®vriro Odnyiav Xpiong: IIAnpogopisc yio Tov yp1otn
Primovist PFS 0,25 mmol/ml evéeipo dvalvpa, Tpoyspicpévn copryya
dwvatplo yaoo&eTikd 0D

AP AOTE TPOGEKTIKG OAOKANPO TO QVALO 0ONYLAOV YP1 OIS TPLY UPYIGETE VU TAIPVETE AVTO TO
PAPROKO O16TL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUC.

- DoraEte avtd TO EUALO 0dNYIOV YpNoms. Towg ypelaotel va to dfdoete Eava.

- Edv éxete mepontépo amopiec, poTHOTE TO YI0TPO TOL GOG Yopnyel To Primovist PFS.

Edv mapatnpnoete kdmowo avemBOunT evépyeta, mopakoieicte vo evnuep®oeTe TO Y10Tpo Gag. Avtd
1oy OEL Kot Yo KaOe Thavn avemiBount eVEPYELD TTOL EV AVOUPEPETOL GTO POV PVAAO 0ONYIDV
xpnons. Biéne mapaypago 4.

T epLéyeL 1o Tapov UALO 00N YLOV:

T givon o Primovist PFS kot mowa givat n gprion tov

Timpénetl va yvopilete Tpotov oag yopnynbei to Primovist PFS
o va ypnoiporomoete to Primovist PFS

MBovég avemBounteg evépyeteg

[og va pvidooeton to Primovist PFS

[epreydpeva g cvokevaciog Kot Aomég TAnpopopieg

oOUTh WN R

1. Tu givar to Primovist PFS kot mowa gival 1 xpiion Tov

To Primovist PFS eivat éva péco oxiaypa@ikng avtifeong mov ypnoIuonoleital 6Ty aneikovion
payvntikov cvvioviopov (MRI) tov ratog. Xpnoyonoteitat yio va fondnoel 6ty aviyvevon kot
o1 ddyvoon petaformv mov propet va Bpebovv 6to Nrap. Mn gustoroykd onueio evTog Tov
Nratog pmopotv va a&loAoynbovv karbtepa 6Gov apopd tov aplBuod, to péyebog Kot TV KoTavous.
To PrimovistPFS pmopei eniong va fondncet to yiatpd va kabopicel  gvon Tuyxdv avopoldy,
av&avovtag T G1yovpld o€ pio dtdyvoon.

AwtiBeton g d1dhvpa Yo evOoeAEPLa £veon. AvTtd TO PAPULAKO XPTCLULOTOLEITAL LOVO Yo
SyvmoTIKoOS GKOTOVG,.

H MRI givan pio popemn 1otptkig S10yvmoTIKNG OTEIKOVIONG TTOL AVOKATOOKEVALEL EIKOVES ETELTA OO
™V aviyvevon popiwv vepoy HEGH GE PLGLOAOYIKOVE KOl 1] PLGLOAOYIKOVE 16TOVC. AVTO
TPOYUATOTOLEITAL UE TN YPNOT EVOG GUVOETOL GUGTANATOC LOYVITMOV KOl POSIOKVUATOV.

2. T péner va yvopilete Tpy va oag yopnyn0ei To Primovist PFS

Mnv ypnoewporomnjoete To Primovist PFES
- o€ mePIMTOOTN aAlepying 6To SvATPLo YOd0EETIKO 0ED 1) OTOLOONTOTE AAAO GLGTATIKO AVTOV
TOL QUPUAKOL (OVOPEPOVTAL GTNV TOPAYPUPO 6).

Ipogrdomonoeis kot TpoPVAGEELS

Amevbuvieite 610 y1aTpo cog TPoTod cag dmwbei to Primovist PFS edv &yerte:

- N eiyote dobua N pio odiepyio OT®S TLPETOG EK YOPTOV, KVIOWTIKO eEAVOM LA

- glyate TPoNyoOUEVT] OVTIOPACT] GTO HEGH OKLOYPAPIKNG avTiBeong

- LEL®UEVT] VEQPIKN AgtTovpyia
H ypnion oxiaypagikdv mopayovimv Tov TepEXouV YadoAivio oe acbeveic mov Taoyovy and
LT TNV Katdotaon £xel cuoyeTiobel pe pia mdlnon mov kaAeitar Ne@poyevig ZuGTILOTIKA
Tvooon (NXI). H NXI givon pio md0non mov neptlapfavel méyvvorn Tov dEPUATOG KoL TV
ouvoeTIk®V otdv. H NXI umopel va emeépel andAeo, TG KV TIKOTNTOAS TOV apOBphoemv,
WLik” advvapio 1 ETNPENCUO GTN AEITOVPYIN TOV ECOTEPIKMY OPYAVAOV TTOL UTOPEL SLVNTIKG, VO
glvat amenTikn yuo ) Con.

- coPapég Kapdloyyelakec mabNGELS

- YOUNAG enineda kadiov

- €0€ig N KATO10G OTNV OIKOYEVELY GOG giye TPOPANLATA LE TOV NAEKTPIKO pLOUO TNG KOpdLdg oV
ovopdletar ovhvopopo pakpod QT

- 1N elyate petaforég otov Kopdlakd puoud Enetta amd Ay PopUAKOY



- £vay Kopdtokd PnpatodoTn 1 dv VIAPYOVY KATOLN ELPVTEVIETA, 1] KAMIG GTO GMLLO GOG TOV
TEPIEYOLV GidNPO

Mertd ™ xpnon tov Primovist PFS umopei va mpokdhyouy avtidpaoeig oAAepykoh TOTOV.
Koabvotepnpéveg aviidpaoelc pmopel va mpokdyouy petd amd odpec N uépec. BAEme mapdypago 4.

Evnuepaote 1o yuotpd cog eqv:
e 10 veQpd oag dgv AELTOVPYODV KOVOVIKA
e clyate TPOGPATO KAVEL 1] TPOKELTAL GOVTOWN VO, KAVETE PETOUOGYEVCT NTATOG

O ywTpodg o0g pmopel v amopacicel va cog Thpel delypa aipatog yio vo eEAEYEEL TOGO KaAd
AEITOVPYOVV TO VEPPE, GOG TTPLV TAPEL TNV OTOPACT] VA Yproipomomost To Primovist PFS, e1dikd sdv
glote 65 €OV KAl V.

2V6GMPEVGT GTO GO

To Primovist PFS Aettovpyei 510t1 mepiéyet £va pétaAro mov ovopdletat yadoiivio. Ot peréteg xovv
KaTadeiEel OTL PIKPEG TOGOTNTEG YAOOAVIOL UTTOPEL VO TAPAUEIVOLY GTO GMLLOL, GUUTEPIAAUBAVOUEVOD
TOV €YKEQAAOL. Agv £yovv mapotnpnOel avemBounteg evépyeieg Ady® TOL YOSOAIVIOV TOV TOPAUEVEL
OTOV EYKEPOAO.

IMowora ko Epnpor

H acpdieia ko 1 amotedeopatikotnta tov Primovist PFS dgv éyovv tekunpiwbei og acbeveic kotm
tov 18 etdv, Kabmg vIapyel TEpLopIoUEVT epmelpia oTn Xp1ion Tov. Emnpdobeteg mAnpopopieg
divovtal 6To TEAOLE TOL PUAAOV 0O YLDV XPNONC.

Alho @appoaxa kot Primovist PFS

Evnuepmaoete tov yiatpd cag dv maipvete, £(e1e mAPEL TPOGPATO 1| LTOPEL VO TAPETE GALA PAPLLOKAL.

Avtd mepthapfavoouv e1dkd:

- B-amoxAelotég, papuaka yio T Bepomeio TNG VYNANG OpTNPOKNG THESNG 1 GAADV KOPIOKDV
nadnceov

- QappoKa TOL PETAPAALOVY TO PLOUO 1] TN GLYVOTNTO TOV KOPIIOKOD GOG TOALOD OTMG
AULOOAPOVY, GOTAAOAN

- Puwpapmikivn, edppaxo yio ) Bepomeio g pUUATIOONG KO GUYKEKPIUEVOV GAA®V AOTUDEEDV

Kinon ka1 Oniaopdg

Kinon

To yado&etikd 0&0 pmopel va dramepdoetl Tov TAakovvta. Agv gival yvmotd edv ennpedlel To PpEpog.
®a TpEmEL VO EVILLEPADGETE TOV Y1IATPO GOg £V Vopilete 0TL glote 1 pumopel va iote £yKvog, Kabdg To
Primovist® PFS dgv Bo. mpémet va ypnoiponotsitar katd ) didpketa g Kimong ektdg kot edv sivon
OVOTNPOS OTAPOiTNTO.

Oniaopdg

Evnuepoaote tov yatpd oag edv Onialete 1 edv mpoketon va apyicete va Onialete. O yatpog cag Oa
ocvlnoet edv Ba Tpémel va cuveyioete Tov ONAASUO 1) va ToV StakOYeTE Yo ePiodo 24 wpmv HETA
a6 ™ Aqyn Tov Primovist PFS.

00 yNoN KoL LEPLGROS PNY AV LATOV
To Primovist PFS dgv ennpedlet v ikavoTnTo, 081yNong Kot YEPIGHOD UnyavnuaToy.

To Primovist PFS neprhappaver varpro

AvT6 10 PUPUOKEVTIKO TTPOTOV TTEPIEXEL 82 MY vaTpiov (To KUPLO GLGTATIKO TOL UAYEPIKOD OANTION)
oe Kabe 8601 pe Pdaon v mocoTnTa TOL divetan og évay AvBpwmo 70 Kg. Avtd givorl 16080vapo pe
4,1% g péyioTng NUEPNOLOG SLOTNTIKAG TPOGANYNG VOTPIOD Yo Evav EVIALKA.

3. o va ypnoporomjsete to Primovist PFS



To Primovist PFS evieton péow piog pikpng Berovng péoa o pio @AEPa. To Primovist PFS 6o
yopnynOet apéowg mptv v e&étaon MRI.
Metd v éveon Oa elote Vo6 TapoakoAlovONoN Yia TovAdyiotov 30 AEmTd.

H cvvietopevn 6601 sivor
0,1 ml Primovist PFS avd kg copatikcod Bapovg.

A060LoYi GE ELOIKES OADES 6OEVOV

H ypnon tov Primovist PFS dev cuviotdtal og acbeveic pue cofopd veppikd npofinuata Kol 6g
acBeveic mov giyav TPOCEOTU KAVEL 1] TPOKEITOL GOVTIOUN VO KAVOLV PETANOCYEVCT NTtatoc. [Tapoia
avTd, £bv M ypron tov omorteitar Oo wpimel vo AdPete pdvo pia 66om Tov Primovist PFS katd
duapketa piog amewoviong Kot dev Ba mpémel va AaPete devtepn £veon Yol TOLANXIOTOV 7 NUEPEC.

Hiuaopévor
Agv glvar avaykaio vo puBuctel n 66om v giote 65 €TOV Kot v 0AAG pumopeite vo dmoete detypa
aipatoc yuo va eAéyEete mOG0 KaAd AErTovpyohv Ta VEQPPA GOC.

Edv napete peyorvtepn 66on PRIMOVIST PES amd v kKavoviky
Ymrepdocsoroyia eivar pun mbavi. Eqv avt) cuppel, o yiatpdc Oa avTietomicel T0 GOUTTOUOTO TOV
aKoAoLOoLV.

4, IMBavég avemOBOUNTES EVEPYELEG

Onwc 6Aa T PéppaKa, ETCL KO AVTO TO PAPLLOKO UTOPEL VoL TPOKAAESEL OvVETIOOUNTES EVEPYELES, OV
Kot 6gv TopovcLalovtal 6€ OAOVS TOVG AvOpMOTOVC.

O teplocoTEPE AVETBOUNTEC EVEPYELEG EIVOL TIEC £WC LETPILEC.

Av mapovoldcete avemBOUNTEG EVEPYELES EVILEPDGTE TO YOTPO GOG.

Onwg pe dAlo péca oKloypaeikng avtifeons, 68 OmAVIES TEPIMTMOGELS UTOPEL VO TPOKVYOLV
OVTIOPAGELS OALEPYIKOD TOTTOV. MeTd Tt Yopnynon tov Primovist PFS umopel va eppavietodv
KaOVOTEPTUEVEG AVTIOPAGELG LETE 0O DPEC N KON KoL UEPEG,.

H o cofapn avemBduntn evépyeia oe acbeveig mov Aappavovy Primovist PFS givat to
AVAPLAOKTIKO 60K (pia coPapn avtidpaon aAlepytkod TOTOL).

Evnuepaote apécmg 10 Yatpo cog av arcBavOeite kdmoro and avtd Ta onpeia 1 £xete
dvoKoAia 6TV avaTvon.

- YOUNAR apTnplokn Tieon

- oldnua ot YA®GGA, T0 AApLuyyd 1 T0 TPOGHOTO

- Kotappon, OTEPVIGHA, PYog

- KOKKIVO PATLOL [LE dOKPVPPOLa KOl Goryovpa

- otopoydmovog

- KVIOOTIKO €AvOnua

- pewwpévn aicdnon N evarctnoio oo déppa, ayovpa, YAOUO dEppa

O apokdto avemBounteg evépyeleg UTOpEl va Topovslacovv:

Yuyvéc: pmopet va ennpedcovy £og 1 otovg 10 avBpamovg
- TOVOKEPOAOG
- vovtia

Oy ovyvég: pmopel va ennpedoovy £mg 1 atovg 100 avBpdmovg
- Can

- uovdlocuo Kot oicOnuo popunyKidoratog

- dwrapayég oy aichnon g yebong i g 6ppnong

- g&ayelg

- oavEnpévn aptnplokn mieon

- duokoAieg otV avomTvVon

- gueTdg



- &npooctopia
- deppotikd Eavonuo
- cofupnc HopeNg eayobpa Tov exNPealel OAOKATPO TO GMUA 1) TO PATL
- mdvog TNV AT, TOVOG 6TO 6TNHHOG
- avtwdpdoelg oto onpeio g Eveong, OTmG
- KavoT, Kpvo, epediopdc, ToHvog
- aioOnua Bepuotrog
- pim
- Kovpaon
- aiofOnon un puceloroykn

Yravieg: pmopet va emnpedoovyv eog 1 otoug 1000 avBpmdmovg

- advvapio va kaficel KATOL0g 1 VO TOPOUEIVEL OKIVITOC

- aveEédeykTo TPEROLAO

- aioOnon avénuévov Kapdiokov pvdpon

- oKOVOVIOTOG Kapdlokog TaAUOg (onpeio KapdlokoD amokAEIGHOD)
- oTopaTIKN ducpopin

- ovEnévn Tapaymyn GLEAOL

- e&avOnua pe omupdkia 1 knAideg

- ovénuévn epidpwon

- aioOnua dvopopiog, yevikod aicOnpa adwbeciog

Mn yvooTég: 1 cuyvotTnTa dev pmopel vo extiunei and ta dtbéoia dedopéva

- YpNYOpOg Kapdlakdg pubpog
- ovnovyia

AMyEG OTIG EpYOSTNPLOKES TIHEG LTOPEL VO ELPAVIGTOVV GE LUKPO YPOVIKO JACTN O LETA TN
yopfiynon tov Primovist PFS. Evnuepoote tov enoyyeluatio vysiog edv oag éxet yopnynOei mpdopata
Primovist PFS «ou divete aipa 1 deiypo ovpmv.

"Exovv avapepBet mepintdoeig Neppoyevong Zuotnuatikng Tvoong (n omoia tpokaiel okAnpotnta
TOV OEPUOTOC KOl UTOPEL VO, EXNPEAGEL ETIOTG TOVE HOAXKODS 1GTOVG KOl TO, ECMTEPIKA OPYAVAL) TOL
oyetifovtal e T (pNon GAA®V OKLOYPOPIKOV TOPAyOVI®Y TOV TEPIELYOV YUSOAIVIO.

Ava@opd avemOOuNTOV vEPYELOV

Edv mapatnpnoete kdmola avemBountn evépyela, EVIUEPMDGTE TOV YIOTPO 1 TOV QOPLOKOTOLO GOC.
AVT0 1oyt Kot Yo kaOe mhavi| avemBountrn evEPYELR TOL SEV OVAPEPETOL GTO TAPOV GVALO 0dNYIDV
ypnons. Mmopeite eniong va avagépete avemBOuNTeg evépyeteg anevbeiog Pécw:

EM\Gda:

EBvikdc Opyoviopdg Gappdakwov

Meooyesimv 284

GR-15562 XoAapyodg, AGMva

TnA: +30 21 32040337

Iotdtomog: http://www.eof.gr
http://www.Kitrinikarta.gr

Kompoc:

DoppoxevTikég Ynpeoieg
Ymovpyeio Yyeiog

CY-1475 Asvkowoia

TnA: +357 22608607

Dag: + 357 22608669

Iotétomog: www.moh.gov.cy/phs

Méow g avapopdg avemBountmv evepyelmv unopeite vao, fondfioete 6t GLALOYN TEPIGTOTEPOV
TANPOPOPLDV GYETIKA UE TNV UCPUAELN TOV TAPOVTOG PUPHAKOL.


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

5. Iog va puideeete To Primovist PFS

To @apuaxo Tpémel va QLAAGGETOL GE PEPT) TOV OEV TO PAETOVV KoL OV TO POAVOLV TO TOdLAL.

Na pn ypnolonoteite 0vtd T0 PAPHOKO UETA TNV MUEPOUNVIK ANENG TOV AVOQEPETAL GTN CVPPLYY
KOl OTNV EMGNUOVOT TOV e£®TEPIKOD KOVTIOV peTd T AéEn AHEH. H nuepounvia Anéng etvo n
TeEAEVTOIO MUEPT TOV UVOL TTOL AVAPEPETOL EKEL.

AvTd 10 PUPLOKELTIKO TTPOTOV dev amortel £101KEG cuVvONKes POAAENC.

AvT6 10 QAPLOKO TPETEL VO, XPNCUYLOTOIEITOL AUECHOC LETE TO AVOLYLLOL.

IIpémel va, eAéyyetar OnTIKE TPLY Ao TN XPNOoN.
Av1d T0 PApLHOKO dEV TPETEL VO YPNOLUOTOLEiTOL 68 TTepinTmon cofapng aAloimong Tov ¥POUATOG,
EUPAVIONS COUATIOIOV 1] ELOTTOUATIKOD TEPIEKTN.

Mnyv metdte APLOKA GTO VEPD TNG OMOYETEVOTG 1] GTA OIKIAKA amoppipata. Potrote 1o poppokonold
GOC YLOL TO TAG VO TETAEETE TOL PAPLLOKO TTOV OgV ypnotpomoleite mo. Avtd ta pétpa Ba fondncovy
OTNV TPOGTAUGIO TOV TEPPAAAOVTOG.

6. AOIIEX IAHPO®OPIEX

Tvmepréyer To Primovist PFS

- H dpaoctikn ovsia givar dtvatpro yado&etikd 0. Kabe ml Stahduatog mpog £yyvon mepiéyet
0,25 mmol dwvazpiov yado&etikon 0&Eog (mov 1ooduvouet ue 181,43 mg dwvdtprov yado&etikon
0&€oc)

- Ta GAha cvotatikd givar TpvaTplo diag o&ikov acBeotiov, TpopeTaporn, vaTpiov vOPoLeidlo
Kot VIPOYAWPLKS 0EL (Kot Ta dVo Yo pvOen tov pH), Véwp yia evéoiua.

1 Tpoyepiopévn ovpryya pe 5,0 ml dwoddpatog mepiéxet 907 mg dwdatpiov yado&etikov 0&£og,

1 mpoyepiopévn ovpryya pe 7,5 ml dtoddpatog mepiéyet 1.361 mg dwvdzpiov yadoletikod o&€og (Yodhivn
ovptyya pHovo),

1 mpoyepuopévn ovpryya pe 10,0 ml draidpartog tepiéyet 1.814 mg dwéatprov yodo&etikod o&éog.

Epgavion tov PRIMOVIST PFS kat wepieydpeva TG 606KELOGIOG
To Primovist PFS givat éva dtowyég, dypopo £og vrokitpvo didhvpa ehevepo opatdv coOUOTISIOV.
Ta mepreyodpeva g cvokevaociog etvan 1, 51 10 Tpoyeiouéveg GupLyyeg LLe:

5,0 ml gvécuov droddbpatog (o8 TpoyeouéVN YOaAvN/TAacTikr obptyya tov 10 ml)
7,5 ml gvéopov doldpatog (o€ Tpoyepicpévn yodivn ovpryye tov 10 ml) [yvdiivn cvpryya povo],
10 ml evéopov dradduatog (og Tpoyeptopuévn yoaivn/mAactiky ocbptyyo tov 10 ml)

Mmropei va unv KokKAOQOpoLV OAEG Ol GUGKEVAGIEC.
Karoyog Adcrog Kvkrhogpopiog ko Iapackevaostiig

Kéroyog Aderag Kvkrhogopiag oty EALGda kot Tnv Komtpo
Bayer EALég ABEE

Aynotldov 6-8,

151 23, Mopovot, Attikn, EAAGSa

TnA. 0030 210 6187500

Tomkog avripocmnog otnv Kvmpo
Novagem Ltd
TnA. 00357 22483858

Hopackevaotig
Bayer AG
Mdillerstrasse 178



13353 Berlin, T'eppoavia

To mapov OALo 0dNYLAOV xpRoNS EYKPIONKE Y10 TEAEVTALD POpd 6TIg 1/2025.

<
Ot Tinpogopieg mov axoAovBolv amevBivovtal povo ce emaryyeipatieg vyeiog:

e Negpiki] dvorertovpyia
Ipw amé ) xoprynon tov Primovist PFS, suvietatol 6Aot o1 a60cveic va eEetalovrot yia
VEQPIKY] OVGAEITOVPYIN KAVOVTUS EPYAGTIPLOKOVS EAEYYOVG,

Yrdpyovv avapopéc 6mov Neppoyevig Zvotnuatikn Tvowon (NSF) oyetiletar pe v xpnon Lepikdv
YOSOMVIOV TOL TEPLEYOVTOL OE GKLOYPAPIKOVG TAPAyYoVTEC G€ achevelg pe oEela 1 ypdvia cofapn|
veppikn dvuciertovpyia (GFR < 30 ml/min/1,73m?). AcBeveic Tov VIOKEWTAL GE PETAUOGYEVO
Nratog Ppiockovron o€ Wiaitepo kivovvo Kabmg N mBavotnTo vo TpoKOyeL 0Egia VEQPIKT OvETAPKELD
givor vynAn og avtn v opdda. Emeldn vrdpyet n mboavotnta NSF va coufei pe to Primovist PFS, 6a
TPETEL VAL OTOPEVYETAL
- og acbeveic pe coPfapn veEPpPIKT OvVETAPKELD
- O€ TEPLEYYELPTTIKN TEPIODO UETAUOGYEVGNC NTOTOC
€KTOG KO OV 1 S1LYVAGTIKT] TANPOQOPNON EIVOL OTOpaiTnTN Kol OEV TAUPEYETAL [LE [LT) OKLOYPOPTKN
ameikovion MRI. Edv n yprion tov Primovist PFS dev propei va amopevydei, n 66om dev Oa
npémet va, vepPaiverl 0,025 mmol/kg copatikod Bapovg. Aev Bo mpémet vo ypnoyonoteital Tavm
amo pio d0om Kotd Tn Srapketa piog anetkovions. Adyw EAAEWYTS TANPOPOPLDY OE
emavaAapUBovOUEVES YOPNYNOELS, Ol evéoelg Primovist PFS dev Ba mpénetl va emavolappavovo,
€KTOG KO 0V TO SLAGTNLO LETAED T®V EVECEWMV €lval TOVAAYLGTOV 7 NUEPES.
Kabdg n veppikn kaBapomn tov yadoEetucon o&éog pmopel va ehattobel 6TOVG NAKIOUEVOLG, gival
Wwitepo onpavtikd va eEetdlovtal ot acheveig 65 etV kal Ave Yo vepikn ducAgrtovpyia.
Aokabopon cdvtopo puetd tn yoprynon tov Primovist PFS icwg sival yprioun otnv amopdkpuvon
tov Primovist PFS on6 to oopa.
Agv vapyovv amodeielg va vwootnpilovv v Evapén aokdbopong yio TNy anotponn 1 T Oepaneia
tov NSF o¢ acBeveic mov dev vroPdAilovrar oM oe apokdBapon.

e  Kinon ko Onraopog
To Primovist PFS dev mpémet va ypnopomoteiton katd tn StdpKelo tng KONoMG EKTOC €AV 1] KAIVIKT
KaTdoToon g yvvaikog amortel T xpnon yodoketucon o&éog.

H cuvéyion M n daxon| Tov Oniacpo yio tepiodo 24 opdv petd t yopnynon tov Primovist PFS a
TPEMEL vaL €lval 6T SLOKPLTIKOTNTO TOL YaTpoD Kot TG InAdlovoag untépag.

Hodratpicodg minBuopog

Mio perétn mapatnpnong npaypotorombnke og 52 mondatpikog acbeveic nAkiog peyaAdtepng tov
2 umvaev kot pukpotepns tov 18 etdv. Ot acBeveic mapaménpbnkav yio evioyopévn MRI fratog pe
Primovist PFS ®ote va a&loroynfodv vmonteg | yvootég eoTiokeég nroatikés PAapec. Emmpoobeteg
SyVOOTIKEG TANPOQOpieg EAMEONCOY OTaV CUVOVAGUEVEG UM EVICYVUEVEG Kol evioyvpuéveg MRI
Nratog cuykpibnkav pdévo pe pun evioyvpévn MRI. AvaeépOnikov coPapég avembBounteg evépyeleg,
®wotoc0 Kopio dev aloloyndnke amnd tov epevvnth nog oyetifetar pe to Primovist PFS. Adym trng
AVOOPOMIKNIG PVOTG KOl TOL HIKPOD peyéboug deiypatog tng HeAETNg avthg, dev umopei va Pyetl kavéva
OPIOTIKO GUUTEPAGILO GYETIKA LE TNV OTOTEAECUATIKOTNTO KO TNV ACPAAELD GE AVTO TOV TANOLGUO.

o IIpw v éveon

To Primovist PFS givot éva diowyée, dypopo £mg vrokitpivo diddvua, eEAeOOEPO 0pUTMOV COUATIOMY.
To péco oxloypoa@ikng avtibeong mpémel vo, EAEYYETOL OTTTIKA TPV TN ¥pNoT. Ta péca oKIoypPAPIKNIC
avtiBeong dev mPEMEL VAL YPTGLOTOLOVVINL GE TEPITTMOOT GOPOPOL OMOYPMUATIGLOD, ELPAVIONG
0pOTOV COUATIOIMV 1 ELUTTOUATIKOD TEPLEKTT.

e Xopriynon



To Primovist PFS yopnyeitat adidivto evéopiepiong ot éyyvon epddov (bolus) pe pubud porg
nepimov 2 ml/sec. Metd tnv £yyvon Tov HEGOL oKloypagikig avtifeong mpémetl vo akolovbel ékmivon
TOV EVOOQAEPLOV KOOETHPA/YPaUUNG LE OTEIPO SLaAVLO YA®PLovyoL vatpiov (9 mg/ml).

- O acBevic Tpémetl va Taparxorovbeitot yio TovAdyiotov 30 Aemtd petd tnv e&étaon.

- To Primovist PFS dev npénet va avauryvoetal pe GAL0 QapUoKEVTIKA TPOIOVTO.

- H evdopvikn €yyvon mpémel vo amoPedyeTal oaTnpd.

o Xeipiopdg

To Primovist PFS givau étopo mpog yprion.

H npoyepiopévn oOpryya mpémet va TpoeTolhdletal yio Ty £VECT UEGMG TPV TV eEETAON.

To KAV TOV GKPOL TPETEL VO APULPEITOL GO TV TPOYEUGUEVT] GUPLYYO OUECMG TTPLV T YPNOMN.
Ardlopa mov dev ypnopomotr|fnke oe pia EETaom TPEMEL VO ATOPPIMTETAL GOUP®VA LUE TIG KATA TOTOLG
1GYVOVOEG OYETIKEG OLUTAEELC.

H anoondpevn etikéta otic oOpryyeg 0o mpémet vor eMKOAAATAL TAV® GTOV PAKEAO TOV achevn Yo va
EMTPEMETOL 1] AKPPTG KOTOYPOAPT TOV OTEKOVIGTIKOD TOPAYOVTA YOdOAVIov Tov ypnoipomoteitat. Oa
TPEMEL EMIONE VO KATOYPAPETOL Kot 1] OGN TOV ¥PNGUYLOTOIEITOL. AV YPNCLLOTOLOVVTOL NAEKTPOVIKA
apyeio, To dvouo Tov TPoidvtog, o aplBudg Taptidag Kot 1 66on o TPENEL V. KOTOYPAPOVIUL GTO
@axeLo Tov acbevn.

Tvéddvn cOpryyo wovo

2. Bbwote 1o £ufolo mhve otn chpryyo

3. Xm0oTE TO TPOGTATEVLTIKO KAALLLLOL

5. ApopéoTte T0 EAIGTIKO KAAVLLO TOV 6. Apaipéote TOV 0€pa amd TN GVPLYY
dKpov



IThaotikn cOpryya povo

"Eveon pe to yépt

1. Apaupéote Vv oOptyya Kot to EUPoro
amd TNV GLGKELAGTN

2. Z1piyte 10 EUPoro degldooTpoa péca
otV ovpLyya

3. Avoi&te to mhpo otpifovrag To

"Eveon pe cvokeun £yyvong

1. Apapéote Vv ovpyyo amd TV
OLOKEVAGIN

2. Avoi&te 10 Ttopa otpifovrtag o

J o

3. Zuvdéote TV dKpr g cHPLYYOS GTO
GUOTNUO GVVOESNC 0eE1OGTPOPAL.
AxoAiovOnote TIg 0dNYieg TOL
KOTOGKELOGTH TNG GUGKELNG




4. Apopéote Tov aépa amd TV cvpLyyo




