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EYPQIIAIKH AHMOZXIA EKOEXH AZIOAOTHIHE (EPAR)
O
PELZONT O‘\\

Hepidnyn EPAR Yo To K010 O(U

A

To wapov éyypopo amotelei advoyn s Evpwmaiknc Anuooioag ExOsons Altoloynong (EPA% v
Ereényel tov tpomo ue tov omoio n Emirporny @apudxwv yio, AvOpamivy Xprnon ( CHMP)
al10A0ynoe Tig peAéteg oL EKTOVHONKAY Kol S10TOTWOE CVOTATELS TYETIKG. UE TOVG opo ’70’7§
TOV PAPUCKOD.

Tia weproootepes TAnpopopies oyetina ue v 10TpIky oag nadnon i ™ Oepomeia o &laﬂams 70
P0ALo 00nyLOV YpRons (ovureptloufavetal oty vpwmaiky onuooio. Exkbeon @ynwg) n
EMIKOIVWVHOTE UE TOV YIATPO 1 TOV POPUOKOTOL0 dag. 110 meploootepes TAnpowopics oyeTika. ue Tig
OVOTAOELS THG ETITPOTHGS, ovuPfovievbeite thv emotnuovikn ovltnon (ap/éwlayﬂdvemz emiong
atny evPpWTaiKy onuoota ékbean all1oloynong).
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T givat To Pelzont; o
To Pelzont eivar pdppoko mov nepiéyel 600 SPUCTIKES 01)@% VIKOTWVIKO 0EV (YVOOTO MioNG KOl G
viacivn 1 Brropivn Bs) kot Aapomurpavtn. Awatibeton m‘b-uop(pﬁ S1oKimV EAEYYOUEVG ATOOECUEVOTC.

O 6pog «eAeYYOUEVT ATOOEGILELGT GNUALIVEL OTL O dpaoTikéc ovoieg amodespuebovral and 1o
dtokio pe dopopeTikd pubud ce drdoTnua Kam@ pOV.

Y€ TOLEG TEPIMTAOGELS YPTCLUOTOLEITAL mel{b zont;
To Pelzont ypnowonoteitol o 01)\/81)(10 UE olorta Ko doknon o€ acheveic pe Suvohmdapio (un

(QLOLOAOYIKA VYNAQ emimedo Mmdimy. @) aipa) Kot 18io¢ pe «GLUVOVAGUEVT LEIKTH SLVCAUTIONLLIO
KOl «TpOTOTAON LITEPYOANGTEP ». Ot 060eveic [Le cuVOLAGHEV LEKTH) SVGALTIOALLiOL
gUEavifovv 6TO aipo TOVG LYM éms&x «xoxney LDL yoAnotepoing kot tprylvkepidioy (thmog
MTdiov) Kot xounAd eninedome®oAng» HDL yoinotepding. Xtnv tpotonadn vrepyoinotepoiaijiio
To, eminmeda TG YOANoTEPS @no aipa gtvar vynAad. O 6pog «Tp®TOTaONG» onuaivel 6TL 1
vIEPOANoTEPOLULLLIO §IVO T TTPOGOLOPIGUEVIC OLTIOAOYIOG,
To Pelzont yopnysit %bvﬁecog 6€ GLVOLOCUO HE oTATIVEG (TO CVUVNOEC PAPLLOKO TOV YPT|CULOTOLEITOL
Yo tn petmon m NGTEPOANG) OTAV 1) ATOTEAEGUATIKOTITO TNG YOPNYNONG CTUATIVAOV LOVAV TOVG
etvar avemapkpd Il o Pelzont yopnyeitar o¢ povobepameio LOvo 6e acBeVEIC TOV dEV LTOPOVV VO
Aafovv otat
To (pdpu‘@ Xopmyeital HOvo Ue WTPIKY] GLVTAYT.
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Mg nolponoleitor 7o Pelzont;

on évapéng tov Pelzont givar éva diokio dmaé nuepncing yio téooepig efdopades Kal ot

véyeln av&averal og dvo dokia amag nuepnoine. Aappdvetal and Tov GTOUATOS, GLVOSEIN TPOPNC,

70 Bpddv N Tpv amd v Katdkiion. Ta diokio TPETEL VO KOTATIVOVTOL OAOKAN PO KOl OEV TTPETEL VO
dyotopovvtal, ovTe va Bpadovral, vo cuvOAIPovTol 1] Vo LocmdVTaL.
Agv cvviotdtor 1 yopnynon tov Pelzont oe aoBeveic nhikiag Kdtm tov 18 etdv, Adym EAAenyng
TANPOPOPLDV GYETIKA LE TNV ACPAAELD KOL TV OTOTEAEGHLOTIKOTITA GTI CLUYKEKPLUEVT] OUAOO
acOevav. To Pelzont Tpémel va yopnysiton pe npocoyn o€ acheveic mov avipeTomilovy veppikd
TpoPANLaTa, EVD dev TPEMEL VAL YopTyeiTtan o€ 0oOeVELS e NIATIKE TPOPANLATAL.
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Iog dpa 10 Pelzont;

O1 000 dpaoTIKEG OVGiec oV TeEPIEYEL TO Pelzont, 1o vikoTtvikd 0&D katl 1 Aapompavtn, EXouv

dlopopeTikd TpoTO dpdiong.

To vikotvikd o0&V givarl pia pUGIOA0YIKA TaPayOLEVT] OVGIO 1) OTTOLN YPNCILOTTOLEITAL GE UIKPEC OOGELS

¢ Prropivn. Xe peyodldtepec dOGELS, LEIDVEL TO EMINESN MTISI®V GTO Qo HEGH EVOC UNYAVIGHOD O

omoiog dev gival TAMPOC KaTavonTog. XpnolonodnKe yio TpmTn eOpa ™G PAPHAKO Yo TNV

TpoTOTOoiNoN TV emmédwv Mmdiov oto aipa oto péoa g dekaetiog tov 1950, aArd n ypron Tov

€xel TEPLOPLOTEL AOYM T®V AVETIBOUNT®V EVEPYELDY TOL Kol 101¢ TG £Eayng (epuBpdtnTag 610 ‘\)
dépuar).

H é&aym mov mpokadeitar and vikotvikd o0 Bempeitor 6t1 opeileTor oty anodécpevon and Ta \0\\\
depuraTIKd KOTTAPO oG 0vGiog mov ovopaletol mpootayhavdivi D, (PGD;), n omola dtaotéAAet O(U
(d1evpiiver) To apoeopa ayyeia tov dépuatoc. H Aapommpdvtn avactéAAeL TOVC VITOOOYEIG GTOVG

omoiovg decpeveTal puatoroyikd 1 PGD,. Otav avactéAlovtal ot vrodoyeic, 1 PGD2 dev wrops@%

dwooteilel (dtevpiver) Ta opoPOpa ayyeio TOL SEPHATOG, YEYOVOS TOV LELDVEL TN cl)xvc')mm¥

EUPAVIONG Kal TNV £VTOGT TG EpLOPOTNTOC.

Y10, dtokia Pelzont,  Aapomimpdvin mepiéyetal ot pio oTifAd0 VO TO VIKOTIVIKO (ﬁﬁm@gw)@wt

otV dAAN. Otav o acBevic Aappavet To diokio, 1 AAPOTITPAVTN ATOSEGUEVETAL TTPE TO OlpLoL Ko
avaoTéMAEL Tovg VTodoyeic PGD,. To vikotivikd 0&D 0modeGEVETAL LIE TTO 0PYOD pov¢ omd v
AN oTPdda Kat ETOPA OC TPOTOTOMTIKOG TOPAYOVTUG TMV ATIOI®V. S

Moweg peréteg exmoviiOnkay yio to Pelzont;
Ta amoteléopata tov Pelzont eléyyOnkav tpdta o mepapatikd Lovtéhds tpotov pueketnbodv og
avOpmmTouc.
AtevepynOnkav téocepig Paoctiég peréteg yia to Pelzont og ac@s&g.la VIEPYOANGTEPOAULLLIL 1
HEKT SuoAMmidaipioL.
Avo peréteg e&€tocay TV OTOTEAECUATIKOTNTO TOV Pelzon@qv TPOTOTOINCN TOV ENMEI®V MTIOIOV
oto aipa. H mpdtn pekétn cvvékpive to Pelzont ko o @twm(’) 0&0 w¢ povobepaneio 1 E1KOVIKO
Pappoko (ewovikn Bepameio) ¢ TPOG TNV ATOTEAES %?émtd TOVG OTN LEIMOT TOV EMITEI®V TG
LDL yoAnotepoing o cuvolikd 1.613 acOeveic, ‘&»c’wm perén eE€tace EMioNG TO. GUUTTMOLOTOL
TOVL £PLONUATOG LE TN YPON EWIKE oYedIOCUE poTnuatoloyiov.
H 6e0tepm pedétn ouvékpive Tov cLVOLAUCUO ont kat cipPactorivng (og otativng) pe to Pelzont
¢ povobeparneia N pe v oipPactativ oNwvobepaneio og 1.398 acbeveic. O Baoikdg deiktng
UETPNOTNG TNG OMOTEAECUATIKOTNTOG 916& oAhayn ota enineda g LDL yoinotepoing petd amo 12
epdouddec.
H tpitn ko n téraptn perémn €& V TV OOTEAEGLOTIKOTNTA TNG AOPOTUTPAVTNG OTY| Lelmon Tov
gpuOfuaTog oV TpokoAsitar afd)TO VIKOTVIKG 0ED. Te antég Tig pekéteg petetyav cuvolikd 2.349
acBeveic mov éAaPav gite Palgpnt gite vicotivikd o&v. H é€aymn a&oloynOnke pe t ypnon tov
EPOTNUOTOAOYIOL Y10 TR MTOUOTO TOV EPLONUATOC.
1

Iowo givar To ()(pt‘fa@tm) Pelzont copemva pe Tic peréTec;
To Pelzont ftay, TEAEGUOTIKO 0T pelmon Tov emmédwv LDL yoAnotepoing oto aipa. Xtnv mpd
UEAETT], TOL ETR g LDL yoAnotepding peidwbnkav katd 19% ce acbeveic mov élafav Pelzont, o
GUYKPIoN 611]\/ peimon katd 1% mov mopatnpndnke otovg acbeveic mov Erafav EIKOVIKO QAPLOKO.
H devt elém kotédeite ot ta emineda tng LDL yoAnotepoing peiwbnkav mepaitépm otav to
Pelz '&xopnyﬁemcs o€ ocuvOvao O pe cPactativn (peiwon 48%), oe cuyKkplon pe to Pelzont wc
il epameio (peiwon 17%) 1\ ) cwwPactotivn wg povobepaneia (peioon 37%).

pocHNKN AoPOTTPAVTIG 6TO VIKOTIVIKO 05D LEIMGE TO CUUTTONOTO EEQYTG TOL TPOKOAOVVTOL
07O TO VIKOTIVIKO 0&0. TNV mpd1n Kol oTtnV Tpitn pHeEAéTr, Mydtepot acBeveic mov Elafav Pelzont

G avépepav PETpia, coPapn 1 vrepPorkn EEayn oe cOyKpion pe Tovg acbeveic Tov Erafav povo

VIKOTIVIKO 0&V. XTnVv TéTapTn HeAéTT), EEaym Topatnpninie yio Ayotepeg uépeg o€ acheveic mov
éhafav Pelzont oe ohykpion pe Toug acbeveig mov dafav povo vikotvikd 0&D.

Moot kivovvol cuvoéovtal pe To Pelzont;

H ovyvotepn avemBbuntn evépyeta tov Pelzont (eppaviletan o€ mepiocdTepovg amd 1 otovg 10
aoBevelc) etvar 1 €Eayn. O TANPNG KOTAAOYOG TV OVETIOOUNTWV EVEPYELDV TOL AVAPEPONKAV LLE TO
Pelzont tepiiapfaveral 6to @OAAO 0dNYIDY YPNONG.
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To Pelzont dev mpémetl va yopnyeital o GTOLO TOV TOPOVSIALOVY EVOEXOUEVIC VTEPELOLTONGIN
(aAdepyia) 6T0 VIKOTIVIKO 0&D, 6TN AOPOTITPAVTN 1] G€ 0TTO10OMTTOTE GALO GLGTOTIKO TOV PUPUAKOV.
Eniong, dev mpénet va, yopnyeital og acheveic e nmatikd TpofANUaTo, Le EVEPYO EAKOG GTOUAYOV 1|
LE OPTNPLOKT CiLoppayicL.

I Torovg Adyovg eykpidnke to Pelzont;

H Enurponn @apudxov yio AvBpanivn Xpron (CHMP) ékpive 6t1 T 0péAn Tov Pelzont veptepovv

TOV KIVOUVOV TOV cLVOEovTL e aTd Yo TN Bepameia TG SvoAmdapiog, Wing e acheveis pe ‘0
GLVOLOCUEVN UEIKT duoAmdaio kol o€ acbeveic pe npmtomadn vrepyoinoteporauio. H exttpon \\\
glonyndnke  yopnynon adswog KukAopopiag yuo to Pelzont. (U\O

Aowutég minpogopisg Yo to Pelzont: Q o
Z1ig 3 IovAiov 2008, n Evponaiky Emtpont yoprynoe ddeia kukAopopiag, n omoio woydel ¢ @)
oAoxAnpn v Evponaikn Evoon, oty Merck Sharp & Dohme Ltd ywo o Pelzont.

H mnpng dnuocio éxbeomn a&ordynong (EPAR) tov Pelzont diatiBeton edm. &
Q

N\
Tehevtaia evnuépoon g mepiinyng: 05-2008. Aq’
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http://www.emea.europa.eu/humandocs/Humans/EPAR/pelzont/pelzont.htm



