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$onoVue 8 qierolitri/nl pulbcrc gi solvoht pctrtrr dispcrsic injoctabilfi
(hexsfluoruri do sull)l informetli revlzuite privinal siguranfa

lngdicqmsntulul - punctole Contratndtcatii gi Atenfionlrl gi precaufii
specialo peltru uff lizare

$timatc profeslonist din domenlul slflItatiif

Componie Ewopharma, ln numclc dotinfitonrlui autorizatiei de puoere pe piafl
compania Bracco IntemEtional BV, doregte sE vl lnforrnese ou privhc la
umrltoarele aspeote privind utilizaroa ln condtii de sigur.aflg a medicsmenfului
SonoVuo:

Razumat:

r S-au raportnt cnanri rarg dar sovcre, urcori cLiar letale, de aritmio
h pacionfii cu iustabilltqto cqldiovtsculnrtrr apBrutii ln cursul
proccdurji dc ccocardiografie do stres cfectuate cu medicnmentul
SonoVue ln asocicro cu dobutttuind.

r Prin urmsrq mcdicstrrotrhrl SoEoVue nu trebuie utilizat ln
conblnlfo cu dobutamim lr pecienfi cu efecfiud care cugoroazl
prcucntfi irsbbilitfiii cardiovaseulare (de oxemplut slndrom
coronarlan acut roccnt sau boal[ clrdhcd iscLcmtcfi instabiltr clinis,
la carc administrarca dobutnmlaci cstc contraindictttr),

. A fost elirnilaH contreindica$a de adrrrinistr:are a raedicahontulul
SonoVue In pacienfii cu lnstabilibte cardlovasculari, Cu toatc
accstea, cand cste admlnistrat singur.la pocicnfi cu iustabllltntc
cardiovesculard, mcilicamentul SonoVuc trcbuis utilizct cu extremfl
precaufle pi numd dupi o atcl$ gvdulro ! rapotrulul ilsc/boncfictu;
trebuie cfectuattr o molitoriztro atatrltr a somil0lor vitale \ timpul
administrddl gi dupl acoca, doo{roco h acegti pacierli reacfiile de tip
alergic gi/gau rcacfiilc varodilatatoarc pot conducc la aplri3in unor
sltuapt carc Fun ln pqricol vittc"

PrezenJa comuuisaro este hansmisl de comun acord cu Agenfla Eu{opca$ !
' {cdicarnennrlui (Europern Medicirtss Agcnoy . EtvIA) gl Ageutia National[ a

Medicamentului qi a Dispozitivelor Medicale (AI'{I'fDI\4),
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Intonnllt wpltmentan'

ln Uniunsa EuropoanS, rnqdicmontul Sonovuq e$ts autorizot poosu urnAt{l Elo bdicaj'ri
terapcudco;

r scoHrdlogrqlic, m rubston$ dc con(rgst tnngpulmon$r$ pgntru ccocerdiogr*fio, h
pBclqnill cu diognostic stsblllt $uu surFcctat do afco$unc cardlovascuhr!, poffiu I
asigurn opaeificrra oamorclof oardiacc Ai lmbunAtlfre! .dolinitlrii endocardului
vcnsicululul 6l$ngi

. cx trcnul Dopplcr nl vuclor mari, pentu cro$terao aoufatoFl In dctcoHfoe seu
oxcludetea dnornrliilor h nivelut stcrelor oarcbralo, ol cgrotidolor cxtcfitc, prccurn gi

la nivclul ortcrtlor pcriforicc;
r cx.tmcnul DoDpler ll vuclor rnici, pentru irnbun[tEtirea imnginilor plfinuto privind

vetpulirizslis ds la nivclsl leziunilor namarc 9i hcpaulcc in cursul ccognflcl Dopplor,
pornllttrd !$rf6l o nai buni orlcterizarc a lcziunilon

Ia paoicntii cu instabilitare cardiovascularl la care q.a cfechrst ecosardiografie dc slrss cu
dobutamin[ in asoci*c cu mcdlcamontul Sonovuc, s.au tlFoftat c,lurl nrc, dor scvcrc,
uneori letllc, de aritnic (ariunlc vcntrlcular!, stop oardiorcsphatof gi brEdicardio sevcrd).

,dvtnd tn vcdcro utilizarc! ftqcvenE a dobutaminel un rBant inotop pozitiv, lq cadrul

Uniunea Europea:ri au deois s[ dmga o conuaindicafic privitoarr la utilizarea aecstci
asoeieri lo pacicn$i cu afcqiunl carc sugorcla[ pruzinta Instabllltqii cadiove6ul$0,

fn plus, po baar datclor din litcratura de spocialihro gl dtu ctpcricnla clinie5n contraindlcalia
c".{isEn6 rcfcrltoarc la pacicnlii cu ,rigdrom corouarirn acut trccnt rau cu boall cardiag!.
ischonict clinic instabila a fost climinatE gi inlocuit! cu o rtcn enaro tFooisl[ privfuid
utilizarca. Informatiilc pc baza ciron s'o luat accaslA dcclzlc provln dlntr-un studlu
retosFestiv non-intelenfional dc sigural$ (BRl-132)r carc a invostigrt rata rno&llt[1ll la
prcienlii htemali (ln aceeql zi ou sfeqtulrua procodurii dc ccogrdiogralic slu tn aiua
calcndaristicl urmltodrc) gi rcaclillo rdvcrsc grrvs lnrcgistratc In un nunfu dc 757 da
paoicnll ?n starc critic!, la caro s-a cfectua! ecocardiografio cu 6dmini$ red medicamentului
SonoYue, comparativ cu 3,087 prcionii lh cur i.. rfcoolt lsocadlognfic ftrd utilizarea
unui agcnt dc conqasq constatindu-s! llpsa uncl difercnlo semnilicativc inre cale doui
grupuri.

Cu toate acestca, cind 6sto adrnlnlsFat glngur ln $agt qontcxq, mcdicahcntrl Sonovua
trebuio fololir cq axtranl prccrut'o gl nurnd duptr o ltcntii cvrlusrc ! raportulul
rfuc/benotciu; hcbuie cfccfut! o nonltoriznrc ntcnti l rcmnclor vihlc il timpul
rilministrllrii yi dupfi nccca (consululi ader{s).

$c vr claborr ii ofcri o vgrulunc rctusliatt a matcddulul cduc4lonal pcnuu profcsionlgtil
' din domcnlul s{nEt[!ii, crrs vn roflccta acccts moditiclri gi cars va conlino o listd do control

i privlnd bolilc csrdiaca gi co.mo$iditi$le, in vederea unei rapodiri corcspunriltoaro.
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Apsl h raportued dF ruoq/tt advuse

EsrE iErportant s[ rapo n]l tparilh orlolror reaqii adv*rc Suspcotrtt, qsooiir0 6u
admlnlsrucr tncdiosmcntului SqnoVuq cntrE Agorlia National[ 6 Msdic$mentului ti a
Dispozitivclor Mcdicalq ir oonformitatc cu ststcilrui natloid dc tlportfic sponbnl, irin
intofintdiltl #i$ci pdnfu rdportarEa spontonfl a mac]iilor sdvcrso lr modicarncmelditponibill
po psgini wob r Agcn$ci Nalionale a Modiqtmfitului gi c Dispozitivolor Mcdicalc
(vrww-annr-ro), la secgiunea Mcdlcamcnto do w urnanrRaportcul o rctrcda advcrstr Aseasb.
ponc fI bart$tris! cits Agontla Nr;ionrlfi [ Medlcmetrtului $ a Disporitivrlor Mediosls
prin po9t4 prin fax sau c-malh

Ccutrul Nn$onal dc tr'ermrsovigitcntj[ :

Str. Avlaror S[dtescu, Nr. 48,
Scotor l, Buourtgti, 011478-Jr,O
Roninh
Telr + 4 0757 117 259
Far:+40213 163497
Emalh rdr@anm,ro

Totoda$ rcaotllle adverse suspEctrto sc pat rapgrta qi altc compania Ewopharmr AG
Rononla, $proztntanF locdi e dcgin6torului sutcrizltioi Cc'puncrc pa piaF, h urrtitoarrle
date dE contacE

Fmaih phrrnaeovigllance@cwoFhdrmalo
Fllc +4021.202.93J7
Tclcfon: + 4037,420,48.39

Coordanalelc da contad dli ,ctrtercnlartcl laaale a Dqlnttorulul dc tua a$c da pwure
pd pitttd

Dnc[ avcfl tntrob[ri cu privke la lce&tE coqunlcaro lau h udlhrca mcdlca.ucnnrlui
SonoVuo tn condilii dc ciguran!il ti aficacitate' vi nrgim sE contrctati rsprczBnt!$F locrlE a
ogmpanlci Brocco llrcnadond FV, la urqritoarolc dato dc contacb

Ewophrrmr AG Romnnl*
c-mail: pharmacovlgllanac@owopharml.rO
F&x: +4021202.9337
fclcfon: + 4037,420,48,39

Curtimtr,

Albcrto Spinazzl MD

Scnlor Vlcc Frcsidcrt!
Global Madical rnd Rcgulatory Affain
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Rertlmatul ctmetcrfuticllor produruluf, scctiunilq 4,3 9i 41 rovltt|ltot
(trxt nou adeugat fi tcxt transfcat dc lr €onmJndic4ii la Atc4ioairi 4i pnoaulll sgcolalc
pontu utilitirc. cu caractcrc ingrogatc)

l,J Contnindildlii :

Hfutawensibllltato la subnanla(ele) acttvE(e) sau Ia o care dintrc ecipionlii ewmerull Ia

Pct 6,I

SanoTte este confiaindleat Ie paoienll umosarf u mdnd gmturt cudlwc dc tip drcdpa-
sfinge, ltpmcnslwa palnonafi icvctd (prtltiurrea la nivelul mtoel pulmonoa
> 90 nnHg), hipertanriote a ertald ncaonualatd tercIc iE gi la peclantl adultrl eu $n*am
de d1fiefi /1d,fpitdtorlt ddutE

Senopnt tru va I tilllhrt tn asodanE ca dobutanlnt Id pachnlil a cfuor ttttrr cllnlcd
sagdrccz& fursLthrlitfltl catdiavdsculat$la c&al dltsrorc"fllttd cantrdlrt{ledrd dobutarnl e

Deaarcae oigranla gl eJicaciialea Sonovullalaillile grafidc 5l Ia cala can awtadiA nu a

lov ilabtlltd, Sanol/ua nu ne.bule adninistral ln tlmpul sarcinlt sm aldptnrfi (vazi pcL 1,6),

1.1 AtenPoniil gi pracat4li spaaida FEnt arilWd

Iuhnltorlzw€a ateclrceardiogrqficd trcbule alcenafi Ia paclcnllt m s0 eatcw otd eun a
fa,tt lndtcat dh pmct de wderu cllrrln

Trebuie *tbliniat faptul at caodadiogtdtia dc Jtrcsri cere paale simula un apisad hchemic,

!,oaft palEnlial, cre te rheul attlizdrtl Sono?ua, Pfin wnue, daad Sonoyul erte wlllaal ta

acocierc at oEoaadiogrffia de sress, ya,ciaillt trebula sd afuA a qftallaa stabllt, variftcud
prtn abnnla dnerllor rcMcice sau a nodWiillor alsatroaardtlgrSce, tn tlnpul cclor dottd

dle premergitaue

In plus, clearocrdiograna $l monltafia ea ltwlanll sangutne, Iftbule, 4e6tuals h ltnprn
ecocerdlogartal Mbanatdltte cu SorroYa1, ctl JtfBrs tarmacolagic (dc *enplu ctt
dobulanind).

D cfi sc tltd,tdt ddt tinisbarca Sonovut, tqbrtle acorddtl o a tnlie laotabit[ pactanlllot cu
$lntlnnt caronarlnn dctt! rcc.ttl sat boli ca liacc isch:ctttlcc lnstabilc, tnclutiv: kl*cl
mlocailic acw ra in evolalle, anginfi paaoralfr ds repans ril anhrrtld 7 q,lk, agawrca

' semntlicativl a siry)lomdlor caldidcr iil uftitnsls I zilc, lntenealk rcccntd .la nivalul
ah+elor corondra sda alli lactofi carc sagerca4,fi inltdiilitatc clialcfr (tlr gtmPlu

' ilctctlorarca Hcmtfr a alectrdcflrdiog orrtl' a tttv*rxttdlillor dc k borulot saa c0ntca)'
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Insufcfunld aa liacL ccslh imtllidcryA cardlacd 'clasa IIIIIV gu tttlbilrful rcvcre ah
filmulul cardiac, daoarcca, Ia accfti pdctsull, rancglla alrrlgicc ,i/sa rcelilh
vasodilalMaarc po, {elumlnd, qfcctlunl edn Dol pana ln pe col vid1d. Sonovae va ti
admhtslrat aceslci catcgotii tle pncicnli nuaui dttpi tvalua a otdnld a ruponulai
htttotlcMv, urmatll ds o won torwa parhanq d a s4rrrnalor vitalc In ltnpal gl tlupl
admfutigt aedcestat?-

Eshipamcnul da #gc$d il personalal oalificat pentru diltsrs ln wemcnaa silualtt uabulc
r d fte ine d i a t di sp on ib t I e,

Jn cqi apartylet ual rcaciit dtditacttcc, bewhloeantals (lnclustv jtraparutulu n
admlnlrrttre qfialnicE) pot duep ld agr6,aqa eccuala Paelwtll pot sa n t rtrspundd Ia
dwalc uuala de a*nallnd uilhditl ^m tdta snul raacliilor ahryiaa

8e rcoonaadl prudanld cdnd sc a nlnlstraazd SanoVrte la pulenptt at qlaqt rnt pulmanaw
sennlfnallva cllnlc, inclusiv ball pulnonare sonicc obttructite, rwata.

8e reconanitd iinerua pdn'enlulrri tub tuptnaghera nedldald atentd tn tlnpul il aat Wlh
34 ninute dryd adninbtrmea dt Sono7ut

NntdruI pacteililor, caft aufost cr;p,ttl la Saho|lz,d in aad tudiihr allniae, dlott limltat,

tl, Fb unnarq rc reconandt prudenl| cdnd se admlnlsFced mddllenE vl la peelml[ qn

urmitoarcls ofectluni: endolctdlft enuat valve protctlca, htlanallc tliemlc4 acutd $l/sau
sepsis, stdri de caagima hlparaetive gl/sau trombocmbolism rccent ,t ateoltunt ranalc sat
hepailcc in tadll tctmlnale,

SonoTua nu cste ddedrat pcnffu ilrllharc ld iaalrill l)cntilali $i Ia sel at {cclilulzl
aewologlca instabile

ln cail sndiildi Ia antmale, apliezraa substotalor dc cantwt ,*sr6, au daomhal
apa lid Feacli or advercc biologica (dc e$WIu, Iuiunl aalulmc doteltdlc, ruptwl alc
caFllaalor) ptln lnterd\ unc cu fc.f'cicalul de akranmeta. Deii ecette reaclll advcna
blologlcg 4u auf,ost raporlate la om, sa reconandli utllizafta Wyi lndlcc mdcanlc rcdtu,
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