIHO SIGALLA.
Ta mepleydpeva e cuokevaciag etvar:

Ultravist® 300:
EALGda: proridwe v 20 ml, 50 ml, 100 ml ko gidreg twv 200 ml, 500 ml, 1000 ml
Konpog: graAidia twv 50 ml, 200 ml ko gréieg tov 200 ml

Ultravist® 370:

EALG3a: groridio tov 50 ml, 100 ml ko giéiec twv 150 ml, 200 ml kot 500 ml, 1000 ml
Konpog: raAidia twv 50 ml, 100 ml ko giéAeg tov 150 ml, 200 ml kot 500 ml, 2000 ml
Mmopei va, pnv KokAo@opodv OAEG 01 GLOKEVACIEG

Karoyog adciog kukropopiag otnv EALGda kot Tnv Kontpo

Bayer EALdc ABEE
2opov 18-20, 151 25
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Maoapovot, Abnva
TnA.: 210 6187500

Tomkog avrimpoocwnog oty Korpo:

Novagem Ltd
TnA. 00357 22483858

Hopackevaostig
O mopackevactig Umopel va avayvoplotel amd tov aplBud maptidag, 0 0moiog TLIMVETUL GTNV
eEmTEPIKTN GVoKELAGTIN KOl 6TV ETKETA KAOE PLaALdion/PLIANG:

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

Miillerstrasse 178

D - 133 42 Berlin, Germany

TnA.: +49 30 468-1111

l

e Edv o TpdTtog Kot 0 de0TEPOG YapaKTpag eivar MA, 0 TapackeLOOTNS Elvat:
Berlimed S.A., Madrid

Francisco Alonso, 7

Poligono Industrial Santa Rosa

28806 Alcala de Henares, Madpit
lomavia

To mapév pvALo 00N LAV YpioNGS EYKPIONKE TIX TEAEVTAIX QOPE GTIC
E\LGoa: 10/2022

Kvbzpog: 11/2022

< — — -

O TAnpogopieg oL akoAoLOOVV ameLOVVOVTIL LOVO GE YIATPOVE N ETXOYYEAUATIEG TOV TOUEN VYELOVOUIKNG
nepiBoiymg:

Evocierg
Av106 10 TPOTIOV EIval LOVO Y10l SIOYVOCTIKT YPNOT.

"o evioyvon g oxlaypaeikng avtifeong.
IMo evooayyelokn ypNon Kot ¥pYoT 6€ KOIAOTNTEG TOV GOUATOG.

Ultravist® 300:
Evéoprépia mueroypapio
Ayyeloypagio omAdyvov
Ayyeloypagia yKe@Aiov
Ayyeloypagia akpov
A&ovikn topoypapio
Yook oQopeTikn ayysoypopio
YKioypdenon kototntov (He eaipeon ) poeAoypaeio, TV KoMoypapio Kot Tnv
OKTIVOYPOPIO TV KOIAMV TOV EYKEPAAOV)

Ultravist® 370:
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EvoopAéPia muehoypapio
Ayyelokapdloypapio
A&ovikn Topoypapia
Pnolokn apopetiKni ayyeloypopio
Yxuoypaenon Kootntev (Le e€aipeon T pHoehoypapia, TNV KOIAMOYpapio Kot TV
OKTIVOYPOQIO TOV KOIAM®DY TOL EYKEPHAOD)

To Ultravist® dev evdeixvuton yia evdopayiaio yprion.

Odnyieg ypionc/yeipropov

Drorid
AldAvpo oKLy poplkoD oL dev Kotavoimonke o€ (o £ETac Yo £va cLYKEKPIUEVO acBevn Tpénel va
amoppinTETAL.

[epiéxteg peydiov dykov
To oxwaypaeikd péco mpénetl va yopnyeital pe tn Pondela vog avTOLATOL EYXLTH 1 OTOLGONTOTE
AANG dradikaciag, 1 onoio pmopel va eEAcOAMGEL T GTEPOTNTO TOL GKIOYPOPLKOD HLEGOV.

[Ipéner va akoiovBovvtol motd ot omolesdnmote mpdcheteg 0dnyieg mov €xovv dobel amd tov
TOPOCKEVOGTI] TOV OVTIGTOLYOL EEOMAIGHOV.

To oKloypo@ucd TOV PEVEL LEGO. GE OVOLYIEVT] OLAAT), TPETEL VO, ATOPPITTETOL OEKA DPEG LETA TO TPMTO
dvorypa Tov TEPLEKT).



