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MepiAnyn EPAR yia To KOIVO

Pantecta Control
navtonpaloAn

To napov eyypago anoTeAei ouvown Tng Eupwnaikng Anuooiag ‘EkBeang AEloAdynong (EPAR) Tou
Pantecta Control. Enegnyei Tov Tpono e Tov onoio n EmTponn ®appéxkwv yia Avepwnivn Xpron
(CHMP) a€loAdynoe To pappako npoToU dIaTUN®OEl T BETIKN TNG YVWUN Yid TN Xoprynon adsiag
KUkAopopiag, kabwg Kal TIG GUCTATEIG TNG OXETIKA HE TOUG OPOUG XPrOoNG Tou Pantecta Control.

T €ival To Pantecta Control;

To Pantecta Control gival @apuako nou nepiexel.Tn dpacTikr oucia navronpaloAn. AlaTiBeTal o€ popen
yaoTpoaveekTikwv diokinv (20 mg). O 0po¢ «yaoTpoavOekTIKOG»> UNodNAWVEI OTI TO NEPIEXOMEVO TWV

dIoKiwVv nepvdel ano To aTouay! Xxwpic va-diaondral JEXP! va @TAacel oTo &vTepo. KaTt’ auTov Tov Tpomno
npoAapBAaveral n KaTaoTpoPr TNG dpAaTiknG ouaiag and Ta o&€a Tou oToudxou.

To Pantecta Control gival napopoio. pe «@apuako avapopdcs», To Pantecta, To onoio €ival ndn
€YKEKpIPEVO oTnv Eupwnaikr 'Evwon (EE).

Z€ NOIEG NEPINTMOES XpNOIHonolgiTal To Pantecta Control;

To Pantecta Contro! ¥gnaoigonolgital yia Tn Bpaxuxpdvia Bepancia TwV CULNTOUATWV TNG
naAivépopnong o&£¢og ae eviAikes. H naAivépopnon o§€og napartnpeital 0Tav Ta o&€a nou napdyovTal
oTo aTopdx! Slagsuyouv NPog Tov 0100PAayo, NPOKAAWVTAG aiobnua kauoou kal avaywyr o&€og (Ta o&Ea
EMNIOTPEPOLY NPOC TO OTOHA).

To @dppako dIaTIBeTAl XWPIG 1aTPIKN ouvTayn.
Mcg xpnoipgonolgiTal To Pantecta Control;

H ouvioTwpevn doon Tou Pantecta Control ival éva diokio pia @opd Tnv NUEPA €wg 0Tou eEagaviobolv
Ta gupnTwpaTa. Ma va eniTeuxBei BEATIWON TwWV CUNNTWHATWY EVOEXETAI va €ival anapaitntn n Afyn
Twv dioKiwv yia dUo i TpeIG ouvexeig NUEPeS. Eav dev napaTtnpnBei BeATiwon oTa ocupnNTOUATA VTG
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dUo eBdopadwyv ouvexoug Bepaneiag, ol acBeveic npénel va cuphBoulelovTal Tov yiaTpd Toug. Ol
aoBeveig dev npenel va AauBAavouv To GApHAKo yid Xpoviko d1doTnua JeyaAUTEPO TWV TEGOAPWYV
€BJONAdWYV XWPIG TN CUKBOUAN Tou yiaTpoU Toug.

Ta diokia npénel va katanivovral oAOKANpa Pe uypod nplv ano To yeUpa, evw dev NpENEl va HaowvTdl i
va ouvBAiBovTal.

Mwg dpa To Pantecta Control;

H dpaoTikn oucia Tou Pantecta Control, n navronpaldAn, €ival avacTtoAéag Tng avTAiag npwToviwy. Apa
avaoTEANOVTAG TIG «avTAIEG NPwWTOViwV>», NTOI TIG NPWTEIVEG NOU UNApYouV ot eEeIdIkeUpEVa KUTTapa
TOU €0WTEPIKOU TOIXWHATOC TOU OTOUAXOU Ol 0Mnoieg avappo@ouv Ta 0&Ea OTo oToPAX!. AvaoTEAAOVTAG
TIG avTAieg, n navronpaloAn HEIWVEl TNV NApAywyn 0&Ewv, EMNPEPOVTAC avakoUPIon TV, GUUNTWHATWV
TNG NaAivdopounong o&éoc.

Ta @appaka nou nepiéxouv navronpaldAn €xouv Aapel adsia kukAopopiag otnv Eupwnaikn ‘Evwon (EE)
ano 1o 1994. To gapuako avagpopdg, To Pantecta, XopnyeiTal HOVO HE 1QTPIKI cUvTayn. Xopnyeital o
Hakpoxpovieg Bepaneieg, kaBwG eniong kai yia Tn Bepansia eupUTEPOU PACPATOG YAOTPEVTEPIKWMYV VOOWV
(naénoeig nou ennpealouv To EVTEPO) 0€ oUYKPION WE To Pantecta Control.

Moieg HeEAETEG EkNnOvRONKav yia To Pantecta Control;

Aedopévou OTI n navronpaloAn XpnoidonolsiTal €dw Kal NoAAG ¥oovid, o aiITwv unéBale dedopeva ano
Tnv enigTnpovikn BiBAloypagia. O aitwv uneBaAe eniong NANPoPopieg anod dUo KUPIEG HEAETEG O1 OMOIEG
€E€Taoav Ta anoTteAéopaTta Tng navronpaloAng 20 mg gs ouvVOAIKA 563 evAIKEG HE CUPNTOHATA
naAivdpdunong o&€oc oTa onoia nepiAaupBavoTav ToukayIoTov €va €neicodio aloBnuaTog kaloou KaTda Tn
OIAPKEIa TWV TPIOV NUEPWV NPIV and TNV €vap&n Trig LEAETNG. H NpwTn HEAETN GUVEKPIVE TNV
navronpaldAn He €IkovikO pAappako (eikovikr Beganeia) o 219 evnAIKEG Kal n 0gUTEPN TNV CUVEKPIVE
HE TN paviTidivn (GAAO pApUaKOo NouU XPNOIUenoIEiTal yia Tn Bgpansid TwV CUPNTWHATWY TNG
naAivépopnong) os 344 evnhikeg. O Baagikog SEIKTNG HETPNONG TNG ANOTEAECUATIKOTNTAG NTAV O APIOUOG
TWV aoBevaV JE CUNNTOHATA KAUOOU KATA TIG SUO NpwTeg eBdouAdeg Bepanceiag.

Moio eival To 0peAog Tou Pantecta Control cUHP®WVa HE TIG HEAETEG;

H navtonpaloAn ATav anoTeAeouaTiKOTEPN anod To €IKOVIKO GAPHUAKO KAl TN paviTidivn otn BeATIKOON Twv
CUMNTWHATWV TNG NAAIVEPELNOoNG 0E€0G. STNV NPpWTN HEAETN, TO 74% Twv aoBevwV nou €AaBav
navtonpafdAn (80 and Toug 108) kal To 43% Oowv €AaBav eikovikd Gpapuako (48 and Toug 111) dev
gy@avioav aiodnua kaloou PeTa and duo gBdopadss. H navronpaldAn NTav eniong anoTeAeouaTikOTEPN
ano To €IKOVIKO (BAPUAKO TN HEIWON TWV CUNNTWHATWV avaywyng oE€og. =Tn deuTepn HEAETN, TO 70%
Twv aoBevav nou éAaBav navronpaloin (121 anod Toug 172) kal To 59% oowv eAapav paviTidivn (102
ano Toug 172) dev gugavioav aicbnua kauoou PETA ano dUo eBdopadeg Bepaneiag.

Moic! kKivduvol ouvdéovTal pe To Pantecta Control;

O1.oUXVOTEPEC avenBUPNTEG eveépyeleg Tou Pantecta Control (epgavifovTal nepinou os 1 oTtoug 100
aoBeveig) ival didppola kal NovokePaAog. O NARPNG KATAAOYOG TV aveniBUUNTWV EVEPYEIWV MOU
ava@épbnkav pe Tnv navronpafoAn nepiAapBaveral oto UAAO 0dnyIwV XprHong.

To Pantecta Control dev npénel va xopnyeital o€ aTtoda nou napouacialouv unepeuaicdnaia (aAAepyia)
oTnv navronpaloAn, otn odyia r o€ onolodnnoTe AAAO CUCTATIKO TOU (PApuakou. Asv npénel va
xopnyeital oe ouvduaouo pe atalavaBipn (pApuako nou xpnoigonoleiTal yia Tn Bgpansia Tng AoidwENg
Tou 10U avBpwnivng avoooavendpkeiag [HIV]).
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MNa noioug Adyoug eykpibnke To Pantecta Control;

H CHMP eneonuave 0TI n navronpaloAn 20 mg NTav anoTeAeouaTikn oTn Bpaxuxpodvia Bepaneia Tov
CUMNTWHATWV NaAlvdpOPnongG Kail 0TI UNApXel Hakpda gPneipia OXETIKA PE TNV AOPAAEID TOU (PAPHAKOU
¢ ouvTayoypa@oUPEVOU PpAapHakeuTIkoU NpoiovTog. Eniong, diatunwaoe Tn yvwun oT1, BAocel TG
gyneipiag ano Tn xpnon Tng navronpaloAng, n d1abson Tou Pantecta Control Xwpig 1aTpikn eniBAswn
KpiveTal kataAAnAn. Qg ek ToUuTou, n CHMP €kpive OTI Ta opEAN Tou Pantecta Control ungpTepolv TwV
KIVOUVWV Nou ouvd£ovTal e auTO Kal EI0NynOnKe Tn xoprnynon adeiag KUKAOPOoPIag yia To eV AOyw
(Apuako.

Noinég nAnpo@opieg yia To Pantecta Control:

>TiG 12 Iouviou 2009, n Eupwnaikr EniTponr| xopriynos adsia KukAo@opiag, n onoia 10XJsI € 0AOKANPN
Tnv Eupwnaikn '‘Evwon, yia To Pantecta Control.

H nAfpng EPAR Tou Pantecta Control diaTiBeTal oTtov dikTuakd TOMO Tou Opyavialied, orn dielBuvon:
ema.europa.eu/Find medicine/Human medicines/European public assessment reports. Na NepICoOTEPEG
NANPoQOPIeC OXETIKA UE TN Bepaneia Ye To Pantecta Control, diaBacTe To GUAAO 03NyIWV XPHONG
(oupnepihapBaveral eniong otnv EPAR) 1 €NIKOIVWVAOTE WE TOV YIATPO 1. TOV PpApPAKONOIO 0ac.

TeAeuTaia evnuépwon TnG nepiAnywng: 03-2013.

Pantecta Control
EMA/242256/2013 SeAida 3/3


http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001013/human_med_000969.jsp&mid=WC0b01ac058001d124
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