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IEPIAHYH TON XAPAKTHPIZTIKOQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

SonoVue, 8 ul ava ml, kovig Kot dSoAdTNG Yo EVESIUN dlaGTopd

2. IHOIOTIKH KAI ITIOXOTIKH XYNGEXH

Kabe mL dwcmopdc mepiéyetl 8 ul e€apboprovyov Beiov e tikpoPLGaAides, TOV aVTIGTOL 0DV OE
45 pukpoypappdpo.

IMa tov TAnpn katdroyo TV ekddywv, PA. Tapdypoeo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Kovig kot dtoddTng yio evésiun dacmopd.

Agvkn] kovig

Atooyne, dypopog StaAdTng

4, KAINIKEYX IAHPO®OPIEX

41 OgpamevTikég gvoeicelg

AVTO TO QUPUOKEVTIKO TPOIOV ¥PNGIUOTOLEITOL LOVO Y10l Sy VIOOTIKOVG GKOTOVG,

To SonoVue mpoopiletal yio xpromn LE OMEWKOVIGELS VIEPTXWOV LE GKOTO TNV EVIGYLON TNG NYOYEVELNG
TOV QUHLOITOC, 1] TV VYPDY TOV OLPOTOMTIKOD GUGTILOTOG TOL £XEL WG OMOTEAEG O, BEXTIMOT TOV
TAIKOL GNLATOG TTPOG NYO.

To SonoVue Ba mpénet va ypnoiponoleital povo o acbeveig otovg omoiovg e&€toom ympic
EVIGYVUEV oKLy papiky avtifeon dev eival TEIGTIKN.

Hyoxopdioypaoia

To SonoVue pnopel va ypnotpomoindel cov £vo oKLoypagikd mopaym®yo GTIV OUIVEVOVIKT
nyoypapio g eviilikovg acbeveic pe mOAVOAOYOVUEVT 1] VTTAPYOVGO KAPIIOYYELNKT VOGO Ylo TNV
OKLOYPAPNON TOV KAPSIHKOV KOTAOTHTOV KOl TNV EVIGYVOT] TNG OKIEPOTNTOG TNG EVOOKAPOLNKNG
TOPLENG TNG OPLOTEPTS KOIMOG,

Doppler pokpoayyelakod diktion

To SonoVue BeAtidver v axpifela 6Ty aviyvevon 1 ToV ATOKAEIGUO OVOUIADY TOV EYKEQUAKOV
OPTNPLOV Kol TOV EEMKPOVIOKDOY KOPMOTIOMV 1] TOV TEPLPEPIKDOV OPTNPLOV GE EVIMKOLS acBevelg
gvioyvovtag To mAiko ¢ onuatoddtong Doppler mpog tov Myo.

To SonoVue av&dvel v moldtnta ¢ pong anetkdviong tov Doppler kot tnv didpKela TV ¥pnoyLmv
KAMVIKOV onueiov g Todaiag AEPAG o€ EVIAIKOVG acBeVELS.

Doppler eotiokav BAafav

To SonoVue BeAtidvel TV ametkdvion TOV ayyYELKOD SIKTOOV TOL NTATOG KOl TOV HOGTOD KATA TN
duapketa g Doppler nyoypagiag, og evidikoug acBeveic 00NyOVTOG GE O E10IKO YOPUKTNPIGUO TOV
Prafov.

Yrepnyoypaoio g EKKPLTIKNG Lo1pag TOL OLVPOTOMTIKOV GUGTHLLATOS

To SonoVue gvdeikvutat yio yp1on GTNV VAEPXOYPUPIN TNG EKKPITIKNG HOIPAG TOV OVPOTOUNTIKOV
GLOTNIOTOG GE TOITPIKOVS 000EVELG, 0md veoyévvnta Ppéon £wg 18 eTmv, yia TV aviyvevon g
KLGTEOOLPNTIKNG TOAVOPOUNONG. [0 TEPLOPIGHOVG GTNV EPUNVELD LLOG APVNTIKNG VITEPNXOYPOUPiag
BA. Iapdypapo 4.4 Ko 5.1.




4.2  Aocoloyio Kol TPOTOG YopNyNoNg

To mpoidv avTd TPEMEL VAL YPTCLUOTOLEITOL LOVO OO 1TPOVG LIE EUTELPTA OTIV OLAYVOCT TOV
VILEPNYNTIKDV OTEIKOVIGEWDV.

E&omAMopog £KTaKTNG avAyKNG KOl TPOCOTMIKO EKTOIOEVIEVO GTN YPNOT| TOV TPEMEL VO Eval AUECO
Swbéota.

Aocoloyia

Evdoplréfia ypron
H ovviotdpevn 06om tov SonoVue 6toug eviiikeg etvat:

. Amewovion B-mode tov kapdlokdv Kothot)tev, o npeuio 1 vwd wicon: 2 mL.
. Avyyewoxkn aneikévion Doppler: 2,4 mL.

Kotd ™ dibpreta piag aming e€étaonc, pia 0s0TEPT EVEST] TNG GUVICTMUEVNG dOONMC, €6V Dewpeitan
amopaitnTo 0md T0 YlorTpo, Umopel va exavoineosi.

Hlriouévor aobeveic
H 810 cuvietdpevn 066m yio evooeAEPLo xprom yopnyeital ETioNg Kot 6€ NAKIOUEVOVG acOeveic.

Taidrazpixoi aoBeveic

H acpddeia kot 1 amotelecpatikotnto Tov SonoVue og acbeveic nhikiog kdtm tv 18 etdv dev Exel
amodetyOel Yo eVOOQAEPLA Y0P YNON KaL ¥PNOT| TNV NYOKAPIOYPOQin Kot GTNV OYYEWNKT OTEKOVION
Doppler.

Evdokvortixn yprnon
o e maudlatpikong acbeveic ) cuvictdpuevn 666m Tov SonoVue givor 1 mL.

Tpémog yoprynong
T 00Myieg oYETIKA PE TNV OVAGVGTAGT] TOV QOPUAKEVTIKOD TPOIGVTOG TPV TN Yoprynon PA.
Tapaypapo 6.6.

EvdoopAéfia yprion

To SonoVue 6o wpénet va yopnyeiton ouéome Hetd Ty avappdenon ot cOPLyya e EVESn OTIV
neppepkn PAEPa. Kabe éveon Ba mpénet va axorovBeitan amd Exmivon pe S ml dioAdpotog sodium
chloride 9 mg/ml (0.9%) yia evéoelg.

Evdorvotikn yopnynon

Metd v elo0y0yn anoctelpopévou Kabetpa ovpwv 6F-8F oty ovpoddyo khotn vad donmteg
GLVONKEG, 1 OLPOBOYOC KVGTN KEVMVETOL Atd 0VPA Kol 6T cuvEyeLd yepiletot pe ahatodyo Stdivpo
(Kovovikd amooTelpoUEVO dldAv L0 YAmplovyov vatpiov 0,9%) oe mepimov To éva TpiTo 1 TO MLUGL TOV
poPrenopevon cuvoitkol oykov g [ (Hhkia og £t + 2) X 30] mL. To SonoVue o1 cuvéyeia
yopnyeitar pécw tov Kabetnpa ovpwv. H yopriynomn tov SonoVue axoiovOeital amd mApmong e
0VPOJOYOV KOOTING UE AATODYO dLdAvua HLEYPLS 0TOV 0 aobevig arsBavOel v avaykn vo ovpnoeL M
mapatnpndel 10 TPAOTO EAAPPO oNUAST TNG avTiBAymg otV €yyxvon. H vepnyoypaeikn aneikdvion
NG 0VPOBOYOL KHGTNG KoL TMV VEPPAOV EKTEAEITOL KATA TN SIUPKELN TNG TANPMOTG KOl TNG KEVOGTC
NG 0VPOBOYOL KOOTNG. AUECMG UETA TV TPATI KEVOG, 1| 0VP0dOY0G KOGTI UTOpPEL VoL
EMOVOTANPWOEL Le PUOI0AOYIKO 0pO Y £va, SEVTEPO KOKAO KEVIOOTG KOl ATEIKOVIONG, YOPIG TNV
avaykn devTepNG yopnyNnong tov SonoVue. ‘Evag yopunAdg unyavikog deiktng (< 0,4) cuviotdrtat yuo
TNV OTEKOVIGT TNG OVPOSOYOV KOGTNG, TMV OLPNTHP®Y KoL TOV VEPPOV KOTA TV VIEPNYOYPUPia,
avTiBeon G TOL OVPOTOUTIKOV GUGTHLOTOG,

4.3  Avrtevdsiteag

Ynepegvaohnoia otn(otic) Spactiki(€c) ovsia(eg) 1| o€ KATO0 and Ta EKS0YO TOL AVAPEPOVTAL GTNV
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mopaypoeo 6.1.

H evoopréfua xoprynomn tov SonoVue avievdeikvotal oe aobeveic e yvmotn 0e&ld Tpog ta aplotepd
dapuyn, cofapn Tvevpovikny vréptaot (Tieon Tvevpovikng aptnpiag > 90 mmHQ), un eheyyouevn
GLOTNUOTIKN VIEPTACT] KO O€ aGHEVELS e GOVOPOLLO AVATVEVCTIKNG SVCYEPELOG TOV EVNAIKOV.

To SonoVue dev mpénet va 600¢ei o cuvdvacud pe dobutamine og acBeveic [le TEPMTMOGEIS TOL
VITOdNAGVOLY Kapdlakn actddeia, omov 1 dobutamine avievdeikvoton

4.4  Ewwkég TPOELOOTOM|GELS KU TPOPVAAEELS KATA TN Y(p1jo

Avtidpdoeig vrepevoicinoiog

Yofapég avtidpaoelc vepevatcOnaciag Exovv Tapatnpnel koTd T SidpKeLD 1 Alyo HETA TN YOopIyNoN
tov SonoVue ce acbeveig yopig mponyovuevn ékbeon oe Tpoidvta eEapboprovyov Beiov og
UIKPOQUOAAIdES, GLUTEPIAAUPAVOLEVOY TV GOEVOV LE TPONYOVUEVES OVTIOPAGELC VITEPEVUITONGLNG
oto macrogol, mov givat eniong yvootd wg tolvatbvievoyivkoin (PEG) (BA. Iapdypago 4.8).

To SonoVue nepiéyer PEG (BA. Iapdypago 6.1). Mropei va vdpyet avénpévog kivovvog coPapav
avtidpdoemv og acbeveic pe mponyoduevn (-g¢) avtidpaon (g1¢) vepevarcnoiog otnv PEG.
Yuviotdtot OA0t o1 acbeveic va Tifevtar VIO 6TEVN 1TPIKN TOPOKOAODONGN KOTA TN SIPKELN KOt Yo,
tovAdyiotov 30 Aemtd petd T Yopnynomn tov SonoVue mate vo eAEyyeTOL O Kivduvog coPapdv
avtpdoemv vrepevatcnoiag (BA. [apdypapo 4.2).

Na ypnowomoteitan pe Tpocoyn kotd v Bepameio g avapuraéiog e enveepivn o€ acbeveic Tov
Aappdavovv B-avactodreic, KaOmG 1 ovTaTdKpIlon TV achevdv pumopel va eival Likpn 1 va
eppaviCovrol avemBOUNTEG A-0dpeVEPIKEG 1 TapacLUTAONTIKOTOVIKEG EMOPACELS (VTEPTOOT,
Bpadvkapdia).

Evdopléfia ypron

AocbBeveic pe 001061 KOPOOTVEVLOVIKY] KATAGTOON
[pémel va yiveton mapakorlovOncTn Tov NAEKTPOKAPIOYPUPTLATOG GE acBeveic VYNAOD KIVELVOL
OTMG EVOETKVUTOL KAIVIKG KOl GUVICTATOL GTEVT LOTPIKN TOPAKOA0VONOT).

Na glote moAd Tpocektikoi dtav e€etdlete n yopnynon Tov SoNVue oe acbeveic pe mpdo@ato 0&y
oTEPOVIOI0 GUVOPOUO 1 KAVIKA 0oToON 100K Kapdtomdbeld, Tov teptlappaverl: eEeMocopevo 1
ovveylopevo Euepayua Tov pookapdiov, otndayyn oe npepia Katd TG TeElgvTaieg 7 NUEPES,
ONUOVTIKT EMOEIVOOT) TOV KOPIOKDY COUTTOUATOV KOTA TIC TEAEVTOIES 7 NUEPES, TPOGPAT
pecoldfnon otepaviaiog aptnpiog 1 AGALOVE TaPAyOVIEG TOL GUVIGTOVY KAMVIKT aoTabsia (Yo
TOPASELY A, TPOGPATT EMOEIVOOT TOL NAEKTPOKOPIIOYPUPTLOTOC, EPYACTNPLOKA 1) KAVIKA
gupnuata), oeio kapdiaxn avendpkeia, Kammyopiag HI/TV kapdioxn avendpkeia, 1| coPoapic
dratapoyéc puopov, neldn o aTONG TOLG 0c0EVEIS, 0TS aAAepyia N/Kat ayyEl0O0GTANTIKES
avTOPACELS UTopel Vo 0dN YooV 6€ ameldntikn i tn {on kotaotdoels. To SonoVue Ba mpémet va
YOPMYELTAL LOVO GE 0L TOVE TOVG 0eOeVeElS HeTd amd TPoceKTIKN a&loAdYNGeN 0PEAOVG / KIVOUVOL Kol
o1eVN TopakoAovinon Tov (OTIKGOV oNUEi®V TPETEL VO TPOYUATOTOLEITAL KOTA TN SLOPKELN Ko PLETH

™ xopnynon

[Ipémer vo Toviatel 6T 1 Nyokapdloypapic VIO TEN, O)L LOVO UTOPEL VO, TPOKAAEGEL £VOL IGYUUIKO
ENEI0O010, AAAG ETIONG Ol GTPECCOYOVOL TAPAYOVTEG UTOPEL VO TPOKOAEGOVY OVOUEVOUEVEG,
3000eEAPTMUEVEG EMOPACEIS GTO KAPILAYYELNKO GVGTNIA (T.). avENON TOL Kapdiakoh puBuov, tng
aPTNPLIKNG TEGNC Kol £KTOTT KOIALOKT OpaoTnPOTNTA TG 60PfovTapivng, | elmon T apTnPLOKNG
mieong yuo TNV adevocivn Kot T Smupldaporn) kabdg eniong Kot [ avVOUEVOUEVES OVTIOPACELS
vrepevatcncioc. Emopévag, edv to SonoVue mpdkettar va ypnoiponomdel 6e cuVOLAGUO [
nyoxapdloypaenue vd Tigon, ol acbeveig mpénel va ival o oTafepn KATAGTAGN TOL VO
emPefardveral amd TV amovcio Owpakikod dryovg 1 aAlayng tov HKI kotd tig 600 mponyovueveg
nuépes. Emmiéov, n mapakorovdnon tov HKI kot tng aptnplakng mieong mpénet va mpoyoTonoteiton
KT T S1BPKELD TG EVIGYLUEVNG e Sono Vue NyoKapdloypapiag Le GapUokoAoyKn dokipacia (T.y.
ue dopovprtauivn).



Alleg tovtdypoveg acBéveleg

2UVIGTATOL TPOGOYT OTAV TO TPOIOV Yopnyeital o acbeveic pe: o&eia evookapdition, TPosOeTIKEg
BaiPidec, ofela cuoTNUATIKN GAEYUOVT KOUT] CTYOLLIC, KOTAGTAGELS VTEPTNKTIKOTITOG KOUM
Tpoceotn BpopPoepfoln kot TeEAkd otddio veppomdbeiag 1 nrotondbeiog, Kabmg ot apBpol v
acBevav pe avTég TIg Tabnoelg mov EAafov SONOVUe 6Tig KMVIKEG HEAETEG NTAV TEPLOPIGLEVOL.

Epunveia g vepnyoypaoicg Tov 0vporom Koy GVETANOTOG Ue SonoVue Kot TEPLoPIGUOL 6N
¥pnon

Mmopei va topatnpnody yevdde apvnTikd amoTeEAECUATH GTIV VIEPOYPOPia Le SonoVue mov dev
&yovv anocapnviotel (BA. [Tapdaypagpo 5.1).

Teyvikés ovotdcelg

e peréteg pe Loa, 1 xpnom NY0-oKIOYPUPIKOV TOPAYDY®OV EKONAMGE BLOAOYIKEG AVETIOOUNTEG
gvépyeteg (.y. kiKmon evoonilakov KuTTapoL, BpadoTn KLTTOPIKGV ayYEi®mV) HEC® TNG
OAANAETIOPOONG LLE TIG VITEPNYNTIKES OEGHEC. AV Kal Ol BLOAOYIKEC OVTEC OVETIOOUNTEG EVEPYELES OEV
&yovv avapepbel oe avOpOTOLE, GLVIGTATAL 1] YPNOT EVOS YOUNAOD UNYOVIKOD JETKTT.

"Exdoya
AT 10 PUPUOKELTIKO TTPOidV TeptEyel Mydtepo and 1 mmol vatpiov (23 mg) avé d6om, dnA.
0VCLOOTIKG etvar «eAevBepo vatpiovy.

45  AMNAemOpaoEls pE GALG QUPRUKEVTIKG TPOTOVTO KUl GALES popPEg alinieniopaocng
Agv &govv mpaypotonomOel pelétec aAANAemOPAGE®Y.
4.6 Kinon, yohovyio kor yovipdtnto

Kvnon

Agv vapyovv peATeC o€ yKDOVG Yuvaikec. Melétec oe {ma dev eppaviCovv Prafepéc emdpdoetg
GTNV EYKLHOOUHVT, TNV EUPPLIKT AVATTLEY, GTOV TOKETO 1] GTNV HETOYEVVETIKT OVATTLUEN

(BA. 8 5.3 TIpokhvikd crotyeio asPALELRS). Q¢ TPOANTTIKO UETPO, EIVOL TPOTILATEPO VO, ATOPEVYETOL
n xpnon tov SonoVue katd TN O1dpKELD TG EYKVHOGVUVIG.

OnAaopog
Agv glval yvootd edv to eapBoprovyo Belo anekkpivetor 6to avOpmmvo ydia. Qotdco, e Bdon v

Tayeio amofoAn Tov amd TO GMUA LEG® TOV EKTVEOLEVOL 0€pal, Bewpeitatl 6Tt 0 UNTPIKOS ONAAGLOC
umopel va emavoinedei dVo Emg Tpelg dPEG PUETA TN Yop1yNon Tov SonoVue.

Tovwotnta
Agv vdpyovv dabécipa kKhvikd dedopéva. Merétec o (da dev detkviovy emiPAafeic emdpacelc ot

YOVILOTNTOL.
47 Emopacsig 6Ty IKOVOTTE 001]Y161)S KU (ELPIGHOD PYOVOV

To SonoVue dev £yel Kapio 1 £l OOTHLLAVT ETLOPACT] GTNV TKAVOTNTO 001 YNOTG KOl XEIPIGHLOD
Unavav.

4.8 AvemOvunTteg evépyeleg

EvniAucor mAinBuopoi-EvéopAépia yopnynon

H acopddeia tov SonoVue petd and evooeréPia yoprynomn ektiundnke og 4653 evijlikeg acbeveig ot
omoiotl EAaPav pépoc og 58 KAVIKEG perétec. Ot avemBOunTeg evépyelec mov avapépOnKay Le T0
SonoVue petd amd evoopAEPia yoprynon Nrov, Yevikd, Un-coPapéc, Tapodikeés Kot VTOY®POoVGoV
avBOpUNTA YOPIG VTOAEIUHATIKEG EMOPACELG. € KAVIKEG SOKIUES, OL TTLO GUYVH OVOPEPOUEVES
avemBounteg evépyeleg LETA amd eVOOPAEPLa yopnyNnomn eival: kepaiadyia, avtidpaon 6to onueio g
£€veong Kot voTia.




O avemBOunTeg evépyeteg taSvopovvtot pe faon v Katnyopia vetiuatoc Opydvov Kot Ty
GLYVOTNTA , XPNOLULOTOLOVTOG TV 0KOAoLOT cVpPact): TToAd cuyvéc (> 1/10), Zvyvég (> 1/100 Emg
< 1/10), Oy ovyvég (= 1/1.000 €mg < 1/100), Eravieg (= 1/10.000 émg < 1/1.000), [ToAd omdvieg

(< 1/10.000), Mn yvaootéc (dev pmopovv va extiunbobdv pe faon ta dtobéoipa dedopéva).

AvemOounteg Evépysiec @appakov

Katyopia Xvyvotntog

B et | Omounis Enes Ao propoty va
PY (> 1/1.000 £oxg (>1/10.000 g HTOPOLY
< 1/100) < 1/1.000) ekTiun0ovv pe faon ta
' or1u0éopa dgdouéva

Awtapoyéc tov
0VOCOTOLNTIKOD YnepevoroOncio™*
GLGTNOTOG

. ; Kepaiaryia, ,
Atarqpaxsg TOV VEVPIKOV ropatodnoia, (N A’Y“{’810717V81) LLOVOYOOTPIKN
GUGTNLLOTOG Suoyevoia avtidpaon
Awtapoyéc g dpaong ®oAn 6pacn

‘Epppoypa
, , pookapdiov**,
Kapducés datapoyéc Mvoxapdtokn oyopio**
Xovopopo Kounis***
Ayyeloxég dwatapoyég ‘E€ayn Yndtaon
Awotapoyéc Tov Noavtia, Kothoko ,
, , . Epetog
YOOTPEVIEPIKOD CLGTAUATOG | GAYOC
AlTopayEG TOL SEPOTOC . ,
K01 TOV VTOJOPIOV 16TV EGavinua Kvnopog
Awotapoyéc Tov
uuocKsksru(ou’ GUGTHHATOG, Oopuodyia
TOV GLVOETIKOV 10TOV Kot
TOV 0GTAOV
Owpaxikn
Fsvmsgr&(xwpaxsg Ko Sucfpopta, Owpaxixd dhyoc,
KOTOOTAGELS TG 030V avtidpaor 610 , .
, , . VoG, KOTMON

xopnynong GTUEL0 TNG EVEONG,

oicOnon Bepuov

*

[Teprotatikd mov vTrodnAdvovy vrepevaicincio propei va mepthapfavouv: epudnua dEpHaTOC,

Bpadvkapdia, vrdTact, SOCTVOLY, OTOAEL GUVEIONONG, KOPOLOKT/KOPI10-0VOTVEVGTIKT
OVOKOTT), OVOLPLAGKTIKY] OVTIOPOGT], OVAQUAAKTIKY KotamAn&ia.

**

Y€ HUEPIKEG TEPUTTAOCELG VTIEPEVALCONGING, KLPlWG 6e aoBevels e vokeipevn otepaviaio voco,

oY OLLio TOV HVOKAPSIoL KU1 ELPPAYILO TOL HLOKAPSIon ETioTG avapEpOniay.

*k*x

0&H oTe@avVIio GUVOPOUO GTO TANIGIO OAAEPYIKNG OVTIOPAONC

e TOAD OTAVIEG TEPIMTMGELS, BovaTneopa amoterAécpota Exovy avapepbel og cuvdvacud pe T
yxpnon Tov SonoVue. e 6AovG 0wTovg Tovg 0ebevels, VNPEE LYNAOG VTokeipEVOg Kivouvog Yo
coPopEc KapdLaKES EMTAOKEG, Ol 0moiec Oo umopohoay va 00N YNGoLVY 6g BovaTNEOPO ATOTEAEGLO.

Toudworpikde TAnbvoudc - Evéoxvotikn ypnon

H aocedieia tov SonoVue petd amd evookvoTikn yoprynon Pacictnke otnv agloldynon
dnpooievpévne Brpitoypagiog mov meptehdpufove  ypron Tov SonoVue 6€ TEPIGGOTEPOLS UTO
6000 moudraTpikovg acbeveig (MAKiaKo gvpog 2 Nuepadv £mg 18 etmv). Agv avapépOnkay

ovemBOUNTEG EVEPYELES.

Avopopd ThavorloyoOuevev aveTOOUNTOV EVEPYELDY

H avagopd mhavoroyodpevoy avemBOUNT®V EVEPYELDVY LETA GO TN YOPTYNoN GOE0G KLKAOPOPTNG
TOL QOPUAKEVTIKOV TPo1dvTOog elvan onpavtikn. Emtpénet ) cvveyn mapakorovdnomn e oyéong
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0PEAOVG-KIVOUVOL TOV QOPUAKEVTIKOD TPOTOVTOG. Znteital amd Toug enayyelaticg vyeiog vo
OVOQEPOVY OTOLEGONTOTE TLOUVOAOYOVUEVES AVETIBOUNTEC EVEPYELEG LECH TNG KITPIVNG KAPTOS TOV
gBvikod cuatnpatog avaeopds oto [apdpmua S.

49 Ynepdocolroyia

Agdopévov 6t1 dev vnpEay £mG GNUEPO TEPITTMGELS VIEPOOCOAOYING, OV £OVV TawTOTTOIOEl
evOElEELS Kl GUUTTMWOTO VTEPOOGOAOYING. e pia pedétn @dong I, yopnyndnkav e puGLOAOYIKOVG
gBelovtég 00oelg SonoVue émg 52 ml, ywpic va avapepBovdv coPapéc avembiunteg evépyeleg. v
nepintwon mov cupPel vepdocoroyia, o acbevig Ba Tpémet vo TopakoAovbeital Kot Vo LVITOKELTOL G
GUUTTOUOTIKY|] OVTLLETOTICN.

5. OAPMAKOAOTI'IKEX IAIOTHTEX
51 ®@oppokodvvoptké 1o10TNTEG

DoppokobepamenTikn KaTnyopio: ZKioypoElkd HEcH VITEPNY®V
ATC code: VO8DAO5

To e&apBoprovyo Oeio elvar Eva adpavég, afAafés aéplo, eEAaPP®G S10AVTO G VOAUTIKA SLOAVLOTAL.
Yrdpyovv BPAOYPaQIKES ovapopES Yo T YPNCT TOV AEepPiov GTNV HEAETT TNG AVOTVEVCTIKNG
@voloAoyiog Kat oty apeifAnctpornéia.

H npocOnkn sodium chloride 9 mg/ml (0.9%) dtoddpotog yio evEGeLg 6T AOPIAT KOV,
akolovbovpevn and Evrovn avakivior, EXEL OC OTOTELECUN TO GYNUOATIGUO LIKPOPVGOAId®V
e€apBoprovyov Beiov. Ot pikpoPLGaAideg Exovy pa péomn dtauetpo mepimov 2,5 um, pe 90% Exovtog
pio dtbipeTpo pkpoTept tv 6 pm kot 99% £xovtog pio drbpetpo pkpotepn tov 11 um. Kébe ml tov
SonoVue mepiéyet 8 pl tov pikpopusoridov. O Babudg aviavikiaons eaptdtot amd )
GUYKEVTIPMOT] TOV HWKPOPLUGOAIO®YV KoL TN GLYVOTNTO TNG LIEPYNTIKNG déoung. H didueon empdaveia
peta&d g empaveiog g euoaAidag Tov eEapboplovyov Beiov Kot Tov VOATIKOD HEGOL dpa G LEGO
AVTOVAKAQGTG TNG AKTIVOG LITEPTXWOV, EVIGYDOVTOG ETOUEVMS TV NYOYEVELL TOV OHLLATOG KO
avédvovtag ,tnv ovtifeon peta&d Tov aiptoTog Kot TV TEPIPUALOVIMV 10TMV.

Evdoplréfia ypron

2TIG TPOTEWOUEVEC KMVIKEG OOCELS Y10 EVOOPAEPL Yop1 YN oM, To SonoVue amedelydn 6Tt Tapsyet
ONUOVTIKY aOENON OTNV £VTAGT] GNUOTOG LEYOADTEPNG TOV 2 AETTAOV 0TV omelkovion B-mode oty
nyoxapdoypaeio Kot 3 £oc 8 Aentmv otnv anekdvion Doppler pikpoayygtacod StKTHoL Kot TV
€0TIOK®V PAaPaV.

Evdorvorikn ypnon

IMa v vepnyoypaeia TNg ATEKKPITIKNAG OVPOPOPOL 0601 GE TALSATPIKOVS 0oBeveic, Petd amd
€VOOKVLOTIKN YOop1ynom, To SonoVue avEavel TV £VTaoT TOL GYLOTOS TV VYPOV LEGH 6TV ovpnopa,
GTNV 0VPOAOYO KVGTI, GTOLG OVPNTHPES KAl GTN VEPPIKT TOEAO KOt SIEVKOAVVEL TNV aviYVELGT TNG
TAVOPOUN TG VYPOD GO TNV 0LPOSHYO KHGTN HEGH GTOVE OLPTTHPEG.

H amoteleocuatikdmra tov SonoVue otnv aviyvevon / amokAeloud TS KUGTEOOVPTTIKNAG
TOAVOPOUNoNG LEAETONKE oE 0VO ONUOGIEVUEVES OVOIKTEC LOVOKEVTPIKEG HeAte. H mapovsio 1)
OTOVGI0 TNG KVGTEOOVPNTIKNG TAAVIPOUNONG LE VIEPXOYPAPT L SonoVue cuykpifnke Ue T0
POdLOYPOPIKO TPOTLTTO OVAPOPAG. € Hio peAétn mov mepreddpPove 183 acbeveig (366 povadeg
VEQPOV-0VPNTNHPW), 0 LILEPTXOYPAPOC SonoVue ftav opbd Oetikdg og 89 amd 103 povadeg pe
TaAvdpounon kot opOa apvnTikdg og 226 amd Tic 263 povadeg ympic TaAvopounon. in dgvtepn
peAétn mov mepreddpPave 228 acbeveic (463 povadeg veppoh-oupnTHPa), 0 LIEPNXOYPAPOS SonoVue
ntav opOa Betikdc o€ 57 omd T1g 71 povadeg pe maivdpounon kot opd apvnTikdS o€

302 and 392 povadec ywpic ToAvopouncm.

52  ®@appoxoxivTikES 1010TNTES

H ocvvolkr| mocdtta Tov g€apBoplovyov Beiov mov yopnyeitot o pio KAvikn perétn glivon
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gEaupeTikd yapnAn, (og 86om 2 ml o1 pukpopuoaiidec nepigyovv 16 ul agpiov). To e&apbopiovyo Oeio
SloADETOL GTO Aol Kot 0KOAOVOMG EKTTVEETAL.

Metd anod epanal evoopAéfia éveon 0,03 £wg 0,3 ML SonoVue/kg (wepimov 1 xat 10 popég
péyiomn KAvikn 06on) og vyteig eBeloviéc, to eEapBoplovyo Beio amopakpuvOnke ToAd ypiyopa. O
HEc0G TEMKOG YpOvog NUILONG NTaV TEAKA 12 Aemtd (Ypoppun avoaeopds 2 £wg 33 Aemtd).
[Teprocodtepo amd 80% tov yopnynbéviog eapboprovyov Belov avakthnike oTov EKTVEOUEVO aEpQL
€VT0G 2 AemT@V UETE TV £veon Kot oxeddv 100% petd amd 15 Aentd.

e ao0eveig e d1dvTN TVELLOVIKY TV@OOT), TOTOGOGTO TNG OGN TOL AVUKTHOTKE GTOV EKTVEOUEVO
aépa vroroyiletar Katd péco 6po 100% kot o TeEMKAIC ypdvog Nuiong nTov mepimov 1810¢ e avTOV
7OV LTLOAOYIOTNKE GTOVC VYiEic e0eloVTEG.

5.3 IIpoxlvika dgdopéva Y10 TV a6@drela

Ta pn Khvikd dedouéva dgvV amoKaADTTOVY 1010iTEPO Kivouvo Yia Tov AvOpmTo e Pacn Tic
OUHPOTIKES HEAETES PUPLOKOAOYIKNG AOPAAELOG, YOVOTOEIKOTNTOG KOt TOEIKOTN TS OTNV
AVATOPUY®YIKT IKavOTTo. PAEYHOVH TOD TVPAOD EVTEPOL TTOpaTNPNONKE GE HEPIKEC LEAETEG UE
gmovolopuPavopevn 0066n oe apovpaiovs, oAAd Oyl o€ TOMKOVG o1 omoieg dev oyetilovTal pe ™
YOPNYNOM 0TOVG AvOPOTOVG KAT® amd KavovikéG GuVONKEG.

Eniong, a&loloynOnie n Tomikn avoyn Katd Ty vookvaTikn yopnynon SonoVue. Mehétn piog d6ong
Kot HEAETN emavarapPovopeveov d0cewv, aupdtepeg akorovbovueves amd mepiodo ywpig Bepaneia,
Tpaypatoromdnkay g Oniukods apovpaiovg pe Tomkn to&kdTnTa Tov aloloynbnke pe
LOKPOCKOTIKY KOl 16TOT00A0YIKY| EEETAON KOl TV OV0 VEQPAOV, TV OVPNTHPWOV, TG 0VPOSOY OV
KOOTNG Ko TG ovpnOpag. Agv TapaTnPNONKAV 0TOIEGONTOTE GYETIKEG UE TO TEOT PAGPEC o€
OTO10ONTOTE OO TOL OPYOVA OV EEETAGTNKAV, WOLOTEPA GTNV OVPOSOHYO KVGTI, TOGO GTN UEAETT LLOG
d00Mg 060 Kol 6T PHEAETN emavaAaUPavOLEVOV 00GEDV. ZUVETMOG, KOTEANENY GTO GUUTEPACLL OTL TO
SonoVue givatl koAl avekTtd GTIV 0VPOSOYO KOGT GTOV 0POLPAO.

6. OAPMAKEYTIKEX IAHPO®OPIEX

6.1 Kartaloyog ekdoymv

Kévic:

Macrogol 4000
Distearoylphosphatidylcholine
Dipalmitoylphosphatidylglycerol Sodium
Palmitic acid

AwAdTng:
AdAvpa yo evéoelg Sodium chloride 9 mg/ml (0.9%).

6.2 AocvupototnTeg

AVTO TO POPUOKEVTIKO TPOIOV EV TPEMEL VAL AVOUELYVOETOL PE GAAN QAP UAKEVTIK TPOTOVTO EKTOG
OVTMV TOL AVOPEPOVTOL GTNV TTOPAYPaPo 6.6.

6.3 Awdpkera Confg

2 ypovio.

Metd v avacvotaon, £yl amoderyBel ynukn Kot puoikn otabepoTnTa emi 6 Mpeg. And
LUIKPOPLOAOYIKNG ATOYNG, TO QUPUAKELTIKO TPOTOV Ba Tpémetl va ypnoyomoteitat dpeca. Edv o

ypnooron el auesa, 1 TPNON TG SLAPKELNG SLATHPNONG KL T®V GUVONK®OV TPV atd TN YpHon
amoTEAOVV EVOVVN TOL YPNOTN.



6.4 Idwitepeg TPoPULAAGEELS KOTA TV QUAOEY TOV TPOTOVTOG

Agv vtapyovv €1d1KEG 0dMYieg dlaTpMoNg Yol TO TPOIOV QLTO.
T 1 oVVONKEG dLOTPNONG LETA TV AVOGVGTOGT] TOV PAPHOKEVTIKOD TPOIOVTOC, PAENE TapdypapO
6.3.

6.5 ®Oon Kol GLOTUTIKA TOV TEPLEKTN

Aypopo yoalvo proridto Tomov I mov mepi€yet 25 mg Enprig, AVOPIANG KOVENDC G ATUOCPOIPA
eEapBoprovyov Beilov e Yrkpt EAACTIKO TOWO 0O BOVTOAO KO GOPUYICUEVO e AAOVUIVIO HE dioko
amokonnc. Eva cbotnua petapopdc (Mini-Spike).

Awoyng, yodiwn tomov I mpoyepicpévn ocvpryya mov mepiéyet S ml Stoddporog sodium chloride
9 mg/ml (0.9%) yio evéoelg.

6.6 Idwitepeg mpoguraters amdppryng

Ipwv and ™ ypnon e&etdote T0 TPOIOHV Y1 Vo, SIUCPAAIGETE OTL 0 TEPLEKTNG KOl TO KAEIGILO OEV EXOVV
@Bapei.

To SonoVue Ba npémet va. etopndleton mpv amd T xpnon eviovrag 610 pécov e uepppdvng 5 mi
Sdradvpoarog sodium chloride 9 mg/ml (0.9%) ywa evéselg oto mepieyodpevo Tov raatdiov. To raridio
OTN GLVEXELD AVOKIVELTAL 1oYVPA Tl £ik0o1 deVTEPOAETTA, LETA OO TaL OOl UITOPEL VoL avappopn el
0 emBupunTog OYKOG TNG SGTOPAC GE GVUPLYYO., MG AKOAOVO®C.

v1.0-08/2000 °BRG 2000

1. Evoote 10 éuPoro e Tn cuplyyo TEPIGTPEPOVTAS TO UE T POPE TOV SEIKTMV TOL POAOYLOV.
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2. Avoi&te 1o blister Tov Mini-Spike kot aalpésTe TO TOWUO TOV AKPO TNG GLPLYYOC.

3. Avoi&te TO IO TOV GUGTALOTOG LETUPOPES KOl EVAGTE T GVPLYYA LLE TO CUGTNLO, LETAPOPES
Bddvovtdg T pe T Popa TV SEIKTAOV TOL POALOYIOV.

4, AQa1péoTe TO TAAGTIKO TPOGTATEVTIKO dioKO Ao To ProAidio. [lepdote 10 ProAidio péca oto
O0PAVEG KAAV L TOV GLGTILLOTOG LETOPOPEG Kot TEGTE 10YLPA Yo Vo KAEWwOEl To @loridio
o1 Béon tov.

5 Ade1doTe TO TEPIEYOUEVO TNG CLPLYYOS HECH GTO Prodidio, méECovtag To Euforo.

6. Avaxwvnote Eviova yio 20 0evTeEpOAETTA Y10 VO OVOLULYBOVV OAQL TO TEPLEYOIEVA TOV PLOALOTIOD
(dote va dnuiovpyndel Eva Aevkd YOLOKTOIES OUOIOYEVEC VYPO-).

7. AVTIGTPEYTE TO GUGTNLO KO TPOGEKTIKA avappoenote to SonoVue Héca ot cOptyyd.

8. EePdmote T ovpryyo amd T0 COHGTNO LETAPOPES.

Na pnv gpnoipomoreitor v 10 vYP6 civar S10vVYEG Ko/ Ta 6TEPEG péPN TOV AvOPLAOV gival
0paTd 670 SraAlvpa.

To SonoVue O mpémet vo xopnyeitol apéoms e EVEST] GE TEPLPEPIKT PAEPA Yl ypTION OF
nNyoxapdloypoeic Kot ayyswaky aneucovion Doppler og eviAikes 1] pe EVOOKVGTIKT YOpTyNon yio
YPNON TNV VIEPNYOYPAPIN TNG UTMEKKPITIKNG LOIPAG TOV OVPOTOUTIKOD GUCTILLITOG GE
ToLd10TPIKOVE acOeVEic.

Edév to SonoVue d¢ ypnowponombel dueca petd tnv avacHeTact, 1 SleoTopd LIKPOoPLGaAidmV Oa
TPEMEL VO, EXAVOKLIVELTOL TPV TNV avappoenor o€ cvptyya. Eyel amoderyOel ynuikn Kot guoiky
o1obepOTNTA TNG S1ACTOPAS LIKPOPLGUAd®V ETl 6 DPES.

To @uaiidio Tpoopiletal yuo pa epdmaé ypron novo. Kabe aypnoipomointo opuoakeutikd mpoiov 1
VIOAEUUO TPETEL VO, ATOPPITTETOUL COUPDVOL UE TIG KOTA TOTOVS IoYVOVGES GYETIKES OLUTAEELC.

1. KATOXOX THX AAEIAY. KYKAO®OPIAX

Bracco International B.V.

Strawinskylaan 3051

NL - 1077 ZX Amsterdam
Olhavoio

8.  APIOMOX(OI) KATAXQPHXIHZX XTO KOINOTIKO MHTPQO ®APMAKEYTIKQN
MPOIONTON

EU/1/01/177/002

9. HMEPOMHNIA ITPQTHE ETKPIZHX/ANANEQYXHY. THX AAEIAX
Hpepounvia mpdtng £ykpiong: 26 Maptiov 2001

Hpepounvia tedevtaiog avavémong: 24 Arpiiiov 2006

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aentopepeic TANpoPopies Yo TO TAPOV POUPLOKELTIKO TPOIdV givar SLoBEGIIES 6TOV dKTLOKS TOTO
tov Evponaikod Opyovicpod @apudkov: http://www.ema.europa.eu.
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ITAPAPTHMA 11

HAPAXKEYAXTHX YIIEYOYNOX I'TA THN
AIIOAEEMEYZXH TQN ITAPTIAQN

OPOI'H INTEPIOPIXMOI XXETIKA ME TH ATIAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H NIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHEXH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEXMEYXZH TQN ITAPTIAQN

‘Ovouoa kot 61e06vven Tov TOPUCKELACTH TOL £ival LTEVHLVOC Y10 TNV ATOOEGUELCT] TV TOPTIOWY

Bracco Imaging SpA

Via Ribes 5, Bioindustry Park
Colleretto Giacosa — 10010 (TO)
Italy

B. OPOI'H IEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokeuTikd TPOIOV Yo TO OTTOT0 OmoLTEITAL TEPLOPIGUEVT 1oTPIKT cuvTayn (PA. mapdptnua I:
[epiAnym Tov Xopaktnpiotikev tov [Ipoidvtog, mapdypapog 4.2).

I AAAOI OPOI KAI AITAITHZEIX THX AAEIAX KYKAO®OPIAX
o Ex0éoe1g TEp1od1Kig mapakorovOnons TS AoPAAELNG

O Kdaroyog Adetog Kukhopopiag O katabétel ekfeceic meplodikng mapakorlovbnong me
ACQAAELNG Y10 TO €V AOY® TTPOIOV GOUP®VA LE TIG OTALTHGELS TOV 0piLoVTaLl GTOV KOTAAOYO LE
TIg Nuepounvieg avapopdc ™¢ Evoonc (katdhoyog EURD) mov mapatietor oto apbpo 107y
apdypoaeog 7 tng odnylag 2001/83/EK ko £xel dnpocievnhel 6TV evpOTOIKT SIKTLOKT TOAT
Y10 TO QOAPLLOKCL.

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEXMATIKH
XPHZIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéoro Awayeiprong Kivovvoo (XAK)

O Kdroyog Adelag Kvkhogpopiag Oa die&aydyet Tig amortodpeveg opactnploTnTes Kot
TOPEUPAGELS PUPIOKOETOYPVTVIONG OGS Tapovctdovtal 6to cupenvniéy XAK wov
mapovctdletar otny evotnta 1.8.2 g doelog KukAopopiog Kol 0olecdNTOTE ETAKOAOVOES
gykekpiuéves avabempnoeig tov TAK.

‘Eva emucaporompévo XAK Oa wpémnel va katotedel:

. petd and aitnuo tov Evponaikod opyovicpod Gappdxmy,

o OTOTEONTTOTE TPOTOTOIEITOL TO GUGTNILO SLOYEIPIOTG KIVOVVOD, EIOIKA MG OTOTEAEG U ANYNG
VEOV TANPOQOPLDOV TTOV LITOPOVV VA ETLPEPOVY CTLLOVTIKT] GAAOYT 0TI 0X£0T] 0QPELOVE-KIVOVVOL
N ©G OTOTEAES A TNG EMITEVLENG EVOC GNUAVTIKOD 0POGTILOL (POPUOKOETOYPOTVIOT| 1)
glaytotomoinom Kivdvvov).

Edv n vopoin pag EIIA kot 1 emkapomoinor tov ZAK cvumnintovv, dhvator va Kotatedodv
TOVTOYPOVO.
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ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA KAI
XTH XTOIXEIQAH XYXKEYAXIA

Emtepiki) ovokevooio

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

SonoVue 8 pikpdAtrtpa/mL k6vig Kot StaADTNG Yo EVEGIUT O1UGTOP.
eEapBoprovyo Oeio

‘ 2. XYNOEXH XE APAXTIKH (EX) OYXIA (EY)

Kdabe mL dwocmopdc mepiéyet 8 uL. eEapboprovyov Beiov 6g pikpoPLGAAideg TOV 1G0dVVAETL LE
45 pkpoypappapio

3. KATAAOI'OX TQN EKAOXQN

[ToAvarBvievoyivkdin 4000, SioTtEapikny POCEATIOVAOYOAIVY, SUTOAUNTIKT] POOPATIOVAOYAVKEPOAT-
dhag vatpiov , maAutikod o&0. AlwAdtng: yroplodyo vatpio 9 mg/ml.

4, GOAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

1 @loAidio KOvemg
1 mpoyepouévn copryya Le S1aADTN
1 obotnua petapopdg

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

EvdopiéBia 1 evéokvoTikn yprion
AwBdote 10 PUALO 0NV TPV TN ¥PNoN
ATOKAEIOTIKA Y10 €QATOE Yp1ioM

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI E OEXH, THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na pvrdooetal o€ Béon v omoia dev fAEmOVY Kot dev Tpoceyyilovv Ta Todid.

‘ 7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

‘ 8. HMEPOMHNIA AHEHX

AfQen:
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9. EIAIKEX XYNOHKEX AIATHPHXHX

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®PAPMAKEYTIKQN I[TPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXZH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Bracco International B.V.,
Strawinskylaan 3051,

NL - 1077 ZX Amsterdam,
OX\avdio

12.  APIOMOZ(OI) AAEIAX KYKAO®OPIAX

EU/1/01/177/002

13. APIOMOZX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TMAHPO®OPIEX XE BRAILLE

H aurtiodoynon yio. vo, unv oopmepiingBet n ypopn Braille eivou amodexty.
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

SonoVue 8 pkpoéitpa/ml KOVIG Yio EVESIUN d1AGTOPA.
e€apBoplotyo Beilo

‘ 2. TPOIIOX XOPHI'HXHX

EvdopAéPia 1 evookvoTikn ypron.

‘ 3. HMEPOMHNIA AHEZHX

Angn:

‘ 4. APIOMOZX ITAPTIAAX

TToaptida:

‘ 5. HEPIEXOMENO KATA BAPOX, KAT' OI'KO 'H KATA MONAAA

25 mg kovig

| 6.  AAAA TTOIXEIA
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHTHZHZ

AdAopa yio vécelg yhmplovyov vatpiov 9 mg/ml
Awdong v SonoVue

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

AfQen:

‘ 4, APIOMOZX ITAPTIAAX

TTaptida:

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

5ml

6. AAAA ETOIXEIA
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B. ®YAAO OAHI'TQN XPHXHX
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@viro ooy ypiong: IIinpoeopics yia Tov ac0eviy

SonoVue, 8 pul/ml, k6vig kKan S1eAVTIG Yo EVESIUT OLUGTOPE
E&apBoprovyo Beio

AP aOTE TPOGEKTIKA OLOKAN PO TO PUAAO 00N YLDV Yp1ioNGS TPV 6ag yopnyndel avtd To
PaPROKO, O1OTL TEPLAAUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

DurdEte avTo TO EOALO 0dNYIBV Yprione. Towg xpelaotel va to dofdcete Eavda.

Edv éyete mepartépm amopieg, pOTNOTE TOV YLOTPO 1) TOV PUPLOKOTOLO GOC.

H ocvvtayn yio avtd 1o eapuako yopnynonke amokAeloTikd ylo coc. Agv TpENEL Vo, OMGETE TO
@AapuaKo o€ GAALovc. Mmopel va Tovg TPOKAAEGEL PAAPT], OO0 KO OTOV TO GUUTTOUOTO TNG
acBévelog Toug givart 1d1o Le T O1KA GOC.

Edv mapotnpioete Kamoto ovemBountn evEpyeLa, EVILEPDOOTE TOV YLOTPO 1) TOV PAPLLOKOTOLO
cag. Avtd oyvel Yo ka0 mbovn avemBOUNTN EVEPYELD TOV OEV OVOPEPETOL GTO TAPOV PUAAO
oonydv ypnone. Bhéne mapdypapo 4.

T wePLEYEL TO TAPOV QUAAO 001 YLIOV

S N

1.

T etvan to SonoVue kot wota ivot ) yp1omn Tov

T péner va yvopilete mpv cag yopnyndel to SonoVue
IIog yopmyeiton o SonoVue

ITBavég avemBOUNTEG EVEPYELEC

IIog va puAdocete to SonoVue

[Tepreyduevo g ovokevasiog Kot AOEG TANpopopieg

Th gival To SONoVUe kau ora, givan 1) P11 TOL

To SonoVue mpoopiletar povo yio S1oyvecTIKN ¥PIo.

To SonoVue givar évag oxoypagikdg TopdyovTag Yo, TNV VIEPNYOYPLPin 0 0T0i0g TEPLEXEL
LUIKPOGKOTIKES PUOAAIDEG YEUATEG Le €va aépto mov ovopaletal eapBoprovyo Oeio.

2tovg evijiikeg o SonoVue Ponbdiet oty eMiTELEN CAPESTEPMV VIEPTYOYPUPIKDV ATEIKOVIGEDV TNG
KopOLIC, TOV AUOPOPOV ayYEI®V 1)/KOL 1I0TAOV TOL NTOTOS KOl TOV LOGTOD.

To SonoVue Bon0d otnv enitevén GoQEGTEPOV UMEIKOVIGEDY TOL OVPOTOTIKOD GUGTHUATOS GTA,
OO,

2.

T péner va yvopilete mpv oag yopnyndsei To SonoVue

Mn ypnorpomounoete To SonoVue:

Xe mepintwon adiepyiag oto eEapBoprovyo Beio N o omolodNToTE GALO OO TOL GLGTATIKA
ovTo0 TOL POPLEKOL (AvaEEPOVTAL GTNV TaPAYPAUPO 6).

Edv cog &yovv met 011 £xete 0e€1d TPog aploTepd SaPUYN TNG KOPIIAG.

Eav éyete coPapr mvevpovikn vréptaon (nigon mvevpovikng aptnpiog > 90 mmHg).

Edv éxete un eheyyouevn véptoon.

Edv £xete 60vOpopo avamvenoTikig dvoyépetag evniikov (o foptd wdonon mov
yapaktnpiletor and EKTETAUEVT GAEYUOVH GTOVG TVEDUOVEG).

Eav cog éyovv el va unv maipvete dobutamine (pdppako mov dieyeipet Tnv kopdid) Adym g
cofopng KapdlOKNIG VOGOV GOG.
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IIpogidomon)6ElS Kol TPOPUAGEELS

Evnuepdote tov yotpd cog edv glyote Katd Tig TElevTaieg 2 NUEPEG:

- ouyvn Kaun emavaiappovopevn otndayyn 1 Oopokikd dlyog, Wiaitepa ebv £YETE 1GTOPIKO
Kapdlondeiog,

- TPOGPATEC OAALAYEG OTO NAEKTPOKAPILOYPEPT LA

Yv{ntnote pe ov yurpd cog Tpv oag xopnyndel to SonoVue, dv:

- glyate TPOGPOTO EUPPAYLLOL TOL LLOKOPSToV 1 VITOPANONKATE TPOCEUTO GE YELPOVPYIKN
EMEUPOOT OTIC OTEQAVIOIEG OPTNPIEG,

- mhoyete amd otnddyyn N Bopakikd dhyoc 1 cofapn Kapdlokn vOco,

- VIOEEPETE OO Pupléc droTapayic Kapdtakod puouo,

- 1 KOPOloKY Gog VOoog ETOEVDONKE TPOGPATAL,

- éyete ofeio AeypOVI TOV KOpSLako yrtdva (vookapditida),

- éxete TeXvNTEG ParPidec Kapdldg,

- éxete ofeia yevikn eAeypovn | Aoipumén,

- €XeTE YVAOGTO TPOPAN LA TNKTIKOTNTOG TOVL OULOTOG,

- éxete Paplég vePpIkeg | NIATIKEG VOGOUG,

Edv 10 SonoVue cag yopnyeiton poali pe éva eappako, doknaon 1 cuokevn mov dieyeipet v Kapoid,
TPOKEEVOL VO ATEIKOVIGTEL 1 KAPSLd GO VIO KATOTOVNOT|, 1) KAPSLOKY| GOG dpacTnptoTnTa, 1
apTNPLKN 600G TiEoT Kot 0 Kapdlokdc cog puouog o mapakoiovbovvrat.

To SonoVue nepiéyer macrogol, éva cuatatikd mov ovopdletar eniong toAvatduievoylvukoin (PEG).
"Exovv avaeepbel tepintddoetg coPapdv aArepyikdv avtidpdoewv. Mmopel va vrdpyet avénuévog
kivduvog cofapmv avidpdocemv o€ acbeveic pe mponyoduevn (-g) aAlepyikn (-£¢) avtidpaon
(avtidpboeig) oty PEG. Evnuepdote o yiatpd oag €hv £lyote mponyodueveG GAAEPYIKES OVTIOPACELS
o€ mpoiovta mov mepiéyovv PEG.

Amatteiton otev 1Tpiki mopakolovdnon yio tovidyiotov 30 Aemtd petd ) xoprynomn tov SonoVue
MOTE VO, EAEYYETAL O KIVOUVOC GOPUpPDY OALEPYIKMDY OVTIOPACEDV.

oword kon £pnpor

e aobeveig nhkiog kKato Tov 18 etdv 1o SonoVue propei v, xpnoiponon el povo yio
VIEPTXOYPAPIO TOL OVPOTONTIKOV GUGTHLLOTOG,

Allo @appoxa ko SonoVue

Evnuepdote tov yuatpd cog, dv maipvete, Exete mpdopata mdpel | uropel va mdpete GAAa gappoKo.
Edikotepa, evnuep®OTE TOV Y10TPO GOGC, EGV TaIPVETE B-0mOKAEIOTEG (PAPUOKO Y10 TV KOPILHKN
VOGO KoL TNV VTEPTACN 1 Y10l TO YAAOK®OUO GE LOPPY] 0OPOUAUKADV GTOYOV®V).

Kvonon kot Onhaopog

Edv eiote éyxvog 1 Onidlete, vouilete 0tL umopel va giote £yKvog 1 oyed18LETE VO ATOKTICETE T,
{ntote v GVUPOVAN TOL YITPOL GOG TPV Gag XopNYNOEl aVTO TO PAPLLOKO.

Agv glval yvootd €dv to SonoVue tepvd 610 UnTpiko ydio.

Q610060, TPENEL VO CTOLATHCETE TO ONAUCUO Y100 SVO e TPELG DPEG LETA TNV €EETACT OAG LE
VITEPT(OVE.

Oonynon ko yEPGROS pNyavnpdTmv

To SonoVue dev emnpedlel TNy KAVOTNTO 0ONYNONG 1 YELPICUOV UNYOVILATOV.

To SonoVue mepréyel vaTpro

AV 10 PaPROKELTIKO TPOidY TTEPLEXEL AydTepo amd 1 mmol vatpiov (23 mg) avd d6om, dnA.
21



0VLGLOOTIKA Efvatl «EAeVBEPO VaTpiov».

3. g yopnyeitan To SonoVue

To SonoVue cdc yopnyeiton omd yrorpoie 1 enayyehpatieg vyeiog mov Exovv gumepio 6€ avtd TO
€ldog e&étaomg.

IMa to vaepnoypaPN L KOPILAg 1 ALLOPOP®VY ayYelmV Kol / 1] IGTMOV TOV NTOTOG KLl TOV LUGTOD GE
EVNAIKEC: 1 060N TTov TTPEMEL va yopnyn el oe o pAEPa Bo vIToAOYIoTEL AVALOYA [LE TO HEPOG TOL
ohpatdc oag mov eEetdletat. H ouviotodpevn d6on givan 2 1) 2,4 ml avd acbevr). H d6om avt) pmopsei
vo emavolnedei, eav yperaletol, £og to 4,8 ml.

I"o 1o vIEPNXOYPAPTLE TOV OVPOTONTIKOV GUGTNUATOG GE TAdLA, 1] GLVICTAOMEVN dOom glvar 1 mL
avd acbevi mov Ba yopnynOel oty ovVPOdOYO KGN ¢ EENG:

Metd v K€veoT g 0VpoddyoL KHGTNGE, £V OAATODYO SLAAV UM EICAYETOL GTNV KVOTN UEG® EVOG
Aentov cwAnva. X1 cvvEyela, To SonoVue Ba yopnynOel pécm tov Aemtod coinva Kot O
aKOAOLONGEL 1 YOPNYNGT PLGIOAOYIKOD OPOV MOTE VA YEUIGEL 1] 0VP0dOY0¢ KOGTN. H mAnpwon kain
KEVOOT] TNG 0VPOOGYOV KVGTNG UE OAOTOVYO OLAALE, Topel Vo emavaAn@Oel av ypelacTel.

Edv éyete coPapn mvevpovikn 1 kapdiokn mddnon Ba Ppickeote vwd otev) 10TpikY| ENIPAEYT KATA TN
duapkela g £veong tov SonoVue kat yio TovAdyiotov 30 Aentd HeTd omd avTiy.

Edv oag yopnyn0si peyarvtepn 660om SonoVue amd TV KavoviKi

Agyv givarl mBavo to evoeyouevo vrepdocoroyiag, kabmg to SonoVue yopnyeital omd yatpd. Xe
TEPITTOON LITEPSOGOAOYING, O Y1TPOG Ot TPOYWPNGEL OTIG AMUPAITNTEG EVEPYELES.

4, MBavég avemBOunTeg evépysereg

Onwg 6ha To pAppOKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEG, OV
Kot 6gv Tapovoldlovral 6 GAOVG TOVE AVOPOTOLG,.

Ot meplocotepeg avemBounteg evépyeteg Tov SonoVue eival ondvieg Kot dev givarl cvvibwg coPapéc.
Qo16060, peptkoi acbeveic umopei v, ekdNAdcovy coPapég avembBountec ko Thavov va amorteiton
Oepaneia.

Evnuepacte Gueca tov ylotpd oag, 0v mopatnpnoete Koo amd Tig avemBOunTes evépyetes —

umopel va ypelaoteite wtpikn Oepameio:

- oildnua ToLV TPOGAOTOL, TV YEIAMDV, TOV GTOUATOG 1| TOL PAPLYYO Ta OOl PUTOPEL VoL
KOTOGTOOVY OUGKOAN TNV KATATOGN 1 TNV avomvor: depratikd eEdvinua- kvidmon -tpnéipo
TAOV XEPLDV, TOSIDV 1] TOV AGTPUYAIAWDV.

Ot akdhovBec avemBOuNTES eVEPYELEg Exovy avapepbel e To SonoVUue:

‘O ovyvég avemOBopnTeg evépyeleg (evogyeton va emnpedoovy £og kot 1 ota 100 dtopa):

- Kepaiaryia,

- Apmdia,

- ZaAn,

- AALoiwon yevong,

- EpvOpdra,

- Avcpopia oto otrfoc,

- AloOnuo acBévelag (vavtia),

- Kotmaxo diyog,

- deppotikd eEavonua,

- AiobOnon Beppov,

- Tomikéc avTdpaoelc 6To onueio g éveong 0nmg: TOvog 1 wia, acvvhiotn aicOnon cto onueio
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™g €veong,

Yrdvieg (evoéyeton va emnpedoovy £mg kat 1 ata 1.000 droua):

- ®oAn 6paon,

- Meimon g apTnploknig Tieong,

- Kvnoudg

- Oocpuaiyia

- I'evikevpévog movoe,

- IT6vog oo o1fog,

- Koénwon,

- Yofapn kot Aryotepo coPapn aArepyikn aviidpaor (copmeptlopfavopévng g epudpdtnrag
TOV OEPUATOC, LEIMONG TOV KOPILakoD puOuov, HeEimong TN apTnplakng Tieonc, dSVemvolag,
OTMAELOG GUVEIONONG, KOPOLOKNG / KOPI10-0VOTVEVCTIKTG OVOKOTNG N Tlo Papildg avtidopaong
e duokolieg oTnV avomvon kot COAn).

Mn YVOGTEG (1 cvyvoTNTO 0V Umopet vo, ektiun0el pe Baon ta dbéoua dedouéva):
[16vog 6710 6THH0G OV AVTAVAKAG GTOV AVYEVA 1] GTO OPLETEPO XEPL, TOV UTOPEL VOL ATOTEAEL
évdel&n piag duvntikd cofapng aAlepyikng avtidpacng wov ovopdletal cuvopopo Kounis

- AwoBopia,

- Y& OPICUEVEG TEPIMTACELS OALEPYIKAOV OVTIOPAGE®V, G€ acOeVElg Le VOGO TmV ayyeimv Tng
Kapdlig, avapépOnke eAletyn Tapoyns o&uydvou otny Kopold 1| KOpOLoKr ovaKOoT.

- -Euetog

Ava@opd avemOOunTOV gvEpyELOV

Edv mapotnpioete Kamota ovemiBuunTn eVEPYELD, EVILEPDOGTE TOV Y1ATPO 1) TOV PUPLOKOTOLO GOG.
Av16 1oyvet Kat yio ke oy avemiBounTn evépyELa TOV EV AVAPEPETAL GTO TAPOV PVAAO 0N YDV
ypnons. Mmopeite, emiong, vo avapépete avemBounteg evépyeleg anevbeiag, HEcw Tov eBvikoD
GLOTNLOTOG OVOPOPAS BvVaPOpPds TTov avaypdeeTor 6to Iapdptmua V. Méocw g avapopdc
OvVEMBOLUNTOV EVEPYEIDV UTOPEITE VO fonONCETE TN GLALOYT TEPLCTOTEPMVY TANPOPOPLOV CYETIKA
LE TNV 0CQAAELN TOV TOPOVTOG PUPILAKOV.

5. IIog va pvridocete To SonoVue

To @dppoako avtd TPETEL VO, PUAACGETOL GE PEPT TTOL OeV TO PAETOLY Kot dev TO POEvOoLY Ta TaLdIdL.
Na pn ¥pnoLomoteite avTd T0 APIOKO HETE TNV NUEPOUNVIa AENG TTOL AVOPEPETOL GTNV
emonuavon. H nuepounvia Anéng eivar n tedevtoio nUéPO TOL UAVO TOL OVOPEPETOL EKEL.

Agv vtapyovv €1d1kéEG 0dMYieg datpnong Yo 70 TPoidv avTo.

To SonoVue mpénel va oag yopnyeitotl péca og €1 MPEG LETA TNV AVOCVGTOOT).

6. Mepreybpevo TS 6VEKEVLAGIOS KO LOUTES TANPOPOPIES

T Tepréyel To SonoVue

- H dpaoctikn ovoia givar e€apBoprovyo Beio oe HopPn UKPOPUGAAMIWV.

- Ta dAlo ovotatikd sivar: macrogol 4000, distearoylphosphatidylcholine,
dipalmitoylphosphatidylglycerol sodium, palmitic acid.

H yvédvn odpryya mepiéyet sodium chloride 9 mg/ml (0.9%) dweddpatog yo evécers.

Ep@davion tov SonoVue kot TepleyoeEvo TG GVOKEVAGIag

To SonoVue givan éva cvotnpa Tov Teptlapfavel £va yodAtvo eloiidilo To onoio mepéyel Aevkn KOVL,
L0 YOAALYT] GUPLYYO 1] OTTOL0L TTEPLEYEL TO SLOAVTY KOl VO GOGTNUOL LETAPOPAS.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Katoyog aog10g Kokho@opiog Ko TOPUCKEVAGTIG

Kéroyog aocrog kuokrogopiag
Bracco International B.V.
Strawinskylaan 3051

NL - 1077 ZX Amsterdam
OMoavdia

MMopaockevaotic

Bracco Imaging S.p.A

Via Ribes 5, Bioindustry Park
Colleretto Giacosa - 10010 (TO)

Itaiio
To wapdv @UAA0 00N YOV Yp1ioNS avaOe®P1)ONKE Y10 TEAEVTUIO POPE GTIS
Alhgg TYEG TANPOPOPLAV

Aentouepeic TANPoQopies Y10 TO APLOKO aVTO gival dtaféciuec 6Tov IKTLOKO TOTO ToV Evpmmaikod
Opyavicpov Papudkmv: http://www.ema.europa.eu.

O Tinpo@opicc mov akorovBovV amevOivovTal povo o€ erayyelpatieg vysiog:

Edv to SonoVue dev ypnoiponomel apécmg PeTd TV ovacHoTaoT, 1 S100TOPA TPETEL Vo ovaktvnOel
Eava TPV TN Ay TNG LE GOPLYYOL.

To mpoidv mpoopiletar yio pio povo e&étaon. Kabe aypnoiponointo vypd mov mopopével petd to
TEAOG TNG €EETOONG TTPETEL VOL ATOPPITTETAL.

Oodnyies avacvotaong:
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v1.0-08/2000 *BRG 2000

Evoote 10 éuPoro e Tn ouplyya TEPIGTPEPOVTAS TO UE TI POPA TOV SEIKTMV TOL POAOYLOV.
Avoi&te to blister Tov Mini-Spike 6/8 kot aQalpE£GTE TO TAOO TOL AKPOL TG GVPLYYOC.
Avoi&te TO IO TOV GUGTALOTOG LETUPOPES KOl EVAGTE T GUPLYYA LLE TO CUGTNLO, LETAPOPES
Bddvovtdg Tt pe T opa TV SEKTAOV TOL POALOYIOV.

AQa1péoTe TO TANGTIKO TPOGTATEVTIKO dioKO Ao To PloAidio. [lepdote 10 Proidio péca oto
SLOPOVEG KAAD L0 TOV GUGTAUOTOG LETAPOPAS KOl TESTE 1oYLPA Yo va. KAEWBWOEL T0 PlaAidio
ot Béom tov.

Ade1doTe TO TEPLEYOUEVO TNG CVPLYYOS PECH GTO Prodidto, méECovtag To Eufolo.

Avoxivnote évtova yia 20 dgvtepoienta yia vo, avoty0ohv Oha Ta TEPLEYOUEVH TOV PLOALSI0L
(dote vo. dnuiovpyndei éva Aevkd YOAaKTHOOEG OUOLOYEVEC VYPO).

AVTIGTPEYTE TO GUGTNLO KO TPOGEKTIKA avappopnote To SonoVue Héca ot cOpLyya.
EePdmote TN ovpryyo amd T0 CUGTNO LETAPOPES.

Metd v avacvoetaon, To SonoVue gival o OLOl0YEVIC, AEVKT, YOAOKTOING S100TOPA.

Noa unv ypnoiponoteital v to vypd givar SlowYEC Kaun To 6TEPER LEPN TOL AVOPIALOV gival OpaTd
670 ddAvua.

H daonopd SonoVue Ba npémet va yopnynOel evidg £E1 wpdv amd TV TOPAGKELT TNG.

Mnv metdite eappaKoa 6to vepd g amoyétevonc. Potote tov gapprokomold Gog yio 10 g vo
TETAEETE TOL PAPLLOKA TTOV OEV YpNoLomoteite ma. Avtd ta pétpa Ba fondncovy 6ty Tpoctacio Tov
nepPdiiovrog.
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