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MepiAnyn EPAR yia To KOIVO

PritorPlus
TeAPIoapTavn / udpoxAwpobeiadion

To napov eyypago anoTeAei ouvown Tng Eupwnaikng Anuooiag ‘EkBeong AEioAdynong (EPAR) Tou
PritorPlus. Enegnyei Tov Tpdno pe Tov onoio n EmTponn ®apudakwv yia Avepwnivn Xpnon (CHMP)
a&loAdynoes To @appako npoToU dIAaTUNWOEl TN BETIKN TNG YVOUN Yia Tn Xoprynon adsiag KukAogopiag,
Kabwg Kal TIC OUCTACEIG TNG OXETIKA PE TOUG OPOUC XProng Tou PritorPlus.

Ti1 €ival 1o PritorPlus;

To PritorPlus gival ¢pdpuako nou nepi€xel dUo dPACTIKEG OUTIEG, TNV TEAPIOApTAvn Kai TNV
udpoxAwpoBeialidn. AlaTiBeTal uno pop®n diokiwv (40mg r 80 mg TeApioapTavng kai 12,5 mg
udpoxAwpoBeialidng 1 80 mg TeApioapTavng kai 25 mg udpoxAwpobeialidng).

Z€ NOIEG NEPINTWOEIG Xpnoidonolgital To PritorPlus;

To PritorPlus xopnyeital oe aogBeveic nou napoucialouv 1d1onabr unéptaon (UWNARN apTnpiakn nieon) n
onoia dev eAEYXETAI ENAPKWG HOVO HE Xoprnynon TeAdioapTavng. O dépog «1dionabng» onuaivel Ot N
unéptaon dev €xel Npogavn aiTioAoyia.

To pAapuako xopnyeitalr yovo He 1aTpIKA ouvTayn.
Mwg xpnoiponoigital To PritorPlus;

To PritorPlus AapBdaveral and To oTdoua Wia eopd Tnv nuépa padi ue uypo, HE f Xwpig Tpoen. H
Xopnyoupevn 86an Tou PritorPlus e€aptaTal and Tn d6on TeEAPIcapTavng nou AduBave NponyoupEVWE o
aoBevng: ol aobeveig nou AauBavav 40 mg TeApioapTavng npénel va Aaypavouv Ta diokia Twv 40/12,5
mg kal ol agBeveic nou Aaupavav 80 mg TeApicapTavng npénel va Aappavouv Ta diokia Twv 80/12,5
mg. Ta diokia Twv 80/25 mg evdeikvuvTal yia aoBeVeic TwV onNoiwv n apTnplakn nieon dev eAEyxXeTal Ue
Tn xoprnynon Twv dioki®v 80/12,5 mg | Twv onoiwv n Kataotaon £xel orabeponoinBsi UoTepa and
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aywyn He TIG dU0 auTEG OpaoTIKEG ouaieg AapBavOopeveg XwpioTa, npoTou PeTaBouv otn Bepaneia Pe To
PritorPlus.

Mwg dpa 1o PritorPlus;

To PritorPlus nepiéxel dUo dpaCTIKEG OUTIEC, TNV TEAWIOAPTAvN Kal TNV udpoxAwpoBeialidn.

H TeApioapTavn €ival «avraywvioTng TWV unodoXewv Tng ayyelotaoivng II», dnAadr avacTEAAel Tn
dpdaaon HIag oppovNG Nou undpxel oTov opyaviopd kai ovopaleral ayyeiotacivn I1. H ayyeiotaaoivn II
gival &va 10XupO ayyeloouoTAATIKO (0uaia Nou NPOKAAEl TN OTEVWON TWV AIJOPOPWY AyyEiwv).
AnokAgiovTag Toug unodoxeig oToug onoioug deopelETAl PUAIoAOYIKA N ayyeloTaaivn II, n TeEApIcapTavn
KaTaoTeAAel Tn dpdon TN opudvNng, CUPBAAAOVTAG KAT' auTdV ToV TPOMO OTN JIACTOAN TWV AIHOPOPWYV
ayyeiov.

H udpoxAwpoBeiadidn ival dioupnTiko, TO onoio anoTeAei Evav dAAo Tuno Bepansiag Tng unepTaone.
Apa npokaAwvTac al&non TnG Napaywyng oupwy, HEIMVOVTAG KAT' auToV TOV TPOMO TNV NogoTnTd
uypoU aTo aiga Kkal Tnv apTnplakn nieon.

O ouvdUaoNOC AUTWV TWV dUO OPACTIKWY OUCIMV £XEl aBpoIaTIKr Opdon Kal HEIMVEI TNV apTnpeIakn
nieon oe yeyaAUuTtepo BaBuo ano o, KGBe Apuako XwpioTd. Me Tn PEiWON TNG apTnPIakng nieong,
HEI®VOVTAl KAl ol KivOuVol Nou NPoKaAsi N uynAn apTnpiakn nieon, 6Nwc Ta eyKe@aAika eneicodia.

Moieg peAETEG eEknovROnkav yia 1o PritorPlus;

To PritorPlus HeAETNBNKE 0 NEVTE BACIKEG HEAETEG OTIG OMNOIEC CUMHETEIXAV OUVOAIKA 2 985 aoBeveig pe
Nnia €w¢ JETPIA UNEPTACT. ZTIG TEOOEPIC ANO AUTEG TIG MEAETEG, TO PritorPlus ouykpiBnKe UE €IKOVIKO
@dappako (eIkovikn Bgpaneia) kal ye povobepaneia TeEAPIcapTavng, o€ 2 272 acBeveic OUVOAIKA. TNV
NEWNTN MEAETN CUYKpiBNKav Ta anoTeAéopaTa Tng diatnpnong TnG aywyng pe diokia Twv 80/12,5 mg
£€vavTl TNG avTIKaTaoTaong Toug Je diokia Twv 80/25 mg os 713 acBeveic nou dev gixav avranokpiBei
oTn Bepaneia pe diokia Twv 80/12,5 mg. € OAEG TIG HEAETEG, 0 BaAaIKOG SEIKTNG HETPNONG TNG
anoTEAECUATIKOTNTAG NTAv n Yeiwon TNG d1acTOAIKNG apTneIlakng nieang (n aptnplakn nieon YeTa&u duo
KapdIakwV NaAPwv).

Moio gival To 6peAoG Tou PritorPlus cUH@®Va HE TIG HEAETEG;

To PritorPlus anodeixBnke anoTeAeoPATIKOTEPO OTN MeEiwaon TNG dIACTOAIKNG ApTNPIAKNG Nieong o€ oxeon
ME TN povoBepansia TEAMIOAPTAVNG Kal E TO EIKOVIKO (PAPHAKO. STOUG aoBeveic nou dev eAéyyxovTav
ENapkw¢ Pe Ta diokia Twv 80/12,5 mg, n yeTdaBaon ota diokia Twv 80/25 mg anodeixbnke
anoTeAeopaTikOTEPN and Tn dIaTrPNoN TNG XauNAOTEPNG dOONC, yia Tn Heiwon TNG dIACTOAIKNAG

apTnNPIakng nieongc.
Moiol kivduvol ouvdéovTtal pe 1o PritorPlus;

H ouxvoTepn avenbuunTn evépyela Tou PritorPlus (ep@aviletal oe 1 €éwg 10 otoug 100 aoBeveic) ivai n
CaAn. O nNANpPNG KaTaAoyog TWV aveniBUUNTWV EVEPYEIWV NOU ava@epOnkav Pe To PritorPlus
nepiAapBaveTal ato QUAAO 0dnNyI®V Xpnong.

To PritorPlus dev npénel va xopnyeiTal o€ eykUOUG JETA TOV TPITO MRAVA TNG KUNONG. Agv GUVIOTATAI N
XOoprynaon Tou ¢apudkou KATd TOUG TPEIG NPWTOUG MNAVEG TNG KUNoNG. Eniong, To PritorPlus dev npénel
va Xopnyeital o€ aTopa nou avTigeTwnifouv coBapd npoBARKATA PE To NNAP, TA VEPPA 1) TNV XOAR TOUG
Kabwc Kal g aTopa Pe NoAU XapnAd snineda kaAiou oTo aiga rp noAU uywnAd enineda acBeoTiou GTO
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aipa. e aoBeveig pe diaBhTn TUNOU 2 | o acBeveig Pe PETPIa i coBapn VEQpIKN ducAsiToupyia, To
PritorPlus dev npénel va xopnyeiTal og cuvduacouo UE pApUaKa nNou NepIEXOUV aAloKipevn (xopnyeiTal
€niong w¢ aywyn KaTta tng 1d1onadouc unépTtaong). O NANPNG KATAAOYOG TWV NEPIOPICHDV
nepiAappaveTal ato UAAO 0dnNyI®V XpPnong.

AnaiTeiTal npogoxn Kata Tnv napdAAnAn xopriynon Tou PritorPlus pe dAAa ¢pdppaka nou ennpedlouv Ta
enineda kaAiou oTo aipa. O NAAPNG KAaTaAoyog TwV GAPUAK®Y AUT®WV NePIAAPBAVETAl 0TO PUAAO

0dnyIQV XpHong.
MNa noioug Adyoug eykpidnke 1o PritorPlus;

H CHMP £kpive 0TI Ta o@&AN Tou PritorPlus unepTepolv Twv KIVOUVWV NMou cuvdEovTal Je auTd yia TN
Bepaneia TNg 1d10naboUc uNEPTAONG 0 AOBEVEIG TWV OMoiwV N ApTNPIAkn nieon dev eAEYXETAl ENAPKWOG
HOVO HE TEAMIOapTAavn. H emiTponn sionynenke Tn xoprnynon adeiag KUkKAogopiag yia To PritorPlus.

Moia yérpa AapgBavovTal yia Tnv ac@paAn Kal anoTeAECHATIKR XPHON TOU
PritorPlus;

KaTapTioTnke oxedio diaxeipiong kivoUvou npokelpévou va dilacpalioTei 0TI To PritorPlus xpnoiponolgital
ME ToV aopaAéoTepo duvaTo Tpono. Baoel Tou oxediou autoU, oTnv NEPIANWN TWV XAPAKTNPIOTIKOV TOU
npoiovTog Kal aTo PUAAO 0dnyiwv Xpriong Tou PritorPlus cupnepIAAPONKav NANPOPOPIEC OXETIKA HE TNV
ao@aleia, kabwg Kal Pe TIG KATAAANAEG Npo®UAAGEeIg nou npénel va AauBdavovTtal and Toug
€MNayyeAUATIEC TOU TOPEA TNG UYEIAG KAl TOUG AgBeveiG.

NAoinég nAnpo@opisg yia 1o PritorPlus

>TIG 22 AnpiAiou 2002, n Eupwnadikn EmiTponn xopriynos adsia KukAogopiag, n onoia i1oxUel og
oAOokAnpn TNV Eupwnaikn 'Evwon, yia To PritorPlus.

H nAnpnc EPAR Tou PritorPlus diaTiBeTal oTov dIkTUAKO TONOo Tou Opyaviopou, otn diglBuvon:
ema.europa.eu/Find medicine/Human medicines/European Public Assessment Reports. Na
nePIOOOTEPEG NANPOYPOPIEC OXETIKA WE TN Bepaneia Pe To PritorPlus, diaBdaoTe To @UAAO 0dNnYIMV XPRHONG
(oupnepihapBaveral eniong otnv EPAR) 1| ENIKOIVWVAOTE KE TOV YIATPO | TOV PpAPHAKONoIO odac.

TeleuTaia evnuépwon Tng nepiAnywng: 08-2015.
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