®viro Oonyrov Xpiong: IIAnpoeopics yia Tov ypriotn
Primovist PFS 0,25 mmol/ml gvécipo drdivpa, mpoyspicpuévny cvpryyo
dwvatplo yodoletikd o

Awpdote TPoceKTIKG 0AOKANPO TO PVAAO 0ONYIAV YPTONG TPV 0PYICETE VO TAIPVETE AVTO TO
PappoKo O10TL TEPLLAPPAVEL ONUOVTIKES TANPOPOPIES VIO GOC.

- DoraEte avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPdcete Eavd.

- Edv &yete mepartépom anopiec, pmtiote to yaTpd mov cog yopnyel to Primovist PFS.

Edv mapotnproete kamoto avemBOunTn evépyeia, TapaKoieiche va evUEPMGETE TO Y1IOTPO GOC. AVTd
1oYOEL KOt Yo KaOe Thav| avemBountrn VEPYELN TOL OEV AVOPEPETAL GTO TOPOY PVALO 0ONYIDOV
xpnons. BAéne mapdypaeo 4.

T egprEyeL 10 Tapov GUAAO 00N YLOV:

Tt etvon o Primovist PFS kot mowa givo ) ¢prion tov

T mpénet va yvopilete tpotov cag yopnynOel to Primovist PFS
Iag va ypnoomomoete to Primovist PFS

[MBovég avemBOunTeg evépyeteg

Idg va puidcoetar to Primovist PFS

[epreydpeva g cvokevaciog Kot AOTEC TANPoPopieg

A I R I S

1. T givor To Primovist PFS ko mowa givan i yp1jon tov

To Primovist PFS givat éva péco oxiaypagikng avtifeong mov ypnoonolEiTal GTHV OREKOVIoN
payvntucod cvvtoviopov (MRI) tov fjatog. Xpnowponoteitar yio va fondncet oty aviyvevon kot
ot duyvoon petafordv mov pumopel va Bpebolv oto Nrap. Mn pucstoloyikd onpeia vTog Tov
Nratog umopovv va a&lohoynfoldv KaAvtepo 660V aeopd Tov apliud, To uéyedog Kal TV KaTovour.
To PrimovistPFS umopei eniong va fondnocet to yatpd va kabopicel ™ @oom ToxdV avOUoAdV,
avEAvovTag T oryovpld o€ pia ddyveon.

Awtifeton og S1dAvpa Yo vOoPAEPLa EvET|. AVTO TO QAPLOKO YPTCLUOTTOLEITOL LOVO YLl
SYVOGTIKOVE GKOTOVG,.

H MRI givor pio popen 10Tpikng 1oy vmoTIKNG OTEIKOVIOTG TOV OVOKOTACKEVALEL E1KOVEG Emeta amd
TNV aviyvevon Hopimv vepol UEGH 6 PVGIOAOYIKODE Kal (1] PUGLOAOYIKOVE 16TOVG. AVTO
TPOYUOTOTOLELTAL LIE TN YPTION EVOC GUVOETOV GUGTHUATOG LAYV TMY Kol PAOIOKVUAT®V.

2. Tvrpéner va yvopilete tpv va oag yopnyndsei to Primovist PFS

Mnyv gpnoponomoete to Primovist PFS
- o€ MePInT®ON aAlepyiag 010 SVATPLO YOSOEETIKO 0ED 1) OTO10dNTOTE GALO GLGTATIKO CLTOV
TOL PAPUAKOL (OVOPEPOVTOL GTNV TTAPAYPAPO 6).

Ipocdomomoeis ko TPoPLAGEELS

AmevBuvieite 6T0 Y10Tpo Gog Tpotod cag dwbei to Primovist PFS edv &xete:

- N elyoate dobua N pia aAiepyia OT®G TLPETOG EK YOPTOV, KVIOMTIKO £EAVOM LA

- glyate TPOMNYOOUEVT] OVTIOPAOT] OTO HECH OKLOYPAPIKNG OvTifeong

- UELOUEVT] VEQPIKT AgtTovpyia
H ypnion oxiaypoa@ikdv Topaydvimv Tov TepEYovy YadoAivio oe acbeveic Tov mioyovy amnd
LT TNV Katdotaon £xel cuoyeTiobel pe pio aonon mov kaAeitar Ne@poyevig ZuGTNLOTIKN
Tvooon (NXI). H NXI givon pio 66non mov nepthapfavel tdyvuvon Tov dEPUATOG KoL TV
ouvoeTIK®V 10T@v. H NXI pmopel vo empépel ammAglo TS KIvNTIKOTNTOG TOV apOphoemv,
LIk aduvapio 1 ETNPENCcUO GTN AEITOVPYIN TOV ECOTEPIKMV OPYAVAOV TOL UTOPEL SLVNTIKA VO
glvar ametintiky yuo ™ Con.

- coPopéc kKapdlayyelokee Tadnoelc

- YOUNAG emtineda, kadiov

- €0gig N KATO10G OTNV O1KOYEVELY GOg glye TPOPANATA LE TOV NAEKTPIKO pLOUO TG KopdLdg oV
ovopdleton cvvopopo pakpod QT

- 1N elyoate petaforéc otov kapdiokd puOud EmErTa amd ANYN EUPUAK®Y



- £vay Kapdlokd PnuatodoTn 1 GV LIAPYOVY KATOL0 ELPVTEVUETO 1] KAMIG GTO GO GO TOV
TEPIEYOVY GidNpO

Metd ) xpnon tov Primovist PFS pmopei va mpokdyouy avtidpdoelg aAlepytkod TOTOL.
Kabvotepnuéveg avtidpdoeig pmopel vo mpokdhyovy Petd ond dpeg | nuépes. BAéme mapdypaeo 4.

Evnuepoote o yuotpd cog edv:
® TO VEQPG GOG OEV AELTOVPYOVV KOVOVIKE
e ciyote TPOGEOTO KAVEL 1] TPOKELTOL GUVTOLN VO KAVETE LETAUOGYEVGT] NTATOG

O yatpog 60g UITopel Vo amopacicet va, 6og Tapet deiypa aipatog yio vo eAéyEel OG0 Kol
AeToOLPYOVV T VEQPE GOG TPV TAPEL TNV ATOPACT| VO Ypnoiponowoet To Primovist PFS, e1dkd edv
glote 65 €TV Kot AvVO.

2VGGMPEVGT] GTO GAOUU

To Primovist PFS Aettovpyet 31011 mepiéyet Eva pétarro mov ovoudleton yadorivio. Ot peiéteg £xovv
KaTodelEel OTL LKPEC TOGOTNTEG YAUOOAVIOL UTTOPEL VO, TAPUUEIVOVY GTO GO0, GUUTEPILOUPAVOUEVOD
TOV €YKePAAOL. Agv £yovv mapotnpn el avemBounteg vépyeleg AOY® TOL YUSOALVIOL TTOV TOPAUEVEL
GTOV EYKEPAAO.

owra ko £éenpor

H aoopdleia kot 1 amotelecpatikotnta tov Primovist PES dev éxovv texunpiwbei og acbeveic kdtw
v 18 e1dv, kabdg vapyel meplopiopévn eumelpio otn ypnon Tov. Emmpocheteg minpopopieg
dtvovtol 6To TEAOVG TOL PUALOL 00T YLDV YPHONMG.

Alro @appoxa ko Primovist PFS

Evnuepaoete tov yiatpd cog edv maipvete, £xete mAPeEL TPOCPATA 1) UTOPEL VO TAPETE GAAL PAPLLOKOL.

Avtd Teprtiapavouy E101Ka:

- B-amokAelotég, pdppaxa yio T Bepamneio TG VYNANG OPTNPLOKNG TEGNS 1] BAADV KOPILUKDV
nadnceov

- @apuoka oV PeTABUALovY To pLOUS I TN GLYVOTITA TOV KAPSLOKOD GOC TOALOD OTTMG
AULOIAPOVT], GOTAAOAT

- Pwpapmikivn, edppoko yio t Bepameio g LUATIOONG Kol GUYKEKPIUEVOV ALY AOUMOEEDY

Kinon kot Oniaocpog

Kinon

To yado&etikd 0&D pumopel va dromepdoetl Tov TAakovva. Agv gival yvowotd edv ennpedlet To pEog.
O TPETEL VO EVIUEPDGETE TOV YlaTpd oag eV vouilete 0TL eiote N uopel va eiote ykvog, Kabmg 1o
Primovist® PFS 8gv 0o mpémet va ypnotponolsitar Kotd T Sidpkeio g Konong eKTog Kat eqv givort
QVCTNPOS OTAPAiTNTO.

Onioopdg

Evnuepdote tov yiorpd cag edv Onialete 1 edv mpoxertan va apyiocete va Onialete. O yatpdg cag Ou
ocv{ntoet edv Ba Tpénel va cuveyioete Tov ONAacud M va Tov SlaKOYETE Yio Tepiodo 24 mpmv HETA
amo ) Aqyn tov Primovist PFS.

001yNoN Ko YEPIOROS PNV LATOV
To Primovist PFS dev ennpedlel v tkavotnTo 06Mynomng Kot XEPIoHod unyovnudtoy.

To Primovist PFS neprhappaver vatpro

Av16 10 PaPLOKEVTIKO TTPOTOV TEPLEXEL 82 mg vaTpiov (To KUPLO GLGTATIKO TOL UAYEPIKOD OANTION)
o€ kGBe 60om e Paomn TV TocoOTNTO OV diveTar o€ Evay avOpwmo 70 kg. Avto gival 160dOVaUO LE
4,1% tng HEYIOTNG NUEPNOLOG SLUTNTIKNG TPOSANYNG VOTPIOD Yo Evav EVIALKA.

3. Iog va ypnoipomronicete To Primovist PFS



To Primovist PFS evieton péow piog pukpng Pehdvng péoa oe pia AEPa. To Primovist PFS 6a
yopnynOel apécmg mpv tnv e&€tacn MRI
Metd v éveon Ba giote VIO TopakolovOnon Yo TovAdyiotov 30 AemTd.

H ovvictopevn 6601 givan
0,1 ml Primovist PFS avd kg copatikod Bapovc.

Aocoloyia o€ e101kég opnadeg 0.00evav

H ypnion tov Primovist PFS 6gv cuvietdtor o€ acbeveig pe cofapd veppikd TpofAHoto Kot og
acBeveic mov giyav TPOoEATA KAVEL 1] TPOKELTOL GUVTOUA VO KAVOLVY LEeTapdoyevon Nratoc. [lapoia
avTd, Gv n xpnon Tov orarteiton Ba Tpémel va AaPete pdvo pia d6omn tov Primovist PFS katd
duapkela piog ameikoviong kot dev Ba Tpémel va AaPete dedtepr £veon Yo TOVALYIGTOV 7 NUEPEC.

Hiuaopévor
Agyv givon avaykaio va puBuiotel n 500 edv giote 65 €TV Kkl Avod 0AAG umopeite va dmoete delypa
aipotog yuo va eEAéyEete TG0 KaAG AELTOVPYODV TO VEQPE GOG.

Edv napete peyardtepn 066 PRIMOVIST PFS ané v kavoviki
Yrepdocoroyia givar un mbavn. Edv avt cvpPet, o yiatpdc B avIUETORICEL TO GLUTTOLOTO TOV
aKoAovBoiv.

4. IMBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pappoka, £TGL KL 0VTO TO GAPLOKO UTopel Vo TPoKAAEGEL AVETIOOUNTES EVEPYELES, OV
Kol 6gv Tapovcldlovtal 6 GAOVG ToVS avVEpPOTOLG,.

O1 tep1o60TEPEC OVETBVUNTEG EVEPYELES Elval NTTIEG £MC HETPLEG.

Av mapovoidoete avemBOUNTEG EVEPYELES EVIUEPDGTE TO YILTPO GO,

Onwg pe Ao péca oKLy paeikng avtiBeons, 6€ GTAVIEG TEPUTTMOGELS UTOPEL VAL TPOKOYOUV
avTIdpdoelc oAkepyikon Tomov. Metd ™ yoprynon tov Primovist PFS pmopei va epoavietodv
KaBvoTEPNUEVEG AVTIOPACEIC LETE, OO MPEG 1 AKOUT| KoL IUEPES.

H mo cofapn avemBopuntn evépyeia o acbevelg mov Aapfdavovy Primovist PFS givar to
AVOQELAOKTIKO 60K (pio coPapn avtidpact dALEPYIKOD TOHTTOV).

Evnuepaote apéomng 1o Y1aTpd 60g €av arcOavieite kdmoro a6 avtd Ta onpeio | £yete
OVGKOALG 6TV avaTVon.

- YOUNAN aptnplokn mwieon

- oldnua ot YA®oGa, To Adpuyya 1 TO TPOGMTO

- KOTOPPON, QPTEPVIGUA, Pxag

- KOKKIvOL PaTIo pe dakphppola Kot poyodpa

- OTOMOYOTOVOG

- kVIdOTIKO e&avOnua

- uewwpévn aicbnon N evarstncia oto dépua, eoyovpa, YAOUO dEpua

O1 TopaKdTo averBuunTeg EVEPYELEC UTOPEL VO TTOPOVGLOGOODV:

Yoyvég: umopel va ennpedoovy €og 1 otovg 10 avBpdnovg
- TOVOKEPOAOG
- vovtia

'Oy ovyvég: umopel va emnpedoovy £og 1 otovg 100 avBpdmovg
- Can

- povdlopa Kot oicOnua LupUnyKIdo Latog

- dwroapayéc oty aiclnon g yevong 1 g 66QpNoNg

- glayec

- oavENpévn apTnplaKkn mieon

- dvuokoAieg oTNV avomvon

- guetdg



- &npootopia
- dgppotikd e&dvinpa
- coPopng HopPNg eayovpa Tov eXNPEGLEL OAOKANPO TO GO 1] TO HATL
- wdvog otnVv mAdtn, Tdvog oTo 6T og
- ovTIOpAcELS 6TO onpEio TG £VEOT|G, OT®G
- koo, kpvo, epediopde, TOVog
- oaioBnpua Beppotnrag
- pim
- KoVpoo
- aioBnomn pn pucloroyky

Yrdwieg: umopei va emnpedoovy emg 1 atovg 1000 avBpdmovg

- advvapio va kaBicel KAmolog 1 Vo TopaUEIVEL oKV TOg

- ove&éheyKro TpéUovAo

- aioBnon avénuévov kapdiakov pvOuon

- OKOVOVIGTOG KOPOLoKOG TOAUOG (T UELD KOPOLHKOD ATOKAEIGUOV)
- otopatikn Sucpopia

- ovénuévn Topaymyn clEAoL

- g&avOnua pe omupdkia 1 KnAideg

- ovénuévn epidpwon

- aioOnpa dvopopiag, yevikd aicOnua adibeciog

Mn yVOGTIG GUYVOTNTOG: 1| GLYVOTNTO gV Umopel vo ekTiunOel and ta dtobéoiua dedopéva

- YpNYOpog Kapdlakdg puBpog
- ovnovuyio

AM\aryég OTIG EPYAOTNPIOKEG TILEC UTOPEL VAL EUQOVIGTOVY GE UIKPO YPOVIKO SIACTNIO UETE, TN
yopnynon tov Primovist PFS. Evnuepoote tov emayyelpotio vyeiog edv cag £yl yopnynoei mpdcpota
Primovist PFS kou divete aipa 1 deiypa ovpwv.

"Eyxovv avaeepbei nepimtaoeig Neppoyevoig Zvotnuatikng Tvoong (n omoia mpokaiel cxinpdtta
TOV OEPUATOG KOl LWTOPEL VO EXNPEGGEL EMIONG TOVE LOAOKOVG 1GTOVE KOl TO EGOTEPIKE OPYOVE) TOV
oyetioviat pe T gpNon GAL®V GKLOYPOPIK®V TapayOdVI®MV IOV TEPLEl ALY YOSOAIVIO.

Ava@opd avemOOunTOV EvepyELOV

Edv mapotnprioete kdmoo avemBOpunTn evEpyeLd, EVIUEPDOTTE TOV YITPO 1) TOV POPLOKOTOLO GO,
Av10 1oyt Kot Yo kéBe mbavr avemBountn evépyela Tov OeV AVaPEPETAL GTO TAPAV GUALO 0dNYIDV
yphone. Mropeite emiong va avagépete avembOunteg evépyeleg ansvbeiog péowm:

EAMGdo

EOvikdc Opyaviopuog Gapudkmv

Meooyeiov 284

GR-15562 Xohapyodc, Adfva

TnA: + 30 21 32040337

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

Kvmpoc:

DopuaKeVTIKEG YTINPETieg
Ymovpyeio Yyeiog

CY-1475 Aegvkooia

TnA: +357 22608607

Doé: + 357 22608669

Iototomog: www.moh.gov.cy/phs

Méow g avapopdg avemBOunNToV evepyel®v pumopeite va fondncete ot GLAAOYY TEPIGGOTEP®V
TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TOPOVTOG POPLLEKOU.


http://www.eof.gr/
http://www.kitrinikarta.gr/
http://www.moh.gov.cy/phs

5. [ ®¢ va puiacoete To Primovist PFS

To @appoxo Tpémel va pUAAGGETOL GE LEPT) OV OeV TO PAETOVY KoL 0V TO POEVOLY T TAUdLA.

Na pun xpnoIHonoteite avtd T0 PAPUOKO UETE TNV NUEPOUNVia ANENG TOV AVOPEPETOL BTN GLPPLYYO
ka1 oto  e&@tepiko kovuti petd tn AHEH. H nuepounvio Anéng sivai n televtaio nuépa tov punva
OV OVOPEPETOL EKEL.

To @appaxo avtd dev amaitel Wiaitepeg cuvONKeg POAUENG.
A1 T0 PAPLOKO TPEMEL VO YPNCLOTOLEITOL OUEGMG UETA TO VoL L.

[pénet vo eléyyetal OmTIKG TPV amd TN (PNoN.
AvT0 10 QapHOKO dgV TIPEMEL VA P CILOTOLEiTOL GE TTepinmTtoT cofapng aALolwoNg TOL YPAOUATOG,
EUPAVIOTG COUATIOIMV 1) EAATTOUOTIKOD TEPLEKT).

Mnv metdte ApUOKa 6TO VEPO TNG OMOYETELOTG 1 OTA OIKLOKA amoppipata. Potiote to papuokomold
GOG Y10 TO TAOG VO, TETAEETE T PAPLLOKA TTOV OgV Ypnoitonoteite ma. Avtd ta pétpa Bo fondncouvv
6TV TPOGTAGio TOL TEPPAALOVTOC.

6. AOIIIEX TAHPO®OPIEX

Tvegpréyer To Primovist PFS

- H dpaoctikn ovoia gival dvatpro yadoletkd 0&H. Kabe ml dtodvpatog mpog £yyvomn mepiéyet
0,25 mmol divdtprov yado&etikov 0&Eog (Tov 1oodvvaypet pe 181,43 mg dvatplov yadoEetikoh
0&€0Q)

- Ta dAha cvotatikd gival tpvaplo dhog o&uov acPectiov, TpoueTapdin, vatpiov vOpoLeidio
KoL VIPOYA®PIKO 0&L (Ko Ta dVo Yo pOBuen Tov pH), VWP Yo evéoipa.

1 Tpoyeopuévn ovptyya pe 5,0 ml dtoddpotog mepiéyel 907 mg Svatplov Yado&eTikov 0&Eog,

1 mpoyepiopevn ovpryya pe 7,5 ml Stodvporog mepiéxet 1.361 mg dwvatpiov yadoletikod o&€og (yodhvn
obpryya povo),

1 mpoyeopuévn cvpryya pe 10,0 ml drodvpatog mepiéyet 1.814 mg dwvatpiov yado&etikod o&éog.

Epg@avion tov PRIMOVIST PFS kot mepieydépeve. T 60OKELAGIOGS
To Primovist PFS givat éva diavyég, dypmpo €mg vrokitpvo didhvua eEAeH0epo opatdv cmUATISIOV.
Ta mepreyopeva e cvokevaciag eivar 1, 5 1 10 Tpoysiopéveg cOpLyyeg LLe:

5,0 ml evéouov S10AdUaTOG (08 TPOYEHIGUEVT] YOOAWV/TAOGTIKY cOptyyo Tmv 10 ml)
7,5 ml evéoyov dtaAdpotog (o€ TpoyeuiouéVn yuaivn cvpryya T@v 10 ml) [yvdiwvn cdpryyo povo],
10 ml evéorpov d1ahdpatog (o€ TPoYEUIoUEVT] YOOAVI/TAOGTIKY cOptyya Tv 10 ml)

Mmopei va unv Kokho@opohv OAEG Ol GLOKEVAGIEG.
Karoyog Adsrag Kvkrhogopiag ko Iapackevaoti|g

Karoyog Adsrag Kvkhoopiag oty EALGoa ko Tnv Kdmtpo
Bayer EALdg ABEE

Aynociidov 6-8,

151 23, Mapovot, Attikn, EAAGSa

TnA. 0030 210 6187500

Tomkog avrimpéownog oty Korpo
Novagem Ltd
TnA. 00357 22483858

Hopaokevaostiig



Bayer AG
Miillerstrasse 178
13353 Berlin, 'eppavia

To mwapdv ULA0 00N YOV yp1oNGS EYKPIONKE Y10 TEAEVTOIO POPE OTIS
EXLada: 01/2025

Kompog: 16/02/2026

<

Ot TAnpoopieg mov axorovBoldv amevbivovtal LOVo og enayyeApaTieg vyeiag:

e Ne@pwkn ovoiertovpyia
Hpw amd Tt yop1ynon Tov Primovist PFS, coniotarar 6ot ov acBseveig va eetdlovror yio
VEQPIKT] OVOAELTOVPYIN KAVOVTAS EPYAGTPLOKOVS EAEYYOVG.

Yrdpyovv avapopég 6mov Neppoyevic votnuatikr| Tvoon (NSF) oxetileton pe v xpron Hepkdv
YOSOAWVIMV OV TEPLEYOVTAL GE GKLOYPOPIKOVG TapdyovTes o aobeveig pe ofgia 1| yxpovia coPfopn
veppikh duoiertovpyia (GFR < 30 ml/min/1,73m?). AcOeveic mov vOKEWTOL GE PETAUOGYEVO
nnatog Bpickovtal o€ diaitepo kivduvo Kabmg N mhavdtTnTa vo TpoKHYEL 0EELN VEPPIKT] OVETAPKELL
glvar vynin e avtn v opdda. Emedn vrdpyet n mbavotnto NSF va cupfel pe to Primovist PFS, 6a
TPEMEL VAL ATOPEVYETOL
- o¢ acbeveic pe coPapr VEPPIKN AVETAPKELL
- O€ TEPLEYYXELPNTIKN TTEPIOO0 LETAUOGYELONG NTOTOG
€KTOG KoL av 1) S10y VOGS TIKT TANPOPOPON EVOL ATOPAiTN T KoL SEV TOPEYETOL LUE U1 CKLOLYPOPLKT
ameikovion MRI. Edv 1 yprion tov Primovist PFS dev pnopet va amopevybei, n 66on dev Ba
npénel va vrepPaiver 0,025 mmol/kg copotikod Bdpove. Agv Oa mpénel va, ypnoyLoToleital Tavm
amo pio d6omM Katd T didpketla piog ameikovions. A0ym EAAENYNS TANPOPOPIDY GE
enOvVOLOUPavOEVEG XOPTYNOELS, O evéoelg Primovist PFS dev Ba mpénet va emavorappdvovrat,
€KTOC Kol 0V TO O1A0TNHo LETAED TOV EVEGEWMV EIval TOLAAYIGTOV 7 NUEPEC.
Kabog n veppikn kdbapon tov yado&etikov o&éog pmopel vo erattmbel 6ToVG NAMKIOUEVOVG, ival
wuitepa onpovtiko va egetdalovtal ol acheveig 65 eTdV Kol Avo Yo veppikn SucAettovpyia.
AwoxdBopon cvvtopo petd ™ yopnynon tov Primovist PES {cmg eivor ypnoun oty amoudikpovon
tov Primovist PFS o6 10 copa.
Agv vrdpyovv anodeiEelg va vmootnpilovv v Evapén apokdbapong yo Ty anotpomni 1 T Oepaneia
tov NSF o¢ acfeveic mov dev vmoPdAiiovtot 1161 oe apoxdBapon.

e  Kvnon kxm Onraopoc
To Primovist PFS dgv npénet va ypnoionoteitor Katd tn SidpKeio Tng KONOTG EKTOS EAV 1) KALVIKY
KATAOTOOT TNG YOvaikog omattel T xpnomn yado&etikod 0&€og.

H cuvvéyion 1 1 dtokon| tov OnAacpo yia nepiodo 24 mpdv petd tn yopnynomn tov Primovist PFS Oa
TPENEL va. €lval 0T SL0KPLTIKOTNTO TOV YoTpol Kot TG Onidalovoag untépag.

HNodrorpicods mnBuopodg

Mio perétn mapatinpnong npoypatoromonke og 52 moudraTpikods aceveic niikiog peyolvtepns tomv
2 umvev kot pkpotepng tov 18 etmv. O acBeveic mapomépedniay yio evicyvuévn MRI Arotog pe
Primovist PFS ®mote va a&loloynbovv dmonteg 1 yvwotég eotiakéc nratikéc PAapes. Emmpoceteg
SyvaeoTikég mAnpopopieg eENebnoav Otav cuvivacpéveg un evioyvuéves kot evioyvuéveg MRI
Nnatog cuykpidniav povo pe pn evioyvuévn MRIL AvaeépOnkoav coPapég avembBounteg evépyeleg,
®otdéco Kapio dev aloloyninke amd tov epevvni g oyetiletarl pe to Primovist PFS. Adyw tng
AVOOPOLIKNG PVOTG KoL TOL UIKPoU peyEéBoug deiypuatog g ueA&tng avtig, dev umopei vo, fyetl kavéva
OPIOTIKO GUUTEPOCLO CYETIKA LE TNV OMOTEAECUATIKOTNTO KO TNV ACPAAELD GE AVTO TOV TANOVGUO.

o Ipw v éveon

To Primovist PFS givan éva dtowyég, aypopo £oc vrokitpvo dtdivua, EreH0epo opatdv couoTIdimY.
To péoco oklaypapkng avtiBeong mpémet vo eEAEYYETOL OTTTIKA TPV T XpNoT. Ta péca oKIoypapIKnig
avtifBeong dev TPEMEL VAL YPNOYLOTOLOVVTOL GE TEPITTMST GOPapol ATOYPOUOTIGHOD, ELPAVIONG
0pUTMV COUATIOWOV 1] EAMUTTOUATIKOD TEPLEKT.



e Xopiiymon
To Primovist PFS yopryeitol adidAvto evéopiefing o £yyvon epddov (bolus) pe pubud pong
nepimov 2 ml/sec. Metd v €yyvom Tov HEGOL GKLOYPAPIKNG 0vTifeon g TPEMEL Vo akoAoVOEl EkTAvom
oV gVOOQPAEPLOL KaBeTPO/YPaUIG Le 6TEIpO dtdAvpa YAwplovyov vatpiov (9 mg/ml).

- O acbBevnig mpémnel va mapokorovdeiton yio tovidyiotov 30 Aentd petd v e&étaon.

- To Primovist PFS dev npénel va avapryvoetal pe AL QopUoKeLTIKE TPOIOVTO.

- H evoopwixn éyyvoon npémetl va amopehyeTol avoTnpa.

o Xeipopog

To Primovist PFS givan étoyo mpog ypnon.

H mpoygpiopévn odpiyya npémet va mpogtopdleTot yio v £Veon apécwms Tpv v e€€Taon).

To kdAvppe Tov dkpov TPETEL VoL AQAPEITAL OO TNV TPOYEUGUEVT] GUPLYYO OUEGMS TPLY T1| YPT|ON.
Avddopa ov dev ypnoipomondnie og pia e£€toom TPEMEL VO, ATOPPITTETAL COUP®VA LUE TIG KOTH TOTOVG
16YOOVGEG OYETIKEG JITAEELS.

H oamoondpevn etikéta oTig ouptyyeg 0o TpEmel va EXIKOALATOL TAVHD GTOV PAKELO TOL acbevn yia va
EMTPEMETAL 1) AKPIPTG KOTAYPAPT] TOV OTEIKOVIGTIKOD TOPAYOVTO YOOOAVIOL TOV YpNoonoleital. Oa
TPENEL EMIONG VO KOTAYPAPETAL Kot 1] OGN TTOL YPNCULOTOLEITAL. AV YPNGILOTOOVVTAL NAEKTPOVIKA
apyeio, To 6vopa Tov TPOiIdVTOG, 0 aplBuog Taptidag Ko 1 06on Ba mpémel va Kataypdpovial 6To
QAKEAO TOL 0oOEVT.

Tvédivn odpryyo pdvo

2. Biddote 10 £ufolro mhve otn chpryyo

3. XTAGTE TO TPOGTATELTIKO KAAVLLLLOL

5. AQuipéoTe T0 ELACTIKO TOO 6. Apaipécte Tov 0épa amd TN GLPLYYL
eloydpNoNg

[Mhaotikn cvpryya pdvo



"Eveon pe to yépt

1. Apapéote v ovptyya kol ) pdéfdo
euporov

2.Xtplyte ™  pdafdo tov guPforov
de€ldoTpora LEGa GTNV GVPLYYO

AN

3. Avoi&te To TONO LE oL TEPIGTPOPT|

‘Eveon pe suokevn £yyvong

1. Apapéote v cOpLyya

2. Avoi&te To TONO [LE L0 TEPIGTPOON

/
%,

J

3. Zvvdéote TV dipr g cVPLYYOS GTO
GUGTNLO GUVOEGNC TTEPIOTPEPOVTOS TO
de&ootpoa. Akorovdnote cOLEMVA [
TIG 00N YiEC TNG CLOKEVTG




. Apaipéote ToV a€pa A TNV GUPLYYQ




