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MepiAnyn EPAR yia To KOIVO

Pantozol Control
navtonpaloAn

To napov eyypago anoTeAei ouvown TnG Eupwnaikng Anuooiag ‘EkBeong AEioAdynong (EPAR) Tou
Pantozol Control. Enegnyei Tov Tpono We Tov onoio n EmTponn ®appdkwv yia AvBpwnivn Xpron

(CHMP) a€loAdynoe To @papuako npoToU dIaTUN®OEl T BETIKN TNG YVWUN YId TN Xoprynon adsiag
KUKAOQOPIag, kaBwg Kal TIG CUOTACTEIG TNG OXETIKA HE TOUG OPOUG Xprong Tou Pantozol Control.

Ti €ival To Pantozol Control;

To Pantozol Control €ival ¢pappako nou nepiexel Tn dpaacTikn oucia navronpaloAn. AiaTiBeTal g€ HopPn
yaoTpoavOekTikwv Siokinv (20 mg). O 0pog «yaoTpoavOeKTIKOG»> UNodNAWVEI OTI TO NEPIEXOUEVO TWV

dloKiwVv nepvdel ano To oToudayl Xwpic va diaondaral JEXP! va @TAacel oTo &vTepo. KaTt’ auTov Tov Tpono
npoAapBaveral n KaTaoTpoPr TNG dPACTIKAG ouaiag anod Ta o&€a Tou oToudxou.

To Pantozol Control gival napopolo e «papPako avapopdacs, To Pantozol, To onoio €ival Ndn
€YKeKpIPEVo oTnv Eupwnaikr ‘Evwon (EE).

2 € NOIEG NEPINTWOEIC XproigonolgiTal To Pantozol Control;

To Pantozol Control xpnoiponoleital yia Tn Bpaxuxpovia Bepaneia Twv CUPNTOHATWOV TNG NAAIVOpOUNoNG
0&fo¢ o evhAikeg. H naAivdpounon o&€og naparnpeital 6Tav Ta o&€a nou napdyovTal OTO OTOUAX!
dlapelyouVv Npog ToV 0IgoPAayo, NPoKAaAwvTag aiobnua kauoou kai avaywyn o&€og (Ta o&&a
EMIOTPEPOUV NMPOC TO OTOHA).

To @dppako diaTiBeTAl Xwpig 1aTPIKN ouvTayn.
Mwg xpnoiponoisital To Pantozol Control;

H ouvioTwpevn doon Tou Pantozol Control ival éva diokio pia @opd TNV NUEPA £€wg OTOU eEagaviabolv
Ta gupnTwuaTa. Ma va eniTeuxBei BEATIWON TwV CUUNTWHATWY EVOEXETAI va €ival anapaitnTn n Afyn
Twv dIoKiwV yia U0 N TPEIG OUVEXEIG NUEPEG. Eav dev napaTtnpnBei BeATiwon oTa CUPNTWUATA EVTOG
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dUo eBdopadwv ouvexoug Bepaneiag, ol acBeveic npEnel va cuphBoulelovTal Tov yiaTpd Toug. Ol
aoBeveig dev npenel va AauBAavouv To GAPHAKO Yid XPOVIKO d1doTnua YeEYAaAUTEPO TWV TEGOAPWYV
€BJONAdWYV XWPIG TN CUKBOUAN Tou yiaTpoU Toug.

Ta diokia npénel va katanivovral oAOKANpa Pe uypod npiv ano To yeUpa, evw OV NPENEl va HaocwvTadl i
va ouvBAiBovTal.

Mwg dpa To Pantozol Control;

H dpaoTikn oucia Tou Pantozol Control, n navronpaldAn, €ival avaoToA£ag TnG avTAiag npwTovinv. Apa
avaoTEAAOVTAG TIG «aVTAIEG NPWTOViwV>», NTOI TIG NPWTEIVEG NOU UNApYouV ot eEeIdikeupEva KUTTApa
TOU €0WTEPIKOU TOIXWHATOC TOU OTOUAXOU Ol OMoieg avappo@ouv Ta 0&Ea OTo oToPAX!. AvaoTEAAOVTAG
TIG avTAieg, n navronpaloAn HEIWVEl TNV NApAywyn 0&EWwV, EMNPEPOVTAC avakoUPIon TWV CUMNTWHATWYV
TNG NaAivdopopnong o&éoc.

Ta @appaka nou nepiéxouv navronpaldAn €xouv Aapel adsia kukAopopiag otnv Eupwnaikn ‘Evwon (EE)
ano6 1o 1994. To papuako avagopdag, To Pantozol, xopnyeiTal yovo pe 1aTpIKA ouvTayr. Xopnyeital o
Hakpoxpovieg Bepaneieg, kaBWC eniong kail yia Tn Bepansia eupUTEPOU PACKATOG YAOTPEVTEPIKWV VOOWV
(naBnoeig nou ennpealouv To €vTePO) o€ oUykplon HE To Pantozol Control.

Moieg peAETEG eEknoviROnkav yia To Pantozol Control;

Aedopévou OTI n navronpaloAn XpnoidonolsiTal edw Kal NoAAd Xpovid, 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 g€ oUVOAIKA 563 evAIKEG HE CUMNTOHATA
naAivdpdunong o&€oc oTa onoia nepiAayBavoTav TOUAAXIOTOV €va €neicodio aloBnuaTog kaloou KaTda Tn
OIApKEIa TwV TPIOV NUEPWY NPIV ano TNV evapgn TnG HEAETNG. H NpwTn WEAETN CUVEKPIVE TNV
navronpaldAn He €IKOVIKO pApPako (eIkovikr Bepaneia) g 219 evnAIKEG Kal n OgUTEPN TNV CUVEKPIVE
HeE TN paviTidivn (GAAO pApUaKo Nou XpnoldonolsiTal yia Tn Bgpansgid TwV CUPNTOHATWY TNG
naAivépopnong) os 344 evnhikeg. O Baaikog deikTNG HETPNONG TNG ANOTEAECUATIKOTNTAG NTAV 0 ApIBuog
TWV aoBevwv PE cUUNTOPATA Kaloou KaTtd TIG dUo NpwTeC Bdouadeg Bepaneiag.

Moio gival To 6peAog Tou Pantozol Control cUpPwWva HE TIG HEAETEG;

H navtonpaloAn ATav anoTeAeouaTikKOTEPN anod To €IKOVIKO GAPHUAKO Kal T paviTidivn oTn BeATIKOON TwV
CUMNTWHATWY TNG NaAlvdpounong o€€oG. ZTnvV NpwTN HEAETN, TO 74% Twv acBevwyv nou éAapav
navtonpafdoAn (80 and Toug 108) kal To 43% Ocwv €AaBav eikovikd gapuako (48 and Toug 111) dev
gy@avioav aiodnua kauoou PETA anod dUo gBdopades. H navronpaldAn NTaAv €niong anoTeEAEOUATIKOTEPN
ano To €IKOVIKO (pAPUAKO OTN HEIWON TWV CUNNTWHATWV avaywyng 0&€og. =Tn deuTepn HEAETN, TO 70%
Twv acBevwv nou éAapav navronpaloAn (121 anod Toug 172) kai To 59% dowv €AaBav pavimidivn (102
ano Toug 172) dev gugavioav aiobnua kauoou PeTa ano dUo eBdopadeg Bepaneiag.

Mool kivduvol ouvdéovTal pe To Pantozol Control;

O1 ouxvOTEpPEG avenmBUUNTEG evépyeleg Tou Pantozol Control (epgavifovtal nepinou os 1 otoug 100
aobeveig) ival didppola kal NovokePaAog. O NARPNG KATAAOYOG TWV aveniBUUNTWY EVEPYEIMV NOU
ava@épbnkav pe Tnv navronpafoAn nepiAapBaveral ato GUAAO 0dnyiwV XpRonG.

To Pantozol Control dev npénel va xopnyeiTal ge atopa nou napouaidfouv unepsuaiodnaoia (aAAepyia)
otnv navrtonpaldAn, aTn ooyia r o€ onolodnnoTe dAAo cuaoTaTikd Tou papudkou. Asv Npénel va
xopnyeiTal og ouvduaouo pe atalavaBipn (pdppako nou xpnoigonolsital yia Tn Bgpaneia TnG AoigwEng
Tou 10U avBpwnivng avoooavendpkeiag [HIV]).
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MNa noioug Adyoug eykpidnke To Pantozol Control;

H CHMP eneonuave 0TI n navronpaloAn 20 mg NTav anoTeAeopaTikn oTn Bpaxuxpodvia Bepaneia Twv
CUMNTWHATWV NaAlvdpOPnonG Kail 0TI UNAapxel Jakpda guneipia OXETIKA PE TNV ACOPAAEI TOU PAPHAKOU
W¢ ouvTayoypa@oUHEVOU PpapPakKeuTIKoU NpoiovTog. Eniong, diatunwaoe Tn yvwun OTl, BAoel TNG
gPneIpiag ano Tn xpnon Tng navronpaloAng, n d1abson Tou Pantozol Control xwpig 1aTpikn eniBAsywn
KpiveTal kataAAnAn. Qg ek ToUuTou, n CHMP €kpive 0TI Ta opEAN Tou Pantozol Control ungpTepoOUV TV
KIVOUVWV Nou ouvd£ovTal e auTO Kal EI0NyNONKe Tn Xoprnynon adeiag KuKAo@opiag yia To v AOyw
(Apuako.

Noinég nAnpo@opisg yia To Pantozol Control:

>TIG 12 Iouviou 2009, n Eupwnaikr EniTponr| xopriynos adsia KukAo@opiag, n onoia 1oXUel o€ 0AOKANPN
Tnv Eupwnaikn 'Evwon, yia To Pantozol Control.

H nAfnpng EPAR Tou Pantozol Control diaTiBeTal oTov dikTuakd TOMO Tou Opyaviopou, aTn dielBuvon:
ema.europa.eu/Find medicine/Human medicines/European public assessment reports. Na NepICOOTEPEG
NANPoQOPIec OXETIKA WE TN Bepaneia pe To Pantozol Control, diaBdoTe To @UAAO 0dnylwv Xprong
(oupnepihapBaveral eniong otnv EPAR) 1 €NIKOIVWVAOTE JE TOV YIATPO I TOV PpAPHAKONOIO 0aC.

TeAeuTaia evnuépwon TnG nepiAnwng: 03-2013.
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/human/medicines/001013/human_med_000969.jsp&mid=WC0b01ac058001d124
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