EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH
EMA/505468/2015
EMEA/H/C/002784
)
MepiAnwn EPAR yia To KoIvo \\\5
\~
O
o‘u
lvi )
Zalviso v
. L&
ooupalvtavulin N
O
9
)
To napdv éyypago anoTeAei oUvown TnG Eupwnaikng Anuoaoiag ‘EkBeo @Elo)\éyncnq (EPAR) TOU
Zalviso. Enegnyei Tov Tpono We Tov onoio o Opyaviopog aao)\bynoe\@a@dppam npoToU €ionynBsi Tn
xopnynon adsiag kukAogopiag otnv Eupwnaikn ‘Evwon kai diat €1 OUOTAOEIG OXETIKA HE TOUG OPOUG
XPNonG. Aev anookonei aTnv Napoxr NPAkTIKOV GULBOUA®V oV TPOMO Xprong Tou Zalviso.

Ma NPAKTIKEG MANPOPOPIEG OXETIKA WE TN XPHon Tou Za@? ol acBeveig npénel va cupBouAeUovTal TO
(PUAAO 0dnYIWV XProng nou ouvodeUel To GAPHAKO r']dg ENIKOIVWVOUV LE TOV YIATPO N TOV (pAPHAKONOIO
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Ti €ival To Zalviso kal o€ nmsé‘@splnﬂboslq Xpnoigonolgirai;

To Zalviso gival oniogIdeg (|0xup6,@1uoinovo) TO OMoio XpNOIYOMNOIEITAl YIa TV AVTIMET®MNION TOU NOvVou
o€ eVIAIKEG PETA ano xslpoupxnpsnépﬁaon. Mepiexel TN dPACTIKN 0UCIA COUMAIVTAVUAN.
D)

To Zalviso gival «UBpPISIKO,C Q)pcu(o». AUTO onuaivel OTI gival NapopoIo HE «PAPHAKO ava@opac», To
ornoio nepiéxel Tnv idia OTIKM ouadia aAAd diaTiBeTal og dIaPOpPETIKN Hoppr and To Zalviso. To
Papuako ava(popdq@ Zalviso ovopaletal Sufenta Forte kai diaTiBeTal o€ popPn evédigou dIaAUPATOG,
VW TO Zalviso d €TAI 0 Jop®n unoyAwaaoiwyv diokiwv (d1okia nou diaAlovTadl KATw ano Tn yAwaoaa).

@
Mg xpr\g&'ponmsi'ral TO Zalviso;

To Gs% diaTiBeTal og PopPr unoyAwaooiwyv dIoKiwv Ta onoia nepiéxouv 15 pikpoypaupudpia
gou@aivrtavuAng. Ta diokia npoopilovTal yia Xoprynon HOVO O VOOOKOMEIakd nepIBAAAov Kal
ouvTayoypagouvTal Jovo anod yiaTpo Je guneipia otn Bgpaneia aocbevwv e onioeidn.

O aobevnc, oTav xpeialetal, TonoBeTei Ta diokia Zalviso KaTw and Tn yYAWooa Tou XpNCIHONoInvVTag
€101Kr) OUOKEUT. AQOTOU 0 aoBeving AdaBel £va diokio, N cuoKeur KAgIdwvel yia 20 AenTd. O PEYIOTOG
ap1Buoc d6oewy nou pnopei va AaBel o acBeving evrog piag wpag ival 3. H cuokeur) d1abéTel oUOTNUA
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avayvwpiong To onoio AEITOUPYEl PE ETIKETA Nou MIKOAAATAl OToV avTiXelpa Tou acBevolc Kal NITPENEI
TNV aneAeuBepwon dIoKiwV JOVOV anod Tov CUuyKekpiévo acBevny. Ta diokia NpEnel va aprnvovTal va
dlaAuBoUv kaTw and Tn YAWooa Xwpic va paciouvTal f) va katanivovTal. H Bgpaneia npénel va
ouveyieTal yia d1aoTnHa £wg Kal 72 wpwv.

Ma neploodTEPEG NANPOPOPIEG, avaTpEETe 0TO PUAAD 0dNYIWV XPronG.
Mwg dpa 1o Zalviso;

H dpaaoTikn oucia Tou Zalviso, n cou@aivtavuAn, €ival oniogidéC. ANOTEAEI PO EUPEWC YVWOTN ouadia n
onoia xpnoiyonolgital €dw kal NoAAG Xpovia yia Tov EAeyxo Tou novou. 'OTav o acBevig TonoOeTei £Va
dlokio Zalviso kaTw and Tn yAwooa Tou, NEPOC TNG oouPaivTavUuAnG anoppo@aTdal TaxeEwe aTn R@] ou
aigaTog NECW TWV AIHOPOPWV ayyeiwv Tou aTopaTikoU BAevvoyodvou. KaTt' autov Tov prl‘lOé&l(p(']ppGKO
METAPEPETAI OTOUG UNOJOXEIG TOU EYKEPAAOU Kal TOU VWTIAIOU JUEAOU GTOUG 0noioug ensvepyei n
oou@aivTavuAn yia Tnv avakoU@Iion Tou novou. '<\¥'Q_,

Moia gival Ta opéAn Tou Zalviso cUPPWVA PE TIG HEAETEG; 40\
S

Eneidn To Zalviso €ival uBpidikd yevoonuo @Aapuako, o aitwv, nepa anod Tq&&aéopéva nMou npoekuyav
and TIG EAETEG nMou dievhpynoe o 010G, UNERaAAe dedopéva Tou cpapuc'lt’ avaeopdac.

Se yia Baoikn YeAETN PeTeixav 178 aoBeveic nou sixav unoBAnOei ; ?apoupymr'] €néupaon oTnv
KOIAIQKN XWPA. € AAAN MEAETN UeTeiXav 426 agBeveic nou eix@@noﬁ)\neai O€ XEIPOUPYIKN enéupaaon
OTO YOVATO N OTOV UNPO. Z€ AUPOTEPEC TIG HEAETEG, TO Zal\/«iﬁ@ouprienKs HE EIKOVIKO (pAPHAKO
(eikovikn Bepaneia). O BaoikoOg deIKTNG METPNONG TNG an €0MATIKOTNTAC BACIiOTNKE O KAINaka
METPNONG TNG MEIWONG OTNV £€VTAON TOU NOVOU TWV a@s*ﬁbv KaTa Tn diapkeia 48 wpwv Bepaneiag. ZToug
aoBeveig nou gixav unoBAnbei os enéuBacn oTnv \aKr'] Xwpa, N JEon Peiwaon TNG €vTaong Tou novou
nTav kata 50 Babuouc peyaAuTepn PE TO ZaIvisc'anb 0,TI JE TO €IKOVIKO Ppapuako (106 évavTi 56). ZToug
aoBeveic nou ixav unoBAnBei os enéuPaacn %\(c')vaTo Kal oTOV JNpo, N Meiwon TnG £€vTaong Tou novou
nTav kata 88 Babuouc yeyaAuTepn HE T%@ viso and oO,TI JE TO €IKOVIKO Qapuako (76 évavTi -11).

S& Jia TpiTn Baoikr YEAETN, oTnV on peTeixav 359 aoBeveic nou eixav unoBAnBei os coBapn
XEIPOUPYIKN €NEPBaAcn oTnV KOIAIGKN Xwpd, oTo yovaTo f aTov unpod, To Zalviso ouykpibnke pe
EAEYXOHEVO and Tov acBevr) oUGTANA avakoUPIoNg TOU NOVOU XPNOIMOMNOIGVTAC éva GAAO onIoeIdEC, T
Hop®ivn. Ano Toug 177 GGQ@EIC nou éAaBav Zalviso, o1 139 (79%) a&loAdynoav Tnv avakoU@ior Toug
ano Tov Novo wg sEmpaQQr'] IKavonoIinTikn, €évavTl 118 ano Toug 180 aobeveic (66%) nou éAapav
pop®ivn. {'_O

. N\ . .
Moiol KIV5l(:J®I ouvdsovTal HE TO Zalviso;

&

o] ouva@q avenmBupunTeg evépyeleg Tou Zalviso (evOéXeTal va eUgavioTouv o€ NepioodTepa and 1 oTa
10 ar €ival vauTia (aioBnua adiabeaiacg) kal EPeToc. O1 coBapdTepeC avenBUUNTEG EVEPYEIEG €ival
avamveuaTIKn KaTaoToAn (NpoBAnuaTa oTnv avanvor), n onoia HUNopei evoeXouEVwS va odnynaoel os
navuon TnG avanvonc. To Zalviso dev npénel va xopnyeital oe acBeveic nou ndn avTigeTwnilouv coBapad
avanveuaoTika npoBAnuaTa.

O nARPNG KaTaAoyog TwV aveniBUUNTWV EVEPYEIDOV Kal MEPIOPIOUWY NOU ava@EpBnkav Pe To Zalviso
nepiAapBaveral oto @UAAO odnyi®V Xpnong.

MNa noioug Adyoug eykpiOnke 1o Zalviso;

H Enitponn ®apudkwv yia Avepwnivn Xpnon (CHMP) Tou Opyaviopou €kpive 0TI Ta oPEAN Tou Zalviso
uUnePTEPOUV TWV KIVOUVWY MOU CUVOEOVTAl HE AUTO Kdl €1I0NYNONKE TNV €yKpIon TNG XProng Tou v AOYw
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(apudakou atnv EE. H enitponn €kpive eugpyeTIKA TNV UNapén eninpooBeTnG ENIAOYNG YIA TNV EAEYXOHEVN
ano Tov acBevi avakoU@Ion Tou NOVOU OTO AUEDO HETEYXEIPNTIKO S1A0TNKA, KATA To onoio n €évracn Tou
novou &ival yeyaAuTepn, o€ cuvduaouod 10iwg e To OTI dev anaiTeiTal evOo@AEBIa xopnynon. =€ o,Ti
agopd TNV aoPaAeid, ol aveniBUUNTECG EVEPYEIEG NTAV Ol AVAUEVONEVEG aVeMBUUNTEG EVEPYEIEG TWV
oniogIdwv, ol onoieg BewpnBnkav avTiyeTwniolyeg. MapoAa auTa, eneidn o HETEYXEIPNTIKOG NOVOG
unoxwpei and Povog Tou Pe TNV Napodo Tou Xpdvou, Kabwg kal eneidr) undapxel Kivouvog Biouol oTa
oniogIdn Kai 0 opyaviopog va €xel avaykn ano PeyaAuTepeg SOOEIG, N XPNON TOU GApUAKoU Kal TNG
OUOKEUNG YIa TN XOpnynon Tou NpE&nel va yiveTal anokAEIOTIKA EVTOG VOOOKOMEIaKoU nepIBAAAOVTOC Kal
va unv diapkei napandvw and 72 wpeg.

1
Moia péTpa AapgpavovTral yia TV ac@aAn Kal anoTeEAECHATIKA XpRon T05‘\~
Zalviso; OCU

KaTapTioTnke ox€dio diaxeipiong kKivOUVoU MPOKEIYEVOU va diaopaAioTel 0TI To Zalviso, @%IUOI‘IOIEITGI
HE Tov aopaléaTepo duvaTto Tpono. Baoel Tou axediou autou, oTnv nNepiAnyn Twv {(é'rnpm-ru«ov TOU
NPoioVTOG KAl 0To GUAAO 0dnyIwV Xprnong Tou Zalviso cupnepIAnpOnkav nAnpo %q OXETIKA JE TNV
ao@aAegia Kabwg Kal TIG KATAAANAEC NPpOoPUAAEEIC Nou npenel va AauBavovTal Q:b TOUG ENAYYEANATIEG
TOU TOMEQ TNG UYEIag Kal ToUuG aoBeveic. Q

&

MeploodTePEG NANPoPoOpieg NneEpIAapBavovTal oTnv nNepiAnywn Tou stéi@, 1axeipiong kivéuvou

Aoinég nAnpo@opisg yia 1o Zalviso &OQ

H nAfpng EPAR kai n nepiAnwn Tou oxediou diaxeipiong Kl@\/ou Tou Zalviso diaTiBevTal oTov JIKTUAKO
Tono Tou OpyaviouoU, oTn dielBuvon: ema.europa.eu/ medicine/Human medicines/European
public assessment reports. [a NEPICGOTEPEG n)\npo§6}lsq OXETIKA pE Tn Bepaneia pe To Zalviso,

d1aBAacTe To PUAAO 0dnyI®V Xpnong (cupnepiAay €Tal eniong oTnv EPAR) 1 €NIKOIVWVAOTE HE TOV

y1aTpo i TOV (pApPaAKonolo oac. Q
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http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_-_Risk-management-plan_summary/human/002784/WC500190192.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=/pages/medicines/human/medicines/002784/human_med_001916.jsp
http://www.ema.europa.eu/ema/index.jsp?curl=/pages/medicines/human/medicines/002784/human_med_001916.jsp

	Τι είναι το Zalviso και σε ποιες περιπτώσεις χρησιμοποιείται;
	Πώς χρησιμοποιείται το Zalviso;
	Πώς δρα το Zalviso;
	Ποια είναι τα οφέλη του Zalviso σύμφωνα με τις μελέτες;
	Ποιοι κίνδυνοι συνδέονται με το Zalviso;
	Για ποιους λόγους εγκρίθηκε το Zalviso;
	Ποια μέτρα λαμβάνονται για την ασφαλή και αποτελεσματική χρήση του Zalviso;
	Λοιπές πληροφορίες για το Zalviso



