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MepiAnyn EPAR yia TO KOIVO

Osseor
PAVEAIKO OTPOVTIO

To napov eyypago anoTeAei ouvown Tng Eupwnaikng Anuooiag ‘EkBeong Ao Adynong (EPAR) Tou
Osseor. Enggnyei Tov Tpono pe Tov onoio n Enirponn ®appdakwyv yia AvBpwnivn Xprnon (CHMP)
a&loAoynoe To PApPaAko NpoToU dIaTUNWOEl TN BETIKN TNG YVOUNAAGLTN Xopnynon adeiag kukAogopiag,
Kabwg Kal TIC GUCTACEIG TNG OXETIKA PE TOUG OPOUG XPNOoNG TQUESseor.

Ti gival To Osseor;

To Osseor €ival @ApHAko Nnou nepiEXel Tn dpAcTKn oucia paveAlko aTpdvTio. AlaTiBeTal und Hopoen
(PAKENIOKWY TwV 2 g 0l 0MNoiol NEPIEXOUV KOKKOUG YIa TNV Napackeun nocigou (anod To otoua)
EVAIWPNHATOG.

3£ NOIEG NEPINTWOOEIG XPOIHOoNOIEiTAI TO Osseor;

To Osseor xpnolgonolsital gim)6epaneia coBapng ooteondpwaong (acBéveia nou KabioTa Ta ooTd
elBpaucTa) og PETEPUNVORAUCIAKEG YUVAIKEG Kal o€ AvOpeG, ol onoiol dIAaTPEXOUV AUENHEVO Kivduvo
KaTayhaTtwyv kai deviunepolv va AdBouv Bepaneia ge AAAa eyKeKpIPNEVA PApUAKa KaTtd Tng
00TEONOPWONG. ZFGHETENUNVONAUCIAKEG YUVAIKEG, To Osseor PEIMVEI TOV KiVOUVO TWV KATAYHATWY TNG
onovdUAIKAG orfjANG kai Tou 1oXiou.

To papuake, xopnyeital yovo He 1ATPIKA ouvTayn.
Nwg xpnoiponoigital To Osseor;

H\evap&n Tng Bepansiag npénel va npayuaTonolsital ano yiatpo We neipa orn Bgpansia TG
ooTeondpwaong. Mpiv and Tn cuvTtayoypdgnaon Tou Osseor, NPENEl va YiVETAlI GUVEKTIUNON Tou Kapdiakou
KIVOUVOU YIa TOV €KACTOTE aoBevr], KABWG £xouv NPoKUWEl OpICHEVA OTOIXEIa Nou deiXvouv au&nuevo
Kivouvo kapdiakng NpoaBoAnG pe To Osseor.
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AapBaveral évag pakeAiokog Osseor Wia gopd TNV nuUEPA. To NEPIEXOUEVO TOU (PAKEAIOKOU NpoaoTiBeTal
0€ MOTNPI Kal avapelyvUETal e VEPO YIa TNV NAPACKEUN EVAIWPRKATOG, TO 0MNoio 0 agBevng Nivel aUEoWG
META. To Osseor npénel va AauBaveral TouhaxioTov dUo WpPeG META TN AAWN TPOPNG, YAAAKTOG,
YAAQKTOKOWIK®WV NPOIOVTWY 1N CUMNANPWHATWY aoBeaTiou, KATd NPoTignon Katd Tnv katakAion. To
Osseor nNpoopifeTal yia pakpoxpovia xpnon. O1 acBeveig npenel eniong va AauBavouv cupnAnpwuara
aoBeaTiou f BiITapivng D, epooov dev AapBdavouv enapkeic NnogdTNTeG anod Tn diaTpo@r) TouG.

Mwg dpa 1o Osseor;

H ooTeondpwon gugaviletal 6tav dev avanTUOOETal ENAPKNAG NoodTNTA VEOU oaToU yia va
avTIKaTaoTnoel Ta 00TA Nou ugioTavTal puaikn eBopd. ZTadlakd, Ta ooTa yivovTal AenTa, eU6palora
Kal NEPICOOTEPO ENIPPENN OE KATAYHATA. H ooTeonopwon eugavileTal ouxvoTeEPa O YUVAIKEGRETA TNV
gUunvonauaon, 6Tav PEI®VOVTal Ta €Nineda TwWV oIoTPoYyOVWY (Yuvaikeieg oppOVEG), Ta onaig
oupBaAAouv otn diIaTrPNaon TNG KAANG UyEiag Twv ooTwv. OCTEONOPWON NApaATnPEITal EAIGNG KAl 0TOUG
avdpeg, eEaitiag oTadiaknc anWAEIAg TWV 00TWV AOYW NAIKIAg.

H dpacTikr ouadia nou nepi€xel To Osseor, TO paveAlko OTPOVTIO, eMdpa aTov 7pb6no dnuioupyiag Tou
ooToU. To paveAlko OTPOVTIO, HOAIG (PTACEI OTO EVTEPO, ANOJECHUEVUEI TO OTPOVTIT, TO OMNoio anoppo@aATal
and Ta ooTtd. O punxaviopog dpaong ToU OTPOVTIOU OTNV 00TEONOPWON deY &VAI NANPWC KATAVONTOC,
aAAd €ival yvwoTtd 0TI dieyeipel ToV OXNUATIONO TV 00T®WV Kal NePIopilel Tnv anodounon Touc.

Moieg pHeAETEG eEknovRONnkav yia To Osseor;

To Osseor g€eTdotnke o€ 7 000 NAIKIOUEVEG YUVAIKEG NEPINOY, 0 SUO PEYAAEG HEAETEG. Mepinou To éva
TETAPTO TWV AoBevV NTAv NAIKIAg avw Twv 80 €TwV. STHYV NpWTN MEAETN PeTeixav 1 649 yuvaikeg Pe
00TEONOPWON, 01 0MNoigg gixav AdN unooTel kaTayuarasetn onovOUAIKR oTAAN, Kal aTn deUTepn HEAETN
MeTeixav navw and 5 000 yuvaikeg n ooTeonopw@hyTwv onoiwv ennpéadle Tnv Neploxn Tou IoXiou. €
AUQPOTEPEG TIG HEAETEG, TO Osseor OUYKPIONKE P EIKoVIKO Ppapuako (€Ikovikn Bepaneia) kal o Bacikog
OEIKTNG YETPNONG TNG ANOTEAECUATIKOTNTAC RTGV N PEiwon Tou KIVOUVOU VEOU KATAYHATOG KE TN XPNnon
Tou Osseor. TNV NPwTn HEAETN, 0 JEiKFNGUETPNONG BacioTnNKe OoTOoV ApIBPO TwvV acBevwyv Nou o€
J1A0TNUA TPIWV ETWV UNECTNOAV VEOrGROVOUAIKO KATAyHa Kal, oTn OeUTeEPN HEAETN, OTOV APIBUO TWV
aoBevwyv Nou unéoTnoav VED KATaya oQEINOUEVO OE 0OTEONOPWAN O 0NnolodAMNoTE GAAO ONMEIO EKTOG
TNG onovOUAIKAG OTAANG.

To Osseor ouykpiBnke €niong PE €IKoVikO GAPUAKO Og pia KUpIa PEAETN OoTnV onoia PeTeixav 261
appeveg acbeveic Pe au&nuévo Kivouvo KaTtaypaTog. H HeAETN €E€Tace TIC HETABOAEG OTNV OCTIKN
nukvoTnTa UoTeparaiod €va £€To¢ Bepaneiac.

Moio €ivarTo:oPeAoG Tou Osseor CUHPMVA HE TIG HEAETEG;

>TNV NPWT MEAETN, To Osseor PEIWOE TOV KivOUVO VEWV ONOVOUAIK®OV KATAyYHATwV KaTtd 41% ot
d1doTQpa TPIWV ETWV: To 21% and TiIg 719 yuvaikeg nou €AaBav Osseor gy@avicav véo onovOUAIKO
KARayua €vavTi nocooToU 33% and TIG 723 yuvaikeg nou €AaBav €IKOVIKO pApHaKo.

Fevikd, Ta anoTeAéopaTta Tng deUTeEPNG HEAETNG, eEeTaldPeva Yova Toug, KpiBnkav avenapkn yia Tnv
KATAdeIEN Tou o@EAOUG Tou Osseor aTNV NPOANWN KataydaTtwyv. QoTdoo, eEeTalovrag HOVO TIG YUVAIKEG
NAIKiag 74 €Twv KAl Avw Pe €EalpeTikG aduvapa pnpidaia ooTd, Ta anoTeEAECHATA KATAdEIKVUOUV PEIwON
TOU KIVOUVOU IOXIOKWV KATAYHATWV HE TN Xpnon Tou Osseor.

E€cTalovTac ouvoAlka Ta anoTeAEéopaTa Kal Twv dUo PeAETWV, AIYOTEPEG yuvaikeg and Tnv oudada nou
€\aBe Osseor UNEQTNOAV KATAyNaTa o€ onolodnnoTe AAAO onueio ekTOG TNG ONOVOUAIKAG OTAANG
(nepiAapBavopévwy TwV 10XiwV) o€ oUYKPIoN WE TNV opada nou €AaBe €IKovIKO papuako (331 ano TIg
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3 295 nou €AaBav Osseor €vavTi 389 ano Ti¢ 3 256 nou €AaBav eikovikd pAapuako). Ta anoTeAéopara
auTa dgiXxvVouV HEimon Tou KIVOUVOU KATayHaTwy.

TN UEAETN O APPEVEG AOOEVEIC, N OCTIKN NUKVOTNTA OTO KATW THNAMA TNG ONovOUAIKAG GTAANG
au&nbnke kata 7% UoTepa and éva £rog Bepaneiag oToug acBeveic nou éAaBav Osseor, EvavTi al&nong
1,7% oToug acBeveic nou €AaBav sikovikr Bgpaneia.

Moiol kKivduvol ouvdEovTal HE TO Osseor;

O1 ouxVvOTEPEG avenmBUUNTEG evEPYEIEC Tou Osseor (Napatnpnénkav o€ NepIcoOTEPOUG ano 1 oToug 10
aoBeveic) eival avTidpdaoelg unepeuaiadnaiag (aAAepyia) Tou d€épuatog (epuBnua, eayoupa, Kvidwadnn
€EAvONUA YE KVNONO Kal unoddpio oidnua yvwoTd we ayyeiooidnua) Kai novog oToug HUG, Ta o0Fa-kal
TIG apBpwoeic. O NANPNG KaTdAoyog TwV aveniBUPNTWV EVEPYEI®V NOU avapepbnkav Pe To Osseor
nepiAappaveTal ato UAAO o0dnyI®V XpPnong.

To Osseor dgv NpENEl va XopnyeiTal 0 acBeveic Nou €Xouv UMOOTE 1 ixav unoaTei 670" NapeABov
PAeBIKA BpopBoeuBoAika enelcodia (EMNAOKEG Nou npokaAoUvTal ano Tn dnuioupyia 6pouBwv OTIC
PAEBeG, nx. oTa nddia ) oToug NveUpoveg). To Osseor dev NMpENEl va Xopnyeitdoe atopa nou eival
npoowpIva f YoVidwe akivnTonoinuéva, Onwc KAaTakoITol 1 AToPa Nou avapp@vouv anod XEIpoupyIK
enePpaon.

MNa Tnv eAayioTonoinon Tou KIvOUvou kapdiaknc npodBoAng, To Osseer dev NpENEl va XopnyeiTal og
aoBeveic pe UWNAR apTnpIakn Nieon nou dev eAEYXETAI ENAPKWC(NYOE aoBeveic Nou napouaialouv n
napouciacav pia and Ti¢ akoAoubecg aobéveleg:

e IOXaIgIKn kapdiondbeia (6nwg oTndayyn n kapdiakn weocBoAn),
e MEPIPEPIKN apTnpIakr vooo (ano@pa&n Tng pong woU aigaTog oTIG apTnpieg, ouvnBwg aTa nodia),

e AyYEelaKn eyKePAAIkn vooo (voonuaTta nou Ennpedldouv Ta aigopodpa ayyeia oTov eyKEPAAo, ONWG TO
EYKEPAAIKO £MEITODI0).

O NARpNG KaTaloyog Twv Neplopiouwy (TepiAauBaveTal oto UAAO 0dnyIwV XpRonG.
MNa noioug Adyoug eykpibnke To Osseor;

H CHMP £kpIve OTI Ta 0QEARNTOU Osseor UNEPTEPOUV TWV KIVOUVW®WY NOU GUVOEOVTAl PE AUTO Kal
€10nNynénke Tn xopnynon adeiag KUKAoQopiag yia To €V AOYw PpApuako.

Moia péTpa AaiiBavovTal yia TNV ac@PaAn Kal anoTEAECHATIKRA XPrioON TOU
Osseor;

KaTapTiorQke ox€dio diaxeipiong kKivOUVoU MPOKEIPEVOU va diaopaAioTel 0TI To Osseor XpNOIKONOIEITAl HE
Tov agPaAETTEPO duvVaTo TpOMno. Baoel Tou oxediou auToU, aTnV NEPIANWN TWV XAPAKTNPIOTIKWV TOU
npoeiQVTOC Kal aTo PUAAO 0dnyiwv Xpriong Tou Osseor GUUNEPIANPONKAV NANPOPOPIEC OXETIKA HE TNV
aodaAela, Kabwe Kal Pe TIG KAaTAAANAEG NPoPUAAEEIC nou npénel va AapBavovTal anod Toug enayyeAUaTieg
TOU TOMEA TNG uyeiag Kal and Toug agbeveic.

EninAéov, anooTéAAETal ekNaIdeUTIKO UAIKO OTOUG a0BEVEIG Kal OTOUC ENAYYEAUATIEG TOU TOPEA TNG UYEiag
nou cuvtayoypagoUv To Osseor, TO OMNoio €NICNUAiVETAl 0 Kapdlakog Kivouvog Kal Ta npoBAfRuaTa Tou
KUKAOQOPIKOU MOU UNopEl va NpoKAAECEl TO PpAPUAKO, KABWG Kal N avaykn yia TakTIKr napakoAouBnon
TWV aoBevwVv. STo €knaideuTIKO UAIKO NEPIEXETAI ENIONG ENICHKAVON NPOG TOUG YIaTpoUg yid TNV
EYKEKPIPEVN XPNON TOU Papudkou.
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H eTaipeia npokeiTal, eninAéov, va dig€ayel HeAETN a&loAdynonNG TNG anoTEAECUATIKOTNTAG TWV HETPWV
nou pappodovTal yia Tn Meiwan Tou Kapdiakou KivoUvVou Kal TwV NPOoBANHATWY TOU KUKAOPOPIKOU.

Aoinég nAnpo@opieg yia To Osseor

>TIG 21 ZenTepBpiou 2004, n Eupwnaikn EniTponn xopnynoe adsia KukAogopiag, n onoia ioxUel o€
oAOKANpn Tnv Eupwnaikn ‘Evwon, yia To Osseor.

H nAfpng EPAR Tou Osseor diaTiBeTal oTov dIKTUakO Tono Tou OpyaviouoU, oTn dieubuvaon
ema.europa.eu/Find medicine/Human medicines/European public assessment reports. Na nepioocdTEREC
NANPOQOPIEG OXETIKA e TN Bepaneia pe To Osseor, d1aBacTe To GUAAO 0dnylwV XPrRong
(oupnepihapBaveral eniong oTnv EPAR) i ENIKOIVWVACTE JE TOV YIATPO I TOV PpAPHAKOMOIO 0ag.

TeAeuTaia evnuépwon TNG NepiAnwng: 04-2014.
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/000561/human_med_000963.jsp&mid=WC0b01ac058001d1240
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