@VYAro ooV piong: IIAnpoeopics yia Tov ac0evi)

Lipocomb 10 mg/10 mg ocxinpa koydaxio
Lipocomb 20 mg/10 mg oxinpd kKoydaxio

pocovPactativn kot eLETIIUTN

AP aoTE TPOGEKTIKA OLOKAN PO TO PUAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU TAIPVETE AVTO TO

PaPROKO, O1OTL TEPLAAUPAVEL CNUAVIIKES TANPOPOPIES Y10 GUG.

- DdordEte avto To EOALO 0dNYIBV Yprone. Towg ypelactel va to dofdacete Eavda.

- Edv éxete mepartépo amopieg, p@TNOTE TOV Y1OTPO 1 TOV PUPUOKOTOLO GOC.

- H ocvvtayn yU ovtd 10 aproko xopnynnke omokAEIGTIKA Yio 6oc. Aev TPEMEL VO ODGETE TO
QappoKo o€ GAAOLS. Mmopel va Tovg TpokaAésel PAAPT, axopa kot OTav ta onpeia TG
acBéveldc Toug etvor id1a e To KA oag.

- Edv mapotnphoete kamoto avemBOunTn evépyeia, EVIUEPOGTE TOV YIOTPO 1) TOV POPLUKOTOLO
caG. Avtd 1oyvel kat yuo KaBe mbovi avemBOUNTN EVEPYELD TTOV JEV AVAPEPETAL GTO TAPOV
@OALO 0ONY1dV Ypriong. BAEme mapdypago 4.

T epLéyel 1o Tapov GUALO 00N YLOV

T efvon To Lipocomb ko mota etvat ) ypron tov

T mpénet va yvopilete mpv mapete 10 Lipocomb

[Mog va ndpete to Lipocomb

[MBavéc avemBounteg evépyeleg

[og va purdcoete to Lipocomb

ITepieydpeva T GVoKeELACTNG Kol AOUTEC TANPOPOPIES

NP PN

1. T eivan To Lipocomb kot wowa eivon i yprjon tov

To Lipocomb zepiéyetl 600 dtapopetikég dpaoTtikég ovaieg o€ Eva Koydkto. Mia and Tig SpaoTikég
0VGieg etvan 1 pocovPactativ, TOV AVHKEL GTNV OUAS0. TV ETOVOUOLOUEV®Y GTATIVAOV, KOl 1 GAAN
dpaotikn ovoia givor 1 eCeTiuiumm.

To Lipocomb givar £va pAappoKo TOV YPTCLULOTOIEITOL Y10l VO HELDCEL TO EMITESD TNG OAMKNG
YOANOTEPOANC, TNG «KOKNG» YoANoTeEPOANG (LDL y0oANGTEPOANG) Kol TOV ATAPOV OVGIDV TOV
ovoualovton tprylukepide oto aipa oag. EmmAéov, avédver ta enineda tng «KoANG» YOANGTEPOANG
(HDL yoAnctepoing). Avtd To pApROKO AELTOLPYEL Yl T PEIOT) TNG XOANGTEPOANG GOG LE SO
TPOTOVG: UEIDVEL TN JOANGTEPOAT TTOL OTOPPOPATAL GTOV TENXTIKO COANVE, KAODC Kot Tr YOANGTEPOAN
OV TTAPAYEL O OPYOVIGHOS GOG 0Td LLOVOG TOV.

I"a tovg Tep1oso6TEPOLS AVOPOTOVG, N VYNAN YOANCTEPOAN dev ennpedlel To TOG acBdvovTon EmEdNn
ot ogv Tpokadel kavévo cOurTTopa. Q6TOG0, €4V VTN OV OVTILETOTIOTEL OEpamELTIKA, O MTapég
evamoBEGEIC UTOPOVY VO GLGCOPEVTOVV GTO. TOLYDIOTO TOV OLLOPOP®V OYYEI®V GOG TPOKAADVTAG T1)
GTEVOCT] TOVG,.

Oplopéveg Qopéc, OVTA TO GTEVOUEVA QHOPOPO Ay YElD LITopovV va amo@payBovv, yeyovog 10 omoio
Umopel va S1akOWEL TV TOPOoYN AATOS TPOC TV KOPOLd 1 TOV EYKEPAAD, 0ONYDOVTOS GE KOAPILOKY|
TPOocPorn 1 €YKEQUALKO EMEIGOS10. MEeldvovTag To EMIMED TNG YOANOTEPOANG GOC, UTOPEITE VO
UELDGETE TOV KIVOUVO KaPSLOKNG TPOSPOANG, EYKEPAMKOD ETEIGOSIOV 1] GYETIKOVY TPOPANUATOV
vyeiog.

To Lipocomb ypnoylomoteiton o acbeveig Twv omoimv ta ENImEd TG YOANGTEPOANG dEV UTOPOHV VO
gleyy0ovv Hovov amd pa StoTpor| LEimong TS YOANGTEPOANG. Oa TPEMEL VO LEIVETE GTN dLATPOPN
o0G Yl TN HEIOT TNG YOANGTEPOANG EVGD TOUPVETE OLTO TO PAPHLOKO.

O y1atpdg cag umopel va cuvtayoypapnoet to Lipocomb edv maipvete 16n 1000 pocovPactativn 660
Kot gleTipipmn oto id1o enimedo do6oMG.



To Lipocomb ypnowomoteitan o acbeveig pe kapdtakn voco. To Lipocomb peidvel tov kivouvo
KapOLOKNC TPOGPOANC, EYKEQPAAIKOV £MEIGOOI0V, YEIPOVPYIKNG EXEUPACTC YO0 TNV AOENGON TNG POTG
TOV O{LOTOC OTNV KOPOLE, 1] EICAYWOYNG GTO VOGOKOUEID AOY® TOVOL 6TO BmpaKa.

To Lipocomb dev cag fonbdaet va ydoete Papoc.
2. Tvnpéner vo yvopilete mpv wapete To Lipocomb

Mnyv napete to Lipocomb gav:

o ¢yete oalAepyla ot pocovPactativn, TV efeTiuinmn 1 6€ 0TO100NTOTE AAAO OO TO.

GLGTATIKA OLTOV TOV PUPHAKOL (avapEépovTal 6TV Tapdypapo 6).

€yete NIOTIKN vOGO.

éxete coPapn veppikr dSucieitovpyia.

éyete emavaAOUPOVOUEVES, avVEENYNTES LVTKEC EVoyANoelg 1| Tdvoug (Lvomtabdeia,).

TaipveTE £vo GLVOVAGUO GopocumovPipng/PertotacPipng/Poéihanpepipng (poppoko Tov

YPNOLOTOLOVVTAL Yot 10YEVT AOTH®EN ToL NTaTog mov ovopdleton nratitida C).

®  TaipPVETE £VO PAPHOKO TOL OVOUALETOL KUKAOGTOPIVN (YPTCLLOTOLELTAL, Y10, TTOPADELY AL,
£€meta, amd LETAPOGYEVCELS OPYAVAVY).

o ¢giote éykvog 1 OnAdalete. Av peivete éykvog evm maipvete to Lipocomb, otopuat)ote apéomc
VOl TO TOIPVETE KOl EVIUEPDOTE TOV Y10TPO cag. Ot yovaikes Oo Tpémel va amopuyovV va
petvouv €ykveg eva maipvouv to Lipocomb ypnoipomoimvtag To KOTAAANAS HETPA.
OVTIGOAANYNC.

o ¢yete avamtHéel ToTé GoPapd depuaTikd eEAvON UL 1] OTOAETION dEPUOTOG, POVOKAAES 1)/Kon
TNYEG 6T0 6TOUO. peTd T ANy Lipocomb 1 dALov @oppdkov mwov mepiéyel pocovPactativ.

Edv onotodnmote amd to mopamdve 1oyveL yio e60c (1) €hv £xete au@UBOAIES), EXKOIVOVIOTE LUE TOV
yiatpd GOg.

I poscdomou]oeig Ko TPOPVAGEELS
AmevBuvieite 6TOV Y10TPO 1 TOV QUPLOKOTOLO GOC TPV TapeTe T0 Lipocomb gdv:

o  £yETE TPOPANLATO LIE TOVG VEPPOVS GOC.

o  £yETE TPOPANLOTO LIE TO NTTOP GOGC.

o ciyate emavolapPavouevec N aveENyNTeg LOTKEC EVOYANGELG | TOVOLS, TPOCMOTIKO 1
OLKOYEVELKO 10TOPIKO HUTKADV TPOPANUATOV, 1] TPOTYOVLEVO 1GTOPIKO HUVIKGOV TPOPANUATOV
KATA TN AW GALOV QapUAK®V Yo T peimon g xoAnotepoAnsg. Evnuepdote apéowng tov
YTpo Gog GV €xete aveENynTeg PLIKEG EVOYANGELS 1| TOVOVG, 1010¢ av dev alobdvesTe KaAd 1y
av &xete mopetd. Emiong, evnuep®ote Tov Y1otpd 1 TOV QOpPLOKOTOL0 GOG AV TAPOLGLALETE
oLVEYN UVTKN AOLVOLLL.

e &dv mAoYETE N £YETE 10TOPIKO HVAGOHEVELNG (VOOO e YEVIKT LLTKT| aduvaia,
TEPIAOUPOVOLEVOV GE OPICUEVEG TEPITTMOGELS LMV TTOV YPNGLLOTOOVVTOL KOTH TNV
avamvon), N 0eOaALIKY puacBévela (VOoOo Tov TPOoKaAEl LTk advvopio Tov opBaAlmy)
KkaBdg 01 oTaTivEG UTOPEL OPIGUEVEG POPEG VO EMOEVAOGOVY TNV KOTAGTAGCT 1] VO 0011YIGOVV
otV eppdvion poachévelag (PA. mopdypapo 4).

o ¢yete avamtHéel moté coPapd depuatikd eEavOnua 1 omoAETIoN dEPUATOG, POVOKAAES T)/Kot
TNYEC 6T0 oTOUO peTd T ANyn Lipocomb 1 dALov @oppdkov mov mepiéyel pocovPactativn.

o &yete Acwtikn katoywyn (lorwvikn, Kivélikn, Ouunmveélikn, Bietvapélikn, Kopeotikn ko
Ivdun). O ywtpdc cog Ba mpémel va emrééel T cwot d6om Tov Lipocomb mov cog tanpidlet.

®  TOIPVETE PAPLOKO TTOV YPNCIUOTOLOVVTOL Y10, TNV AVTIUETOTICT TOV AOTUDEEMV,
ocvpmepthappavopévng g Aoipméng and HIV 1 g nratitidag C, m.y. Aomvafipn/prrovafipn
Nn/xar atalavafipn, avotpééte oto «AAla pappaka Kot Lipocomby.

e £yeTE GOPOPT) AVATVEVOTIKY] OVETAPKELQ.

e maipvete GAAa PapLaKo TOL ovoudLovTal PBPATES Yl T PEIOT TG XOANGTEPOANG GOC.
BAéme « Alha appoka kot Lipocomby.

®  KOTOVOAMVETE TAKTIKA PEYAAEC TOGHTNTEG OLVOTVELLOTOOMV.

e 0 Bupeoeldng adévac cog dev Asttovpyel 6moTd (LTOBLPEOEIBIGAC).



e ¢giote Gvo TV 70 etV (KaBdg 0 YloTpdg cog ypetaletat vo emAéEel TN coTH dOGN TOL
Lipocomb mov cog tarptalet).

o AouPdvete N Exete AAPEL amd TOL GTOUATOG 1 LE EVECT] PAPLOKO TOV OVOLALETAL POVGIOKO
o0&V katd TG TeEAevTaieg 7 nuépes (Eva eapuaxo yia foaktnploki Aoipwén). O cuvdvaopog
@ovc1d1kov 0&€og kat Lipocomb pmopel va 0dnynoet oe cofopd Luikd TpoPAnuota
(papoopwdrvon).

Edv xdmoto amod to mopomdve 1oyveL yia €6dg (1] Gv dev giote ciyovpot): cupPovievteite Tov yioTpod
1 TOV PAPUOKOTO0 GoG TPV EEKIVIOETE va TalpveTe omoladnmote 66om tov Lipocomb.

"Exovv avaeepbel cofapéc deprotikés avTidpacelc, CUUTEPIAAUPOVOUEV®V TOL GLVOPOUOL Stevens-
Johnson kot PopUAKEVTIKAG AVTIOPAONS HE NOSIVOPIAN Kot cuotnuatikd cvuntopato (DRESS) ot
oyéon e 1 Bepaneia pe posovPactativn. Xrapatiote va ypnoipomoreite 7o Lipocomb km
avalntiote apécmc TPkt fondela edv TopaTNPCETE KATOLO0 OO TO GUUTTMOTO TOV
TEPLYPAPOVTOL GTNV TOPEYPOPO 4.

e évav kpo apliud avlpmmmv, ol oTativeg unopel va, ennpedoouvy 1o frap. Avtd evtomileTon pio
amAn e€étao, pe v omoio tpocdiopilovrar ta avénuéva enineda Nratik®v viduwmy oto aipa. [a
ToV A0Y0 avTdV, 0 Y10TPOG 060G B0 GO KAVEL TOKTIKE 0TV TNV OUatoAoyIkn eE€taon (e&€taom
NmaTIKNG Asttovpyiag) kotd tn didpkela g Bepaneiog pe Lipocomb. Eivor onpaviikd va nnyaivete
GTOV Y1uTPO Y10 TOVS TPOPAETOUEVOLS EPYAGTNPLAKOVS EAEYYOVG.

Evé maipvete awtd 10 pdppoxo, o yiatpog cag Ba cog maparxorovbei atevd edv mdoyete amd dafntn
N eav dwrpéyete Kivovvo va, avortoéete dtafntn. Eivan mbavd va datpéyete kivouvo avamtuéng
StafrTn edv £xete LYNAL EMITESA GOKYAPOV Kol ATOI®V 6TO aipa cog, elote vagpPapog/n Kot £xete

VYNAN 0PTNPLOKY] TTiE.

o kor £enpor
H ypnion tov Lipocomb dev cuvictdrol og moudid Kot €pnouvg niikiog Katm tov 18 etdv.

Alro @appoxa ko Lipocomb
Evnuepaote tov yrotpd 1 ToV QOpLOKOTOL0 GOG €AV TOPVETE, EYETE TPOGPUTO TAPEL 1] UTOPEL VO
ndpete GALa PApLOKA.

Evnuepmote tov yiatpd 6og edv ToipveTe KATO10 0d TO TOPUKAT®:

o Kvukhocmopivn (ypnoyLomoleitar, yio Tapadelypa, EXELTO OO UETAUOTYEVOELS OPYAVOV Y10,
TNV TPOANYT TNG AmOPPIYNG TOL HETOUOGYEVHEVOL 0pyavov. H emidpaom trng
pocovPactativng av&avetol pe Tavutoyxpovn xpnomn). Mnv mapete to Lipocomb evéocm
TAipVETE KUKAOGTOPIVY).

o  Odapuaka yoL TV 0paimon Tov aipoTog m.y. fapeapiv, 0GEVOKOLLAPOAT 1| PAOLIVOLOVT (1)
EMIOPAICT] TOVG TNV OPAI®ON TOL OHUATOG KO 0 Kivouvog atpoppayiog evoéyetal va ovénbodv
otav Aapfavovtal tavtdypova e to Lipocomb), Tikaypehdpn 1 KAOTOOYPEAD.

e A)l\o @appoKka Yo TN Pelmon TG YOANoTEPOANG oag oL ovoudlovtal eipdreg, Ta omoia
dopbavouv, emiong, To eninedo TV TPIYAVKEPOIMVY 6To aipa (.. yeuePpoliin kot GAAeg
oBpateg). Katd tnv tantdypovn xpfion, N enidpacn g posovPactativig av&dvetat.

o XoheoTupapivn (éva @ApUAKO TOV XPNCLUOTOIEITOL, ETIONGC, Y10, TN UEIOT TNG
YOANOTEPOANG), O10TL EMNPedlEl TOV TPOTO TOL evePYel 1 eCeTUipm.

e Peyopagevipnn (ypnoponoteitor yio t Oepaneia Tov Kapkivov)

e Adapolovtapion (ypnolponoteitar yio tn Oepaneio Tov Kapkivov)

e Onowodnrmote and ta akdlovBa edppaka Tov xpnoionotovvTal yio T fepaneia 10yevodv
rowméewmv, ovumepirappavopévaov g Aoipwéng ard HIV § nratitidag C, uovae 1 o€
ouvdvaoud (BAéne Ipoeidomomoelg Kot TpoPLAGEELS): prtovafipn, Aomvafipn, atalavafipn,
copoopumovPipn, Bo&hanpePipn, opmtacPipn, maprranpePipn, viacapmovfipn,
BelmatacPipn, ypalompePipn, elumacPipn, yhekanpePipn, munpevracipn.

o  Ogpameieg yio T dvomeEYia TOL TEPLEXOLV APYIAl0 KOl LoyVAGLO (XPTMOLOTOIO0VTOL Yol TV
€E0VOETEPWON TOV 0EEMV GTO GTOWAYL GOG-LLEUDVOVY TO EMIMEOO POGOLPACTATIVIG GTO



TAGGHa). AvTti 1 enidpact pmopel va LeTplaotel AapBAvovTog anTdv ToV TOTO PAPUAKOD
2 ®peg petd ) pocovPactotivn.

e EpuvBpopvkivn (avtiprotikd). H enidpaocm ¢ pocsovfactativig LEWOVETAL LE TV TALTOYPOVT
xpfon Tovg.

o Dovoidikd 0£L. Av yperaletal va TApETE POLGIOKO 05V ad TO GTOWA Yo TN Bepameio
Baktnplakng Aoipméng, Ba ypelactel va SIOKOYETE TPOSMPIVA TN XPTOT] CLTOV TOV
oapudxov. O yatpdc coc Oo cag mel moTe gival ac@uAEC vo EekivioeTe ek véov To Lipocomb.
H Ay tov Lipocomb pe povc1dikd oD pumopel omdvia vo, 0d1ynoel o Loikn advvapia,
gvaioOnoia N Tovo (paPdoopvdrvcn). o tepiocdTEPEG TANPOPOPIEG GYETIKA LIE T
papdopvodrivon, BA. Topdypao 4.

o  AvIIGVAMTITIKO amd Tov oTopaTog (To Yamt). Ta eninedo TV PLAETIKOV OPLOVOV TOV

ATOPPOPAOVTOL OTd TO YATL AVEAVOVTOL.

Kozmpotvipmn (ypnoyonoteitat yio tn Oepameio tov kapKivov).

Bepomeio 0ppOVIKNG VIToKATAGTAONS (CLENUEVH ETITESO OPUOVDY GTO GiiplaL).

doctapatvipmn (ypnoomnoteitor yuo T Oepameio Tov youniov apdpod aponetaiioy).

DdePovéootam (ypnoonoteital yio ™ Oepomeio kot TPOANYN TOV VYNADY ETLTESDV OVPLKOD

0&€og o010 aipa).

Teprprovvopidn (ypnoyomoteitan yio, tn Oepameio TG TOALATANG GKAPLVOTG).

o Aeplovvopuidn (ypnoomoteitar yio tn Oepaneio TG peupaTOE0VS apOpitidag).

e Poudovotdrn (ypnoyomoteitat yia tn Oepaneio g avaipiog og acOeveic pe ypdvia veppikn
v6G0).

o  Tapauidn (ypnopomnoieitor yio m Bepaneio piog vooov mov ovoudletatl apviogidmon
TpoveBvpeTIVIC).

o  Mopgrotwviumn (ypnoiponoteitaol yo t Oepameio TG HLEAOTVOOTG G EVITAMKEG UE OvaLuia).

O1 eMOPACELS AVTAOV TOV POPUAK®OV EVOEYETOL VO ETNPEACTOVV oo To Lipocomb 1 evdéyetar va
gnnpedoovy TV enidopacn tov Lipocomb.

Edv mdte oto vocoxopeio 1 Aafete Oepaneia yio aAAN méOnon, vUepOOTE TO WTPIKO TPOCOTIKGO OTL
naipvete Lipocomb.

Kinon kot Onhaopog

Mnv naipvete 1o Lipocomb gdv giote éykvog, Tpoonabeite va peivete £ykvog 1 vopilete 0TL pmopei va
glote €ykvog. Av ueivete £ykvog evd maipvete o Lipocomb, oTouatnoTE AUECHOE VO TO TAIPVETE KOl
evnuepmote Tov ytpd oag. Ot yuvaikeg Oo TPEMEL v YPNOYLOTOIOVY OVTICVAANTTIKA PETPA KATE, T
dwapkela tng Oepamneiag pe Lipocomb.

Mnv maipvete to Lipocomb edv Onialete, 610t1 dev gival yvmoTo €0V TO QAPUAKO LETOPEPETAL GTO
unTpIKo yola.

Oonynon kKo EPGROS PNy avnpdTmV

To Lipocomb dgv avouévetal vo, EXNPeAcsl TV IKavOTTd Gog Y10, 001YNoN N XEPLGUO UNYOVIILATOV.
Qo61600, Bo Tpémel va Anedet vwdym 6tTL opiopévol dvBpwmotl arsBdavovtol (oAn petd Tt AMyn Tov
Lipocomb. Edv aicBavOeite (oAn, WANGTE [E TOV Y1ATPO GOG TPV OO TNV 00N YNOT| 1] TOV YEPICUO
UnyovnuaToy.

To Lipocomb wepiéyer vatpro
Av106 T0 QappaKo TEPLEYEL ArydTepo amd 1 mmol vatpiov (23 mg) avd okinpd Kaydkio, gival avto
7ov ovopdalovue «ehevbepo vatpiovm.

3. Ilog va wapete To Lipocomb

[Tévrote va maipvete T0 APULOKO ALTO AVOTNPE COLEOVO LE TIG 0dNYIES TOV YLUTPOL 1) TOV
Qoppoakomolod cog. Eav éxete appifoliec, pothote TOV Y1TPO 1 TOV QOPLOKOTOLO GOC.



Oo TPEMEL VO CLVEYIOETE TN YOUNAN O YOANOTEPOAN dATPOPT) KOL VO KAVETE AOKNOT EVOOM TOIPVETE
7o Lipocomb.

H ocvvietdpevn nuepnoila d66m Yo VAMKES givar £va Kayaklo g 0e60UEVNG TEPLEKTIKOTNTOC.

Iaipvete 10 Lipocomb pio gopa v nuépa.

Mmropeite vo T0 TAPETE OTOLONTOTE GTIYUN TNG NUEPACS, UE 1| Yopig Tpoen. Katarivete kdbe kaydkio
oloKANpo pali pe vepo.

[Maipvete 10 PapuroKkd cag v id1a dpa kdbe nuépa.

To Lipocomb dev eivar katdAAnio ywo évapén Oepaneiog. H évapén g Bepameiog | n mpocoppoyn e
doong, eav omawteital, 0o wpémel va yivetar udvov opnymvIag TIG OPUCTIKEC OVGIEC YMPIOTA KoL 1
petdfoaon oto Lipocomb katdAAning meplektikdTnTog Elval Suvatn HETA TN pOOUIOT) TOV KATAAANA®V
docemv.

Taxtkol £LeyyoL YOANOTEPOING
Eivai onpoavtikd va emotpépete oTov y1oTpd GOG Yo TOKTIKOVG EAEYYOVS TNG XOANOTEPOANG GO Yo
va Befarwbeite 611 1 YoAnoTEPOAN GOG EXEL PTAGEL KO TAPOUUEVEL OTO GMGTO EMITEDO.

Edv napete peyarvtepn 066m Lipocomb amd Tnv kavoviki
Emwcowvmviote pe Tov y1atpd 6ag 1] TO TUNLHO EXEYOVTIOV TEPICTATIKMY TOV TANGIEGTEPOV
VOGOKOUEIOV EMELDN EVOE ETAL VO, XpELaleaTe aTpikn PforDeia.

Edv Egyaoete va mapete To Lipocomb
Mnv avnovyeite, mapoieiyte tn 060 oL EeydoaTe Kol TAPTE TNV EMOUEVT TPOYPUUUATIGUEVT] dOOT|
G0G OTI COOTH ®PA. MnV TAPETE OITAT 0OGN Y10l VO, AVOTANPDOGETE TN 060N oV EEYAGATE.

Edv otapatijoete va naipvere to Lipocomb
MuoTe pe tov YlaTpo cag edv Bédete vo otapatnoete vo, taipvete o Lipocomb. Ta emineda
Y0ANoTEPOANG Gag eviEYETOL va avénBodv Eava av otapathioete va maipvete to Lipocomb.

Edv éxete meplocdTEPEG EPOTNOELS CYETIKA LIE TN YPNOT AVTOL TOV QUPLAKOV, POTGTE TOV Y10TPO 1)
TOV QUPLOKOTOLO GOG.

4. IMBavéic avemBopNTEG EVEPYELES

Onwg 6ha To eApUOKa, £TGL KO AVTO TO GAPUOKO UITOPEL VO TPOKAAEGEL AVETIOOUNTEG EVEPYELES, AV
ka1 6gv Tapovctdlovtal 6€ OAOLG TOVG AvOPMOTOVC.

Eivar onpovtikd va yvopilete moteg pmopel va givat ovtég o1 avemBOunTeg evépyeLes.

Yropati)ote va woipvete To Lipocomb kon avalntiote wotpikn fondeia apéomg edv epeavicere
Kamown amnd Tig TopaKaTm:
Yravieg (umopei va ernpeaocovy £0¢ 1 ota 1 000 aropa)
o Alepywcég avtidpacels, Onmg oidnua (Tpr&io) oto mpdowno, xeihn, YAdooo 17/kat Ao, ot
omoieg Umopel vo TPOKAAEGOVV SUGKOAID, GTIV OVOTTVOT| KOl GTNV KOTATOGT).
e AocvvnOioteg poikég evoyAnoeig | Tdvol mov cuveyilovtal Yo meptocdTEPO 0md 0,11 iomg va
TEPUEVOTE. ZTaVImG, anTo pmopel va e&elybel og pia SuvnTikd ameldntiky yio ™ (o1 poikn
PAGPN yvoot) og papdopvdivcn, n omoia 0dnyel e aicOnpa Kokovyiag, TuPETO Kol VEQPIKY
dvoiettovpyia.
o XUvopopo mposouoldlov pe Ako (cupmeptiapuPovouévov EavONIOTOg, O10TaPUY®Y TOV
apBpmdoe@v Kot EMOPAGED®V GTO KOTTAPO TOV CULOTOC).
e Muikn pfign.

Mn yvooeTig ovyvoTnNTaS (1] oVYVOTNTA 08V Pmopel va ekTiun 0l pe Baon ta owwbicipa dgdopuéva)



Koxkivonég, pn e£oykmpéveg, Tov Holdlovv pe otdyo 1 KUKAMKEG KNAIdEC 0TOV KOPUO, cUYVA
LE POVOKAAEC OGTO KEVTIPO, AMOAEMIOT OEPLATOG, EAKT GTO GTOUO, AOLUO, PLOTN, YEVVITIKA
opyava kot patia. Iptv amd avtd to cofapd depuatikd eEavOnquato, Uropel va ELEavicToVV
TLPETOG KOV YPIT®OT cuprtdpata (cuvopopo Stevens-Johnson).

Extetapévo e£avonpa, vynin Bepprokpascio Tov GOUATOS Kol O10YKMOUEVOL AEUPAOEVES
(ovvopopo DRESS 1 chvipopo pappokevtikng vrepsvactnaciog).

[MoAvpopeo epvbnua (ametAntikég yo T (on aALepyIKES avTidpaoelg mov ennpedlovv T0
dépua Kot Toug PAEVVOYOVOUG).

Adrec mOBavég avemOOUNTEG EVEPYELES

Yoyvéc (umopei va eanpedoovy £mg 1 ota 10 dropa)

ITovoképarog

Avckototnta

AicOnuo adiabeciog

Mvikdc mévog

AioOnuo advvopiog
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Awffng. Avto givar mo whavov edv Exete VYNAA EMITESO CAKYAPOL Kot AToVg 6TO aijLo
oag, elote vVIEPPapog/n kat £xete VYNAN aptnplokn Tieon. O yiatpog oag Ba cag
TOPAKOAOLOEL VD TalpVETE OVTO TO PAPLLOKO.

Kot\okdg movog (otopaydmovog)

Aldppora

Metewpiopog (vepPolikd aéplo. 6TV EVIEPIKN 000)

AloOnpa kobpaong

AvENGEIC G OPIOUEVEG EPYOOTNPLUKEG OLUATOAOYIKES EEETAGEIC TATIKNG AEITOVPYIOG
(TpovooIVAGES)

Oy ovyvég (nmopei va emmpeacovy £mg 1 ota 100 Gropa)

E&avOnpa, payodpa, kvidwon

Mmnopel va gpoaviotel adEnon oty TocoTNTO TG TPOTEIVIG 0T 00pal — AVTH GLVIHBWG
EMOVEPYETOL GTO PUGIOAOYIKO GO LLOVT| TG XMPIC VO XPELNCTEL VO GTOUNTHGETE VO, TOIPVETE
pocovPactativn.

Av&noeic 6 oplopEveg EpYOTTNPLOKES aLpoToAoYIKEG e€eTdaelg puikng Aettovpyiog (CK).
Brixag

Avoreyia

AieOnpo koveov

IT6évog otig apBpmoelg

Mvikol onacpol

[T6vog otov avyéva

Mewopévn 6peén

[Tovog

IT6vog 610 o1r00¢

E&ayerc

YynAn aptmplokn wieon

AicOnon popunyKldcopotog

Enpoctopio

DOAgypovn TOV GTOWAYOV

IT6voc oty TAdTy

Mvikn advvouio

[T6voc ota ¥épta. kot T, OO

Oidnua, 18img ot ¥EPLo Kot ToL TOdo

Yravieg (umopei va exnpeacovy £éo¢ 1 ota 1 000 dropa)



dLeypovn TOL TAYKPEATOG, 1| OO0 TPOKAAEL GOPAPO GTOUAYOTOVO, O OTOI0G UTOPEL VOl
enektofel o¢ TV TAATY.
Meiwon TV apoTETOAM®OV 6TO aipla.

oAb omavieg (nmopet va emnpeaocovy £émg 1 ota 10 000 dropa)

"Tktepog (KiTpvo ypdo 6To SN Kot 6TO UATLOL)

d)Leypovn Tov NToTog (NIoTitioo)

‘Tyvn aipatog ota 0vpa cog

BAaPn oto vedpo TV Todidv Kol TOV XEPIOV G0 (OTMG LOVIIUGLO)
Andrero pvipung
ALOYK®GN LOGTOV G6TOVG GvOpeS (YOVaKopaoTiol)

Mn Yvo6Ti)g 60X vOTNTUS (1] SVYVOTNTO OEV Pmopel va exkTiun0¢i pe fdon ta dS1wbéoipa oedopéva)

Aoyaviocopo

Otdnpa (npréipo)

AwTopayéc VIVov, GVUTEPIAAUPAVOUEVEOY TNG ADTTVIOG KOl TOV EPLIATOV

2e€ovoMKkég dLGKOAIES

Kotabhyn

AvomveuoTikad TpofANLOTO, CUUTEPIAAUPUVOUEVOV ETILOVOL Prya 1)/KoL Aoy oVIACUATOG 1|
TLPETOV

Tpavpotiopdg 6Tovg TEVOVTEG

Mvikn advvapio Tov gival cuveyng

[T€tpeg ot yoAN N PAEYHOVI TNG YOANBOXOVL KOGTNG (1) 0ol Uopel Vo TPOKAAESEL KOIAMAKO
Vo, vavtio, EUETO)

MvuacBévela gravis (vOcog mov Tpokael yevikn poikn advvapuia, tepthapfavouévey o
OPIGUEVEC TEPUTTMOELS LVMV TOL YPTCLLOTOLOVVTOL KATH TNV OVOTVON).

OeBaipikn poacHéveln (vooog mov tpokaAel poikn advvapio Tov oeOaAndV).

Evnuepaote tov yuotpd cog edv eppavicete advvapio ota xépta 1 to TS0 60 1) 0010 EMOEVOVETUL
HETA Ao TEPLOOOVE dPACTNPLOTNTAS, OITAN Opacm 1 atovia TV PAe@dpmv cag, dSueKoAio otV
KATOTOoN 1| SUGKOAO GTIV AVATVOT).

Ava@opd avemOOuNTOV EVEPYELOV

Edv mapotnphoete KOmolo, avemBOunTn evépyeia, EVIUEPMDGTE TOV YIATPO, TOV PUPOKOTOLO 1) TOV/TNV
VOGOKOWO 6aG. AVTO 10l Kot Yl kaOe wihoavr avemBountn evépyela Tov 6gv avapEPETAL GTO TOPOY
@OALO 0OMy1DV ¥prionc. Mmopeite eniong va avapépete avemBounteg evépyeleg omevdeiag,

pES® OV £BVIKOD GLOTNUATOG AVUPOPAS:

EALGoa Kvnpog

EBvikoc Opyaviopuog @appakmv DoppokevTikég Ynpeoieg
Meooyeimv 284 Ymovpyeio Yyeiog
GR-15562 Xoiapyog, Abnva CY-1475 Aevkooia

TnA: + 30 21 32040380/337 TnA: +357 22608607
Iototomog: http://www.eof.gr ®ag: +357 22608669

Iototomog: www.moh.gov.cy/phs

Méo® G avapopds avemBounTmy evepyeldv uropeite va fondnocete 6t GLAALOYY TEPIGGITEPWV
TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TOPOVIOC POPUAKOD.

5.

®g va pvracoete 1o Lipocomb

DvAdocete og Beppokpacio pikpotepn twv 30 °C.
Dduldcoete 6NV APYIKN] GLOKEVAGIO Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.

To @appako ovtd TPETEL VoL GUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kail OV TO POAVOLV T, TOdLA.


http://www.eof.gr/
http://www.moh.gov.cy/phs

Na pn ypnoiponoteite avtd 10 PAappaKo petd v nuepounvia Aéng (EXP) mov avagépetatl 6to kouti
omd yopTovl Kot 61N cvokevacia koyéAng (blister). H nuepounvia AnéEng etvai 1 teAevtaio nuépa tov
LUNVO. TTOL OVOQEPETOL EKEL.

Mnv metdite eApUAKO GTO VEPS TNG AMOYETELONG N OTA OIKLOKA amoppippata. Potmote tov
QOPUOKOTOLO GOG YOl TO TS VO TETAEETE TOL PAPLLOKO TTOV OEV YpNoLomoteite mo. Avtd to pétpa Ba
BonBnoovv oty Tpoctacia tov mepPdAilovtog.

6. [epreyépeva TG GVOKEVAGING KOL AOUTEG TANPOPOPIES
T epréyer To Lipocomb

O1 dpaoTtikég ovoieg gival n pocovPactativr (@G YeLSOPYVPIKT TETPADIPIKY pocovPacTtativn) Kot M
eletpipmn. Ta kaydkio Teptéxovv Yeudapyvpikn TeTpabdptkn pocovPactativn ion e eite 10 mg site
20 mg pocovPoactativng. Kdabe xawydxio mepiéyet 10 mg eletynipmng.

Ta dAlo cvotatikd ivat:

Ivpnvag

[Muprtiopévn Mikpokpuotariiikr Kottapivn (pukpokpuotoariikn kottoapivn (E 460) ko KoAlogidég
Avvdpo O&eidro Tov Iuprriov (E 551)), Korlogdég Avudpo O&eidio tov ITupitiov (E 551), Zteatikd
Mayvieo (E 572), [Topuddvn (E 1201), Natprodyog Atactavpodpevn Kapuehdln (E 468),
Mikpoxpvotariikny Kvtropivn (E 460), Mavvitodn (E 421), AaovporoBeukd Natpio (E 514),
Xouning Yrokotdotaong Yopo&urporviokvuttapivn (E 463)

Kélvpoc koyoxiov
Lipocomb 10 mg/10 mg orxAnpd koydrkio:
Kdaivppo ko copo: Kitpvo o&gidio tov aompov (E 172), Awéeidio tov titaviov (E 171), Zehativn

Lipocomb 20 mg/10 mg oxAnpd konydxio:

Kéaioppa: EpuBpd o&eido tov aidnpov (E 172), Ao&eidio tov titaviov (E 171), Kitpivo o&gidio tov
ownpov (E172), Zehativn

Yopo: Kitpvo 0&gidio tov odnpov (E 172), Awo&eidio tov tiraviov (E 171), Zehotivn

Ep@avion tov Lipocomb kot wepieydpeva Tng 606KeLUGIOS

Lipocomb 10 mg/10 mg, oxAnpd Koyakio: Un onUEIOpéVO antokAelopevo Tomov Coni Snap, Koyakio
oKkAnp1g Cehativng e T YPOUATOS KITPVOL Kot GO XPOUATOS KITPVOU TANPOVLEVO 0md S0
dokia: éva Aguko 1 6xedOV AeuKO GTPOYYVLAO, eminedo Ko pe Ao&odtuntes dxpeg dwokio Ezetimibe 10
mg ue éva otoMlapiopévo aouPforo E ot pia mhevpd tov diokiov kai tov Kodikd 612 carpv GAAN

TAEVPEL * EvaL LEVKO 1) 0YESOV AeVKd GTPpOYYVAS Siokio Rosuvastatin 10 mg pe onuavon 0 ot pio
TAEVPA TOV J1oKIOV Ko Ywpic oriHaven otnv GAAN mhevpd. To pikog Tov Kayakiov gival tepimov
21,7 mm (£ 0,5 mm).

Lipocomb 20 mg/10 mg, cxAnpd Koyakio: Un onUeElopévo antokAetopevo tomov Coni Snap, Koyakio
okANpN¢ Cehativng pe TOUO ¥PMDUATOC KAGTAVOD KOl MU YPMDUATOC KITPIVOL TANPODUEVO 00 dVO
dokia: €va Agvuko 1 oxedOV Aeukd 6TpOoYYVAO O1okio Ezetimibe 10 mg pe eninedn kot AOEOGTUNTN GKPT|

ue owllapiopévo cduPoro E ot pia mievpd tov diokiov kot kmdwkd 612 atnv GAAN TAevpd * Eva
—

2
AevKO M 6YEdOV AevKO 6TPOYYLAO diokio Rosuvastatin 20 mg pe onpoven — o1n pio TAELPA TOL

dtokiov kat ympic onuaven otnv GAAN mAgvpd. To punKog Tov kayakiov gival mepimov 21,7 mm (£ 0,5
mm).

Yvokevaociec tov 7, 10, 28, 30, 56, 60, 84, 90 oxAnpmv Kayokinv o cuckevacio KoyéANg (blister)
yoypng e€ehdoewng (OPA/AI/PVC//Al) toroBetnuévn og kutio amd SumAmpévo yoptove kot GVALO

odNydv xprone.
Mmropei va, unv KuKAOQOPOLY OAEG Ol GUGKEVAGIEC.



Karoyog Adsrog Kvkhogopiog

EGIS Pharmaceuticals PLC
1106 Budapest, Kereszttri ut 30-38.
Ovyyapia

Tomikoég Avimpdcwnog EAAGSag:

2EPBIE EAAAY ®PAPMAKEYTIKH EIIE
DpayKokAncig 7,

151 25 Mapovot

Tomkog Avtumpoécsonog Kdnpov:
C.A.Papaellinas Ltd, Aewpopog I'idvvov Kpaviduwt 179, 2234 Aatoid, Asvkwoia

Iopoaockevaotig

EGIS Pharmaceuticals PLC
1165 Budapest, Bokényfoldi ut 118-120
Ovyyapia

Egis Pharmaceuticals PLC
9900 Koérmend, Matyas kiraly u. 65.
Ovyyapia

Av71o o Qdppoxo £xel eykpBei oto Kpatn Méin tov Evporaiked Owovopikod Xaopov pe tig
aKk0AovOES ovopacisc:

Xopa EmvonO¢ica ovopacia
OMhavdio Ayadont 10 mg/10 mg, 20 mg/10 mg capsule, hard
Béhyo Cholecomb 10 mg/10 mg, 20 mg/10 mg gélules/ harde
capsules/ Hartkapseln
BovAyapia Pocymun mmtoc 10 mg/10 mg, 20 mg/10 mg TBBpaU
KarcyJu
Kompog Lipocomb 10 mg/10 mg, 20 mg/10 mg okAnpd
KOy AKLoL
EcBovia Delipid Plus
EAMGOa Lipocomb 10 mg/10 mg, 20 mg/10 mg okAnpd
KO GKLoL
Itohia Cholecomb 10 mg/10 mg, 20 mg/10 mg capsule rigide
Agtovia Rosulip 10 mg/10 mg, 20 mg/10 mg cietas kapsulas
AovEgppodpyo Cholecomb 10 mg/10 mg, 20 mg/10 mg gélules/ harde
capsules/ Hartkapseln




Mdta Lipocomb 10 mg/10 mg, 20 mg/10 mg kapsula, icbsa
IMolwvia Rosulip Plus
[optoyoria Lipocomb 10 mg/10 mg, 20 mg/10 mg céapsulas

To wapdv @UAA0 00N IOV Yp1ioNS avaOe®p1)ONKe Y10 TEAEVTOIO POPE OTIC:

EALGoa: 13/05/2026
Konpog: 07/07/2026




@VYAro ooV piong: IIAnpoeopics yia Tov ac0evi)
Lipocomb 40 mg/10 mg cxkinpa koyaKia.
pocovfoactativn Kot eCeTipipmn

AP aoTE TPOGEKTIKA OLOKAN PO TO PUAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU TAIPVETE GVTO TO

PaproKo, O10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

- Ddurdgte avto TOo EOALO 0N YDV Yprione. Towg ypelaotel va to dtufdoete Eavda.

- Edv éyete mepartépm amopieg, pOTNOTE TOV YLOTPO 1] TOV PUPLOKOTOLO GOC.

- H ocvvtayn yU avtd 10 approko yopnynnke omokAEIoTIKA Y10 60G. Agv TPETEL VO SDGETE TO
@apuoKo og dAlovg. Mmopet va Toug Tpokadésel PAAPT, akdpa Kot OTav o onueio TG
aoBéveldc Toug tvar 1010 e ToL OIKA OO,

- Edv mopatnpnoete kamoto avemBOun evEpyEL, EVILEPDOTE TOV YIOTPO 1) TOV PUPLUKOTOLO
c0c. AVt 1oy0EL Kot Yo KEOe mhoavn avemBOun Ty EVEPYELD TOV OEV OVOPEPETOL GTO TAPOV
@OALO 0OMY1dV y¥prione. BAEme mapdypago 4.

T epréyerl 1o mapov @UAAO 00N YLOV

T1 efvon To Lipocomb ko wota etvat ) gpnon Tov

T mpénet va yvopilete mpv tapete 10 Lipocomb

Ilog va mdpete 1o Lipocomb

ITiBavég avemBOUNTEG EVEPYELEC

[Mog va purdcoete to Lipocomb

ITepiexdpeva ¢ cuokevACiNG Kot AOUTEC TANPOPOPIES

AN e

1. T givar To Lipocomb kot wova givar ) ypiion Tov

To Lipocomb mepiéyetl 600 d1apopeTiKég dpaoTiKéG ovoieg o€ éva Kaydkio. Mia amd T1g dpaoTikég
0VGieg eivar 1 pocovPactativ, TOV AVIKEL GTNV OUAA0 TV ETOVOUOLOUEV®VY GTATIVAV, KOl 1 AN
dpactikn ovoia givorl n eCeTiuiumm.

To Lipocomb givon £va pApHOKO TOV YPNOLLOTOLEITOL Y10l VO LEWDGEL TOL EMITEDA TNG OAIKNG
YOANOTEPOANC, TNE «KOKNG» YoANnoTtepdAng (LDL yoAnctepOANG) Kol TV ATAp@V OVGIDV TOL
ovopdlovtot TpryAvkepidla oto aipa coc. EmmAéov, av&dvel To eninedo TG «KOANG» YOANGTEPOANG
(HDL yoAnctepoing). Avtd to @ApRaKO AELTOVPYEL Yl TN PEIOT) TNG XOANGTEPOANG GOG LE OVO
TPOTOVG: LEUDVEL TI| YOANGTEPOAT TTOL OTOPPOPATAL GTOV TENTIKO COANVE, KABDS Kot Tr YOANGTEPOAN
OV TTAPAYEL O OPYOVIGHOS GOG OTd LLOVOG TOV.

IMa tovg Tep1o6oTEPOLS AVOPOTOVG, N VYNAN YOANGTEPOAN dev ennpedlel To TOG acHdvovTo ETEON
oVt dev TPoKaAel KavEVa GOUTTOO. Q26TOGO, EAV OVTH OEV AVTILETMOTIOTEL OEpOamEVTIKA, OL MITOPESG
EVOTOOEGEIC LTOPOVV VO GLUGCOPEVTOVY GTO TOLYMLOTO TOV OLHOPOPMV AYYEI®V GOG TPOKOADVTAS TN
GTEVOCT] TOVG,.

Op1opéveg opég, OVTA TO GTEVOUEVO ALLOQOPO aryYEin HTOopovV va amo@payfovv, yeyovog To omoio
UTopEl va SIOKOWEL TNV TapOoyN AILaTog TPog TNV Kopdld 1} TOV EYKEQPAAD, 0ONYDOVTOC GE KOPOLUKT
TPocPoin 1 eyKeQUALKO ENEI0OS10. MeldvovTag To eTImED TG YOANOTEPOANG GOC, UTOPEITE VO
LELOGETE TOV KIVOUVO Kapdlokig TPOSPOANG, EYKEPAMKOD EMEIGOSIOV 1] GYETIKOV TPOPANUATOV
vyeiog.

To Lipocomb ypnoylomoteiton o€ acbeveig Tmv omoimv ta eNimeda TG YOANGTEPOANG deV UTOPOHV VO,
eleyy0ovv Hovov amd pia SloTpor HEImonG TS YOANGTEPOANG. Oa TPEMeL va LeiveTe o dlaTpoPn
G0G Y1, TN HElOT TG YOANGTEPOANG EVGD TOUPVETE OLTO TO PAPLLOKO.

O ywtpds oag punopei va cvvtayoypaenoet To Lipocomb gdv maipvete 10n 160 pocovPactativiy 66o
Ko eCeTipipmn 610 1610 eninedo 66oMG.



To Lipocomb ypnowomoteiton o acbeveig pe kapdlakn voco. To Lipocomb peimvel tov kivéuvo
KOPOIKNG TPOGPOANG, EYKEPAAIKOD EMEICOOI0V, XELPOVPYIKNG EXEUPAGTC Yo TV AEN T TG PONS
TOV Q{LOTOG OTNV KOPJLE 1] ELGOYWOYNG OTO VOCOKOUEID AdY® TOVOL 6To BmdpoaKa.

To Lipocomb dev cag fondaet va ydoete Pdpoc.
2. T péner va yvopilete npwy wapete To Lipocomb

Mnyv napete To Lipocomb gav:

o &yete aAlepyio otn pocovPactativn, tnv eleTipipnn | o 0m0100MTOTE GALO AT TOL

GLGTATIKA OVTOV TOV PAPHUAKOL (avapEPOVTAL GTNV Tapdypapo 6).

£€YeTE NMOTIKN VOGO.

€xete ETpla | GoPapr| VEQPIKY SLGAELTOVPYIa.

€xete emovolouPovopreveg, aveENYNTES LVTKEC EVOYANGELS 1 TOVOLS (LvoTtadei).

TaipveTe €vo cLVOVAGO GopocumovPipng/PerroatacBipne/Boéihanpepipng (pdpuako Tov

YPNOLOTOLOVVTAL Y10 10YEVT AOTH®EN TOL NTtaTog mov ovopdleton nratitida C).

e ciyate emovaiapPovouevo 1 aveENynTo Puikd TOVo, TPOSMTIKO 1) OIKOYEVELNKO 1GTOPIKO
UUIKOV TPoPANUATOV, 1| TPOTYOVUEVO IGTOPIKO HVIKMOV TPOPANUATOV KaTd T ARy ALY
QOPUAK®V YiaL TN HEIDOT TNG XOANGTEPOANG.

® Taipvete éva PAPUOKO TOV OVOUALETAL KUKAOGTOPIvY (¥pNCULOTOLEiTAL, Y10 TAPASELY IO,
EMELTA OO LETALOCYEVGELS OPYAVAV).

o ciote éykvog N INralete. Av peivete £ykvog evd maipvete 1o Lipocomb, otapariote apécmg
VOl TO TOUPVETE KoL EVIUEPDGTE TOV Y1ATPO cag. O yovaikee Oo Tpémel va amopvyovV va,
peivouv €ykveg eva maipvovv to Lipocomb ypnoipomoidvtog To KOTAAANAS LETPa.
AVTIGOAANYTG.

o ¢yete avantuEel ToTé coPapod depuratikd eEAvON U 1] amoAémion SEpUATOG, PAVKTOLVEG 1)/ KoL
TNYEG 6T0 oTOU peTd T ANy Lipocomb 1 dALov @oppdkov mov mepiéyel posovPactativn.

e 0 Bupeocdng adévag cag dev Aettovpyel cGTA (VITOBVPEOEISIGHOG).

®  KOTOVOADVETE TOKTIKA UEYAAES TOGHTNTES OLVOTVEL LATMOMV.

o ’'Eyxete Actatikn kataymyn (lotovikny, Kwélum, Ouunmvélikn, Bietvapélum, Kopeatikr| kot
Ivouen).

o &av Aappavete dAla pappoKa Tov ovopdloviotl EPPATES Y10, TN UEION TNG XOANGTEPOANG
cog (BA. mapbypago «Ala edappaka kot Lipocomby).

Edv omotodnmote omd to mopamdve 1oyvet yio e5dg (1 €4V £xete AUEPOAIES), EMKOIVOVIOTE |UE TOV
Ytpd coC.

pocdomomosic ko TpoPLAGEES
AmevBuvheite oTov Y10TpO 1 TOV QOPLOKOTOIO GOG TPV TApeTe T0 Lipocomb gdv:

e  £yete WPOPANIOTA [IE TOVG VEPPOVG GUG.

o  £yete MPOPANIOTA [IE TO NTTOP GOGC.

o ciyate emavolapPavopeves | aveENyNTeg LTKES EVOYANGELG 1 TOVOLS, TPOCHOTIKO 1)
OIKOYEVELNKO 1IGTOPIKO LDTKMV TPOPANUATOVY, 1] TPONYOVUEVO 1GTOPIKO HLIKOV TPoPANUATOY
Kot T ANYM GAA®V eapudkov Yo T peiowon g xoAnotepoing. Evnuepoote apéomg tov
Y1aTpd G0C AV EYETE OVEENYNTEC LVTKEC EVOYANCELS 1] TOVOLG, 101(C v dEV AIoOAVESTE KAAN 1)
av &yete mopeto. Emiong, evnuepmoTte Tov Y1aTpo 1 TOV QUPUIKOTO0 GOG EAV TAPOVCIALETE
oLVEYN ULTKN ALV,

o ¢yete M eiyote poocbéveln (VOoO e YEVIKN HUIKT aduvapio, cUTEPIAAUPBOVOUEVOV CE
OPIGUEVEC TEPUTTMCELG LVMOV TOV YPTNCLUOTOLOVVTOL KATE TNV OVOTVON), 1 LuacBévela Tov
opBoipmv (voco mov mpokadel poikn advvapio tov opBaipdv) kabnhg o1 otativeg umopel
OPIGUEVES (POPES VO EMOEVAOCOVV TNV KATACTOOT 1] VAL 031YGOLV GTNV EULPAVION
pvocévetlag (PA. mopdaypa@o 4).

o ¢yete avamtHéel moté coPapd deppatikd eEAvOna 1] oToAETION dEPHOTOG, POVOKAAES 1)/Kon
TINYEG 6T0 oTOUO peTd T ANy Lipocomb 1 dALov @oppdkov mov mepiéyel pocovPfactativn.

o ¢yete Actotikn kataywyn (lorovikn, Kivéliknm, @iimavélikn, Bietvouélikn, Kopeotikn kot
Ivducn). O ytpds cog Ba mpémel va emrééet T cwot| d0o1 Tov Lipocomb mov cog tanpidlet.
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®  TOIPVETE PAPLOKO TTOV YPNCIUOTOLOVVTOL Y10 TNV AVTILETOTICT TOV AOUDEEDV,
ovumeptlhappavopévng e Aoipmwéng amd HIV 1| g nratitidag C, m.y. Aomvafipn/prrovafipn
ko ozalavafipn, PAéne «AAlo eappoka kot Lipocomby.

e &yete 6oPapn AVATVEVGTIKY OVETAPKELX.

e Tmoaipvete dAla pdppoka wov ovopalovrol eRPATeG Yo T Helwon TN YOANGTEPOANS GG,
BAéme « Ao pappoxa kot Lipocomby.

®  KOTOVOADVETE TOKTIKG UEYOAEC TOCOTNTEG OVOTVELLATMOMDV.

0 Bupeoedng adévag cag dev Aettovpyei cwotd (VITOOVPEOEISIGUOG).

o ¢giote dvo tav 70 etV (kabdc o yoTpog cag ypetaletat vo emtié€el T oot dOGT TOL
Lipocomb mov cag tarpidlet).

o AauBdvete N Exete AAPeL amd TOV GTOHOTOG 1 LE EVECT] PAPLOKO TOV OVOUALETAL POVGLOKO
0&0 xoTa TIg TEAsVTOiEG 7 NuEPES (Eva eappako Yo, faxtnplaxni Aoipnmén). O cuvévacude
@ovcdkov 0&€og kot Lipocomb pmopei vo 0dnynoet og coPfopd poikd wpofAnpata
(papdopvorvon).

Edv xémotlo amod to mopondve 1oyvel yio €0dg (1 Gv dev giote ciyovpor):

Mnv Aappavete Lipocomb 40 mg/10 mg oxkinpd kayakwo (Tnv vynidtepn 66omn) ko
ovupovirevteite TOV YIOTPO 1| TOV QUPROKOTOLO GOS TPV EEKIVI|CETE VO, TAIPVETE OTOLOONTOTE
0601 tov Lipocomb.

"Exovv avapepbel coPfapéc deppaticés avtidpdoelc, cCupmeptlaavopévayv Tov GuvopoLov Stevens-
Johnson kot g avtidpaong 6To EAPUAKO LE NOGIVOEIATN Kot cuaTtnuatikd cvprntdpota (DRESS) oe
oyéon pe 1t Bepoameia pe pocovPactotivr. LTapaTOTE VO, Y priciponoleite 1o Lipocomb kat
avalntiote apéoms wTpikn fo1)0sia edv TopatnpoeTe KATO0 OO TO GUUTTMOUOTA TOV
TEPLYPAPOVTOL TNV TOPAYpOo 4.

e évav pkpo apliud avBpodnmv, o1 otativeg umopel va exnpedoovy To fmap. Avtd evromileTon pe po
amAn e&étaon, pe v omoia Tpocdiopifovral ta avénuéva emineda nratik®v eviduwy oto aipa. [a
ToV AOYO aVTOV, 0 Y10TPOC GOg B GG KAVEL TOKTIKA QUTHY TNV OLUATOAOYIKY| eE€Taom (e&€Taom
NTaTkNg Aertovpyiag) katd tn didpketa g Oepaneiog pe Lipocomb. Eivar onpavtikd va anyaivete
GTOV YL0TPO Y10 TOLG TPOPAETOUEVOVG EPYAGTNPLOKOVG EAEYYOVG.

Evo maipvete ovtd 10 QApoKo, 0 YiaTpog oag Ba cag mapakorlovdei otevd edv mhoyete amd o
N €av dworpéyete Kivovvo va avartuéete dafntn. Eivar mbavo va diatpéyete kKivovvo avamtuéng
StafrTn dv £xete VYNAL EMiTESA GOKYAPOL Kol ATOI®V 6TO aipa oog, eiote vIEpPapog/n kot £xete

VYNAN apTNPLOKY] TTiEo.

Modra kon £pnpor
H ypnion tov Lipocomb dev cuvictdtotl og Toudid Kot €prouvg nhikiag kdtm tov 18 etdv.

Allo @appoxa ko Lipocomb
Evnuepmote tov yiatpd 1| ToV QopUaKoTold cag edv maipvete, £xete mpOGPATA TAPEL 1) LWTOPEL VoL
nhpete GALO QapUAKO.

Evnuepmote tov yiatpd Gog v ToipveTe KATO10 0md TO TOpoKAT®:

e  Kvukhoomopivn (ypnoytomoteitar, yio mapadetypa, ETELTO OO LETAUOCYEVCELS OPYOVOV Y10l
TNV TPOANYT TNG ATOPPIYNE TOL LETOUOGYEVHEVOD 0pYavov. H emidpaom trng
pocovPactativng avEdvetat pe Tavutdxpovn xpnomn). Mnv ndpete to Lipocomb evoocwm
maipveTe KuKAOGTOPivY).

o  Ddppoxa yio v opaimon Tov aipatog w.y. Papeapivn, acEVOKOLUAPOAN 1| GAOVIVOLOVN (M
EMIOPACT] TOVG GTNV APAIMGN TOL CiNATOG KOl 0 Kivovvog aupoppayiog evoéyetal va avénbodv
otav Aapfavovtar tavtdypova e to Lipocomb), Tikaypehdpn 1 kKAomidoypérn.

e AA\o @apuoKa Yo TN HEIWON TNG XOANGTEPOANG GaG ToL ovopdlovTot EIPPATES, To ool
dtopbavouy, emiong, Ta enineda TV TPIYAVKEPOI®VY 6TO aipa (T.). YepePpoliin kot dAAeg
o1Bpdarec). Katd tnv tavtdypovn ypnon, n enidpacn g pocovPactativng avéavetotr. Mnv
happavere Lipocomb 40 mg/10 mg oxkinpd koyaxio pe Tavtdypovn ypion eippang.
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o  Xoleotupapivn (€va QAPUAKO TOV XPTCLUOTOIEITOL, ETIONG, Y10 TN HEIOT TNG
YOANGTEPOANG), S10TL EMNPedLlel TOV TPOTO TTOL gvepyeil ) eleTyuipm.

e Peyopagevipnn (ypnoponoteitar yio t Oegpaneio Tov KapKivov).

e Aapolovtapion (ypnowponoteitor yio tn Oepaneio Tov Kapkivov).

e  Omolodnmote omd T0 AKOAOVOO PAPLOKO TOV YPTCULOTOIOVVTAL Yo TN Bepameio 107EVOY
rodéenv, ovumepthappavouévov g roipwéng and HIV | nratitida C, pova 1 o
ouvovaouo (PAéne [pogidomomoelg Kot TpoPLAGEELS): prtovafipn, AomvaPipn, atalavafipn,
copooumovPipn, Bo&hanpePipn, opmtacPipn, moaprranpePipn, viacapmovfipn,
BelmataoPipn, ypalompePipn, elunacPipn, yiekanpepipn, munpevracipn.

o  Ogpameieg yio T dvomEYin TOL TEPEXOLV OPYIAO KOl LoyVAGLO (XPNOUOTOLOVVTOL Yol TV
€E0VOETEPWOT TOV 0EEMV GTO GTOUAYL GOG-LEIDVOLY TO EMITEDO pocovPactativig 6To
mAdopa). Avth 1 emidpacn pmopel va petplactel Aapfavovtag avtdv Tov THTO PUPUAKoD 2
MOPEG UETA TN pocovPacTaTiv.

e EpvBpopvkivn (avtifrotiko). H enidpacn tng pocovPactativng petdveTor pe Ty Tontdypovn
Xp1on TOVG.

o  Dovo1dikd o&v. Av ypeldletal va napete Povcidko o&H amd To oTOUa Yo T Oeparmeia
Baktnplaxng Aoipméng, Ba yperacTtel va SKOYETE TPOSMPIVA TN XPTOT] CLTOV TOV
oapudxov. O yatpdc cog Bo cag el moTe gival ac@aAE vo EeKivioeTe ek véou To Lipocomb.
H Aqyn tov Lipocomb pe povoidikd o&d pmopel omdvia vo, 0dnyfHoel o Poikn advvapia,
gvaoOnoio N Tévo (paPdopvorvon). o tepiocdTEPEG TANPOPOPIES CYETIKA LIE TN
papdopvorvon, BA. Tapdypao 4.

o AvToVAMTTIKG amd Tov otopaTog (to ). Ta eninedo TV PLAETIKOV OPLOVOV TOV

ATOPPOPAOVTOL A0 TO YATL AVEAVOVTAL.

Kompotwipmn (ypnoyomoteitat yia tn Bepaneia Tov Kapkivov).

®¢gpoameio oppOVIKNG VTOKATAGTACTS (LENUEVL EMTIMES DL OPUOVDY GTO QiipAL).

Ddooctopatvipmn (ypnoomnoteiton yo ™ Oepameio Tov youniov aptBpod aponetaiioy).

Ddefovéootam (ypnoponoteital yio ) Oepomeio kot TpOANYN TOV VYNADY ETUTESDV OVPLKOD

0&edg 01O aipar).

Teprprovvopidn (ypnolomoteitar yio tn Oepameio tng TOALUTANG GKANPLVGTC).

o Agplovvopuion (ypnowyomoteiton yio tn Oepaneio g pevpatogdos apbpitidag).

o Po&udovatdrn (ypnowomoieitar yio tn Oepameio g avaipiog oe acheveic pe ypovia veEQPIKN
v6G0).

o Taeauidn (ypnoonoteiton ya ) Bepaneio piog vooov mov ovoudletal apviogidmon
TpaveBupeTivig).

e  Mopelotwvipmn (ypnoiponoteitol yia ) Bepomeio g poeloivoong oe eviALKES Le avalpia).

O1 eMOPAGELC QVTOV TOV POPUAKOV EVOEXETAL VA EXNPEACTOVY amd To Lipocomb 1) evdéyetal va
ennpedoovy v enidpacn tov Lipocomb.

Ed&v mdte oto vosokopeio  AMaPete Bepameia yio GAAN TAONGN, EVLEPDGTE TO WUTPIKO TPOSMTIKO OTL
naipvete Lipocomb.

Lipocomb pe owonmvevpatdon
Mnv AapBavete Lipocomb 40 mg/10 mg cxAnpd kaydkia (tnv vynAodtepn 006M) €0V KOTOVAADVETE
TOKTIKG PLEYOAEG TOGOTNTEG OLVOTVELVUATMOOMV.

Kdnon kot Onraocpog
Mnv naipvete 1o Lipocomb gdv giote éykvog, mpoorabdeite vo peivete £ykvog 1 vouilete 0TL umopei va
glote £ykvog. Av peivete éykvog evm maipvete to Lipocomb, oTopatoTe apécmS VoL TO TAIPVETE Kol



eVHEP®ATE TOV Y1aTPd coc. Ol yuvaikeg Bo TPEMEL VOl YPNCLLOTOOVY AVTIGVAANTTIKA LETPO, KOTA T
duapketa g Oepameiag pe Lipocomb.

Mnv naipvete 1o Lipocomb gdv OnAdlete, 10Tt dev gival YvOoTO €0V TO PAPUOKO LETOPEPETOL GTO
UNTPKo yoo.

Oonynon ko EPLoROS PNy avnpdTmy

To Lipocomb dgv avapévetal va, eXnpedcsl TNV IkavotnTd Gog Yo 001yNoN N XEPICUO UNYOVILATOV.
Qo1t600, Oo Tpémel va Anedei vwdyn 6t opiouévor dvBpwmot arcBdvovtor (oAn puetd T Ayn Tov
Lipocomb. Edv aicOavOeite (oAn, WANGTE e TOV Y1IATPO GaG TPV otd TNV 001 yNoT 1} TOV XEIPLGHO
unyavnuaToy.

To Lipocomb mepiéyel vatpro
Av10 T0 Papuako mepEyel Aryotepo amd 1 mmol vatpiov (23 mg) avd okinpd Koydkio, givol auto
mov ovopdlovue «ehevbepo vatpiovm.

3. o va tapete To Lipocomb

[Tavtote va maipvete To PAPUOKO QVTO CVGTNPE GOUPOVO. LE TIG 0ONYiES TOV YLOTPOD 1] TOV
Qappokomolod cog. Eav éxete appifolies, potiote Tov Y1aTpd 1] TOV GOPLOKOTOLO GOG.

Oo TPETEL VO GUVEYIGETE TN YOUNAN GE YOANGTEPOAN S1OTPOPN KOl VO KAVETE AGKNGN EVOGH TOIPVETE
to Lipocomb.

H ovviotdpevn nuepnota 006m yior evAAIKES eivor Eva KaydKio TG 0E00UEVNG TEPLEKTIKOTNTOG.

Haipvere 10 Lipocomb pio gopa v nuépa.

Mmropeite vo T0 TAPETE OTOLONTOTE GTIYUN TNG NUEPACS, UE 1| Yopig Tpoen. Katarivete kdbe kaydkio
oloKANpo pali pe vepo.

[Maipvete 10 Pappokd cag v id1o dpa kabe nuépa.

To Lipocomb dev givar katdAAnio yio évapén Oepameiag. H évapén g Oepomeiog 1 | mtpocopproyn e
doong, eav omarteital, 0o wpénel va yivetal LOVOV YopnymVIOG TIG OPACTIKEC OVGIEC YMPIGTA KAl 1|
petéfoomn oto Lipocomb katdAining meplekticdtnTog Elvar Suvartn HeTd T pOOIOT TV KATAAANA®V
d6cEMV.

H péyiom nuepnoia 86om g pocovfoactativng eivar 40 mg. [poopileton povov yio acbeveig e vymid
enimeda YoANoTEPOANG KoL LYNAO KiVOLVO KAPSIOKNG TPOSPOANG 1] ayYELKOD EYKEPAALKOD ENEIGOIO0V,
TOV OTOI®V TA EMITESA YOANGTEPOANG dEV UEIDVOVTOL OPKETA pe 20 mg.

Taxktikoi £reyyot yoinotepoing
Eivon onpovtikd vo emotpepete 6Tov YoTpo GOG Y10 TOKTIKOVG EAEYYOVS TG XOANGTEPOANG GOG Yol
va BePaindeite 0TL 1| YOANGTEPOAN GOG EYEL PTACEL KOl TAPAUEVEL GTO GMGTO EMINEDO.

Eév napete peyordtepn 06on Lipocomb and tnv kavoviki)
Emwcowvmvnote pe tov y1atpd oag 1 TO TUNUO EXEYOVTOV TEPIGTATIKMY TOV TANGIEGTEPOV
VOGOKOUEIOV ETELON eVOE ETAL VO, XpELdleaTe woTptkn fondela.

Eav Eeyaoete va napete To Lipocomb
Mnv avnovyeite, mapareiyte T 0601 OV EEXAGATE KOl TAPTE TNV EXOUEVT] TPOYPOUUUATIGUEVT dOOT
00G 0TN 0OOTN Opa. M1y Tapete SuTAn dOON Yo VO AVOTANPMOGETE TN dOGN TTOL EEXACATE.

Eév otopatiocere vo naipvete 1o Lipocomb
MuoTe pe tov YiaTpo cag edv Bédete vo otapatnoete vo, maipvete o Lipocomb. Ta emineda
Y0ANoTEPOANG CaG eviEYETOL va avénBov Eava av otapathioete va maipvete to Lipocomb.

Edv éxete meplocOTEPEG EPOTNOELS OYETIKA LLE TN YPNOT AVTOL TOV QUPLAKOV, POTHGTE TOV Y10TPO 1)
TOV QUPULOKOTOLO GO,



4.

MBavég avemOOunTeg evépysereg

Onwc 6Ma o pdppoka, £T61 Kot avTd TO PAPLOKO UTOPEl VO TPOKAAESEL AVETIOOUNTEG EVEPYELES, OV
KoL 0€V TOPOVGALOVTAL GE OAOVG TOLS OVOPAOTOVG.

Eivat onpavtucd va yvopilete moleg pmopel va eivat autég ol avembounteg evépyeteg.

Yrapotiote vo taipvete To Lipocomb ko avalntiote wtpikn Bon0sio apécwg edv eppavicets
KAmown amd Tig TopuKaTm:
Yravieg (nmopel va ernpedocovy £0¢ 1 ota 1 000 aropa)

AMepyikéc avTidpdoelg, Omwg oidnua (TpN&o) 6to TpdSmTO, YEIAN, YAOCoH 1)/Kot Ao, ot
omoieg UMOPEL VO TPOKAAEGOVV SUGKOAIR GTIV OVOTVOT| KOl GTNV KOTATOoN.

Acvuvi0ioTeg UDiKEC EVOYANGELS ) TOVOL TTOL cuveyilovTal yio TEPIGGATEPO Amd 0,TL IGME Va,
nepluévate. Znovine, avutd umopel va eEehybel o pio Svvntikd anetinTikn yio T {on poikn
BAGPN yvoot) og papdopvdivc,  omoio 00Nyel o€ aichnua Kakovyiog, TupeTd Kot VEQPIKN
dvciettovpyia.

YHvdpopo Tpocopotdlov pe Adko (cupmepiiapfovousvav eEavOuatog, SlaTapoydv Tmv
apBphcewv Kol EMOPAGEDY GTA KOTTOPO TOV AiLLOTOC).

Prén pode.

Mn yvooTig ovyvoTNTaS (1] SVYVOTN T 0EV pmopel va ekTiun0sei pe Baon ta owwbdicipa dgdopuéva)

Kokkwvorég, un eEoykopévee, mov potdalovy e 6TtodYo 1 KUKAKEG KNG oTov Kopud, cuyvd
HE PADKTOIVEG GTO KEVTPO, OMOAETION OEPLOTOC, EAKT GTO GTOHO, ACLUO, LOTT), YEVVITIKA
opyava kon pato. pv amd avtd ta coPapd deppatucd eovOnpata, UTopel va ELEOVIGTOVV
TLPETOG KOV YPITmOT cvoprtdpata (chvopouo Stevens-Johnson).

Extetapévo e&avOnua, vymin Bepurokpacio Tov cOUATOS KoL SIOYKOUEVOL AEUPAOEVEC
(obvdpopo DRESS 1 chvopopo papprokevTikng vtepsvactnaciog).

IMoAdpopeo epvnua (amelAntikég yio ) (on aAlepykég avTidopaoelg mov ennpedlovv 10
dépua Kot Toug PAgVVOyOVOUG).

Addeg mOAvVEG avemOBOUNTES EVEPYELES

Yoyvéc (umopel va eanpedoovy £mg 1 ota 10 dropa)

IMovoképaiog

Avckotdtnta

AloOnpo adiabeciog

Mvikog Tovog

AloOnpo advvopiog

Zdn

AvENON 0NV TOCHTNTA TNG TPMOTEIVNG GTO OVPA — VTN CLVNO®G EMAVEPYETAL GTO
(QUVGLOAOYIKO ATt LLOVT] TG XMPIC VO XPELNOTEL VO GTOUNTHCETE VO TAIPVETE AVTO TO PAPLLOKO.
Awpfng. Avto givar o mhavov edv €xete vYMAG eMinedo caKYAPOL Kol MOV GTO aijd
oog, elote VIEPPapog/n Kol £xete LYNAN aptnprokn Tieot. O yTpdg cag Ba cog
mapoKoAovdel evd maipvete aVTO TO PAPLAKO.

Kot\okdg movog (otopaydmovog)

Aldppola

Metewpiopog (vepPolikd aéplo. GTNV EVIEPIKN 000)

AtioOnpa kobpaong

AvENGEIC 6 OPIOUEVEG EPYOOTNPLUKEG OLULATOAOYIKEG EEETAGEIC MTOTIKAG AEITOVPYIOG
(TpovooIVAGES)

Oy ovyvég (nmopei va emmpeaosovy £mg 1 ota 100 dropa)

E&GvOnpa, payovpa, kvidmon
Avénoeic o oplopéveg epyaoTnplakég alpatoroyikés e€etdoeig puikng Aettovpyiog (CK)
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Biyag

Avoreyia

AioOnpo kovcov

ITovog otig apBpdoelg
Mvikol onacpol

[16vog ooV avyéva
Mewwopévn 6peén

[T6vog

[16vog oto otnog

E&qyerg

YymAn aptmploxin mieon
AioOnon popunykidopotog
Enpoctopia

DOleypovi ToL GTOUAY OV
[16vog otnv TAdT

Mvikn advvopio

[16vog ota yépra Kot To TOdL
Oidnua, 18img ota yépta Kot To. TOdLo.

Yravieg (nmopel vo exnpedoovy £0¢ 1 ota 1 000 dropa)

dAreypovn Tov TaykpEaTog, 1| omoia TpokaAel GoPapd GTOUAYOTOVO, O OTOI0C UTOPEL VA
emektadel og TNV TAATN.
Meiwon tov aponetaMmv 6To ol

oAb onavieg (umopel va exnpedsovy £émg 1 ota 10 000 dropa)

"Tktepog (kiTpvo ypdpo 6To dEPLLNL KO OTO LATLOL)

dreypovn Tov Arotog (roTitioo)

"Tyvn aipatog ota 00pa Gog

BA&fn oto vedpo TV ToddV Kol TOV XEPIOV Gag (OTMG LOVIIAGHLO)
ATdAgl0 LVAUNG
AOyK®ON PaGTOD GTOVG AVOPES (YUVOIKOUAGTIOL)

Mn YVOGTIG GVYVOTNTOS (1] CVYVOTNTA OEV pmopel va ekTiun 0l pe Baon ta owwbicipa dcdopuéva)

Avcnvola

Oidnua (mpn&iuo)

Awtopayég Vvov, GVUTEPIMAUPAVOUEVOVY TNG ADTTVING KOl TOV EPLUATMV

Ye€ovoMKEG dOLGKOMES

Kotabiwm

AvomveuoTika TpofANUaTo, cuUTEPIAAUPBaVOUEVOVY ETILOVOL By 17/Kot SOVGTVOLAG 1)
TVPETOV

TpovpoTIcHOc 6TOVG TEVOVTES

Mvik1| advvapio mov givor GUVEXNCS

[Tétpeg otn Yol 1 pAeypovi| TG XoAndoYoL KHoTNG (1] omoio Pmopel vo TPOKUAESEL KOIMAKO
ovo, votio, ELETO)

MvuacBévela gravis (vOcog mov Tpokael yevikn poiky advvapio, meptiiappovouévey o
OPIGUEVEC TEPUTTMOELS LLVMV TOL YPNCLLOTOLOVVTOL KATH TNV OVOTVON).

MuacOéveia tov opBaAudY (VOGO TOV TPOKUAEL LOTKT advvapio Tov oQOaAN®OV).

Evnuepdote tov yiotpd cog edv eppavicete aduvapio ota y€pta 1 ta T 6aG 1) 0Toio EMOEVOVETL
UETE 0md TEPLOSOVE OPACTNPLOTNTOC, SITAN OpacT 1 aTovia TV PAEQPAPOV Gag, SVCKOAIN GTNV
Katdmoon 1 SuGTVOLa.

Ava@opd avemOounTOV EvePyELOV



Edv mopoatnpnoete kamoto avemiOunt evEPYELN, EVILEPDGTE TOV YIOTPO, TOV QAPUAKOTOLO 1) TOV/TNV
VOGOKOLO 0aG. AvTd 1oyDeL Kot Yio KAOe Thovi avemBountn evEPYELd TOL dEV OVAPEPETAL GTO TOPOHV
@OALO 0OMY1DV Yprionc. Mmopeite emiong vo avapépete avemBouunteg evépyeleg anevbeiag, HECWO TOL
EBvikov Opyavicpod oppakov, Mecoyeiov 284, GR-15562 Xohapyde, ABnvaTni: + 30 21
32040380/337, Iototomog: http://www.eof.gr. Mécm g avapopdg avemBOuntmv evepyelmy umopeite
va fonBnoete 6N GLALOYN TEPIGCOTEP®V TANPOPOPLDY GYETIKA LLE TNV ACPAAELN TOV TAPOVTOG
QOPUAKOL.

5. og va gvraccete 10 Lipocomb

dvldocoete og Oeppokpacio pkpotepn tov 30 °C.
Duidcoete GTNV APYIKN] GLOKEVAGIO Y10, VO TPOGTATEVETOL OO TO MG KOL TNV VYPOGia.

To @appako ovtd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kail OV TO POAVOLVY T TOdLA.

Na pn ypnoiponoteite avtd 10 appako petd tnv nuepounvio AnéEng (AHZH) mov avaeépetat 6to
KOVTL 0o YoPTOVL Kal 671 cuokevacia kuywéAng (blister). H nuepounvia Afénc eivar n televtaia
NUEPO TOV UNAVO, TTOL OVOPEPETOL EKEL.

Mnv metdte ApUOKO GTO VEPO TNG OMOYETELOTG 1) OTA OIKLOKA amoppippata. Potiote tov
(QOPUOKOTOLO GOG Y0 TO MG VO TETAEETE TO, PAPUOKO TTOV OEV XPNCLLOTOLELTE T, AvTd T péTpa O
BonBnoovv oty Tpoctacio tov mepiBdAiiovtog.

6. Iepreyopeva TG 6VOKELAGTOG KO LOUTTEG TANPOPOPIEg
T mepréyer o Lipocomb

O1 dpaoTtikég ovoieg gival n pocovPactativn (0 yevdopyvpikn TeTpaddpikY| pocovPactativn) Kot
eCetpipmn. Ta koydkio Tepléyovv yeudapyvpikn| TeTpabdpikn pocovPactativn ion pe 40 mg
pocovPactativng. Kabe xoydiio nepiéyet 10 mg eletypipnng.

Ta GAha cvotoTikd giva:

Tlopnvog

IMoprtiopévn Mikpokpuotairikn Kouttapivn (pikpokpouotodin kottapivn (E460) kot Avodpo
KoMhoegdég O&eidro tov TTuprriov (E551)), KoAloedéc Avudpo O&gidio tov [uprriov (E551),
Yteatikd Mayviolo (E572), ITopdovn (E1201), Natpiodyog Atactavpovpevn Kapuehdln (E468),
Mikpoxpvotariikn Kvtrapivn (E460), Mavvitodn (E421), AaovpovroBeuxod Natpio (E514), Xauning
Yrokatdotoaong YopoLumporvrokvttapivn (E463)

Kélvpog koyaxiov

Kdaivppa: EpuBpd o&eido tov aidnpov (E172), Aoéeidio Tov titaviov (E171), Kitpvo 0&gidio Tov
cwnpov (E172), Zehativy

Yopa: Zelotivn, Kitpvo 0&eidio tov odnpov (E172), Aro&eido tov titaviov (E171)

Ep@avion tov Lipocomb kot wepieydpeva T 606KevUGiog

Mn onueiwpévo avtokAieidpevo tomov Coni Snap, kaydkio okAnpng {ehativng pe topa pudpod
APDOUOTOS KO GOUO KITPIVOL YPOUATOS TANPOVUEVO amd Tpia d1okio: Eva AeLKd 1 6YEOV AEVKO
OTPOYYVAO, emtinedo Ko pue AoEdtunteg akpeg dtokio Ezetimibe 10 mg ne éva otoMlapiopévo cOuPoro
E ot pio mhevpd Tov diokiov kot Tov Kmoko 612 otnv GAAn mhgupd’ 500 Agvkd 1 oxedOV Aevkd

(e}

0
6TpoyYLAQ diokio Rosuvastatin 20 mg pe oquoven —  otn puio mlevpd tov dickiov kat yopic

onuaven oty dAin mhevpd. To punkog tov kayakiov givor mepimov 21,7 mm (£ 0,5 mm).


http://www.eof.gr/

Yvokevaoisg tov 7, 10, 28, 30, 56, 60, 84, 90 cxAnpmv kayokiov ce cuckevacio KuyEANg (blister)
yoypng e€eldoewc (OPA/AI/PVC//Al) totobetnuévn og kutio amd Sumhmpévo yoptove kot GvAro
odnyubv ypfione.

Mmropei va, unv KuKAOPOPOUV OLEG Ol GLOKEVAGIES.

Karoyog dosrog kvkhogopiag

EGIS Pharmaceuticals PLC
1106 Budapest, Kereszttri ut 30-38.
Ovyyapia

Tomikog Avtimpocwnog EALGSaC:

YEPBIE EAAAY. ®DAPMAKEYTIKH EITE
DOpaykoxinoidg 7,

151 25 Mapovot

Hoepayowydc

EGIS Pharmaceuticals PLC
1165 Budapest, Bokényfoldi ut 118-120.
Ovyyapia

Egis Pharmaceuticals PLC
9900 Koérmend, Matyés kiraly u. 65.
Ovyyapia

AvT6 T0 @dppaxo &xel eykprBeil oto kpatn péin Tov Evponaikod Owkovopikod Xmpov pe Tig
ak6rov0eg ovopaociec:

Xopa Emivon0¢ica ovopacio

OMhavdia Ayadont 40 mg/10 mg capsule, hard
Boviyopia Pocymun mroc 40 mg/10 mg TBBpAM Kancyiu
EcBovia Delipid Plus

EXAGSa Lipocomb 40 mg/10 mg cxinpd kayakio
Itohia Cholecomb 40 mg/10 mg capsule rigide
Agtovia Rosulip 40 mg/10 mg cietas kapsulas

Mo wvia Rosulip Plus

[optoyoiia Lipocomb 40 mg/10 mg capsulas

To mapév pvArro 00N LAV YprioNs avade®piOnke Yo Televtaio gopa otig 13/05/2026.
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