OYAAO OAHTI'TQN XPHXHX



@vAro ooV piong: IIAnpogopics yra Tov ypijotn
Kestine 20 mg smkaloppévo, pe Aentéd vpévio diokia
EBaoctivn

AP aoTe TPOGEKTIKA OLOKANPO TO QVAAO 0ONYLOV YPT OIS TPV UPYIGETE VU TALPVETE AVTO TO
PappraKo, o16TL TEPLAANPAVEL CNUAVTIKES TANPOPOPIES YIX GUS.

[Ipénel mbvrote va maipvete avtd 10 PappoKo akpiPds OT®S TEPTYPAPETAL GTO TAPOHV GUALO 0ONYIDV
¥PNONS M COLP®VA LE TIG 0OMYIEG TOL YIUTPOL T} TOV PUPIOKOTOIOV GO,

- ®uidEre avtd TO EUALO 0N YDV Yprione. Towg ypelaotel va to dwufdcete Eava.

AmevBuvheite 6TOV QOPLOKOTOLO GOGC, EAV YPEINCTEITE TEPICTOTEPEG TANPOPOPIES 1) GCLUPOVALS.

Edv mapotnproete Kamolo avemBOunTn evEpyELd, EVIUEPMDGTE TOV YIATPO 1 TOV QUPLOKOTOLO GOGC.

Av10 1oyt Kot Yo kéBe mbavr avemBountn evépyela Tov OgV AVOPEPETAL GTO TAPOV GUALO

odnywdv ypnons. Biéne mapdypapo 4.

- Ipénet vo anevBuvbeite o€ yloTpod €dv dev arcdveote KaATEPQ 1 €4V AGOAVESTE YEPOTEPD LETA
amo 7 nUEPEC.

T epréyel 1o mapov GUAAO 00N YLOV:

. Treivar o Kestine kot mowa givo 1 gprion tov

. Timpénel va yvopilete mpv ndpete to Kestine

. o va napete 10 Kestine

. [IBavég avemBounteg evépyeteg

. Tldg va puidooete to Kestine

. [epreydueva g cvokevaciog Kot AOTEG TANPOPOpieg

OO, WN -

1. T givon To Kestine kot wowa gival 1 xpion Tov
To Kestine mepi€yet T dpacTiki ovcia ELacTivn, N 0Tol0 OVAKEL GE U0 KATNYOPIo QOPUAK®V TOL
ovopaLovTol avTUSTOUIVIKG (OVTIOAAEPYIKA). AVTA TO QAPLOKO YPNCILOTOOVVTAL Yio T BepamevTiKng

AVTIUETATIOT TOV CALEPYIKMDY GUUTTOUATOV, TOL OPEIAOVTOL OTNV ATEAELOEPMON 1IGTAUIVIG.

To emkolvppévo pe Aemtd vuévio diokio Kestine 20 mg evdeikvotat og evijlkes Kot epnpovg nAkiog
amo 12 €1dV Kot Gve Yo T CVUTTONOTIKY Oepameio g

o  OAAEPYIKNG PVITIONG (ETOYIOKNG KOL ¥POVIAG), GUVOLOCUEVIC T U1 UE OAAEPYIKT] EXTEPVKITION.
[Ipénel vo amsvbuvbeite o yiatpo edv dev aiobdveote Kahdtepa 1} 0V aicdveote xepdtepa PETA
amd 7 nuéPE.

2. T apéner vo yvopilets npy napets to Kestine

Mnyv wapete To Kestine

- og mepintwon aAlepyiog oy efactiv 1 6€ 0TO100NHTOTE AAAO 0T TO, GVOTOTIKG OLVTOV TOV

QOPUAKOV (OVaPEPOVTOL 6TV TPy papo 6).

IIposgidomou|oelg Kon TPoPLAGEELS
AmevBuvBeite otov yiatpod ) ToV Qopuakonold cag mtpv Tapete to Kestine:



- €0V TO AMOTEAEGLLOTO TOL AEKTPOKOPILOYPAPNLOTOS GOG OV EIVOL PUGIOAOYIKA.

- edv &xete VYMAQ emineda KaAlov 6To aipa.

- €av kavete Bepomeio pe Eva €100¢ PAPUAK®Y TOV YPTGLOTOLOVVTOL Yo TN Bepameio LUKNTIOCIKGY
AODEEDV KO OVOUALOVTOAL OVTIVKNTIOGIKE PApLoka TOV TOTOL pdaloANng (aldieg), ) pe
Qappoka Tov ypnotponotovvio yia T fepaneia opiopévev AodEewy mov ovoudlovrtal
pokpoAdkd avtifrotikd (pakpoiidia) (BA. mapdypapo «Alia eappoko kot Kestiney).

- €av Aappavete Bepomeio pe pLeapumikivn, Evay TOTo EApPUAKOD TOL YPNCIUOTOLETOL Yia T Oepaneia
NG PLUOTIOONG.

- Qv maoyete amd coPapn nroTikn voco (BA. mapdypoago «3. TIhg va napete to Kestiney).

Ta avtuotapvikd edpuoxa, 0tmg eivar To Kestine, dev evdeikvovtan o tepntdcelg o&eiog
aAAepYIKNS avtidpaong (aAlepyikd cok) Omov Ba mpémet va (ntnoete aueca wTpiky Pfondeta.

Hoda

H aopdieia ko ) anotedeopotikotnta tov Kestine o moudid nikiog pikpotepng and 12 etdv dev
€yovv tekunpwoet.

Agv mpénel va yopnyeitol og Toudid nAKiog Kdto Tov 12 eTmv.

Alo gappoxa kot Kestine
Evnuepmote tov yiatpd 1 1oV popUaKonold cag edv maipvete, £xete mpOGPATA TAPEL 1) UITOPEL VoL
ThPETE GALD PAPUOKO, OKOLO KOL ALTA TOV OEV Gag Exovv yopnynoel pe cuvtoymn.

Edkd, edv Aopufavete KOTO0 0o T0 QAPLOKO TOV OVAPEPOVTUL TUPUKAT®, LTOPEL VO XPEINCTEL VOl
aAra&ete tn 600M N Vo, oTAROTNOETE T Ogpameia (1 0TO100NTOTE UTd QVTA:

- QOPULOKO TOV YPNGILOTOoVVTOL Yia T Bepaneio aAlepyiog (avTUSTOVIKG), ETELON TO
Kestine propei va avénoet tmyv enidpact| Toug.

- ketokovaloAn Kot 1tpakovalOAn, TOL ¥PNCLOTOIOVVTAL Y10, T Oepameios LOKNTINGTKOY
AowdEewmv, 1 1o avtiPloTikd epudpopvkivn wov ypnoLonoteital yio T Oepaneio oplopévav
AomEewv, eneldn Pmopel va TPoKOAEGOVY 0AAOIMGT] TOL NAEKTPOKOPIIOYPOPT|LOTOC.

- PLPOUTIKiIVY, TTOL Ypnotpomoteitor yio T Ogpameio TG euuATIOOoNC, KOOMG Umopel vo PEtdGEL
™V avtuotauvikn exidpacn tov Kestine.

[opeuPforn ce doryvorotikéc eEETAGELS
To Kestine pmopei vo eanpedost 1o anoTeEAEGUOTO TOV OAAEPYIKADV OEPUOTIKMY EEETACEMY, GUVETMG
ocuviotdrol va dteEdyovtot petd omd 5 N 7 nuépeg PeTd tn dtakomn g Bepaneiog e avtd TO

QapLOKO.

To Kestine pe tpo@1}, T0Td KoL 0OLVOTVELROTMOON

H Anqym tov Kestine pe tpoen 1 1016 dev ennpedletl Ty amotelecpatikotnTd T0V. Ta diokio propovv
va Aappdvovtol pe | xopic tpoen.

Agv &xel avoeepOei kapio aAAnAenidpaon avipecso otny efactivi KOl GE OVOTVELLLOTMON).

Kinon kot Onhaopog

Konon
Edv giote éyxvog 1 OnAhalete, vopilete 0TL pmopei va giote £ykvog 1) oYeOALETE VO ATOKTHOETE T,
{ntnote ™ GUUPBOLAN TOL YITPOV T} TOL PUPLAKOTOLOD GG TPV TAPETE AVTO TO PAPUAKO.

Yrdpyovv mepropiopéva dedopéva dtabésio amd T ypon e efacTivig o€ eyKDoVE. ¢ TPOANTTIKO
UETPO, €lval TPOTIUOTEPO VA, ATOPELYETAL 1 YPNoT Tov Kestine Katd ) dtdpKeLo TS EYKVHLOCVVNG.

Onloouog
H ypfion tov Kestine dev cuviotdton Katd T didpkela Tov OnAacuod, kabmg dev ivar yvmotod eqv
AmEKKPIVETOL GTO OVOPOTIVO YAAQL.

001yN o1 Kot LEPIOROS PNV LATOV
Me Béon ta amoteléopoto peleTdv, To Kestine dev emmpedlel v tkavotnTo 001yN0NG 1 XEPLOUOD



unyovnpdTev dtav yopnyeiton 6Tig cuVIoT®HEVES BepamenTikég d0oels. Eviovtolg, cuvietdton
TPOCOYN TOLAGYIGTOV KOTA TNV évapén g Bepamneiog pe efactivn, €0 6TOL YVOPIGETE TIC
avTIOPACEIC GO OTO PAPUAKO TPV 0td TNV 00N yno” 1 T deaywyn mEPImTAOK®V dPASTNPIOTHTOV,
Kkafdg pmopel va tapovcidcete vavniia 1 (oAn. [Topakaieiote va dwafdoete exiong v Tapdypapo
«4. TIBavég avemBounTeg evépyelecy.

To Kestine wepiéyer haxtoln
Edv &yete evnuepwdel and tov yiotpo cog 0t Exete ducavedio oe OpIoUEVA GAKYOPO, ETIKOIVOVIOTE
LLE TOV Y10TPO GOG TPV TAPETE AVTO TO PAPLOKO.

To Kestine wepiéyer vatpro
To @appaxo avtd mepiéyet Arydtepo and 1 mmol vatpiov (23 mg) ava diokio, eivar dSnAadn
0VGLOOTIKA «EAeVBEPO VOTPiOY.

3. Mo va wapete To Kestine

[Ipénel mdvrote vo maipvetre avTd T0 PAPLAKO AKPPBOG OTWS TEPTYPAPETAL GTO TAPOV PUAAO 0INYLOV
¥PNONG N COLP®VO LE TIG 00N YIES TOV YITPOL T} TOL PUPUOKOTOD cag. Edv éxete appifories,
POTACTE TOV Y1UTPO 1 TOV PUPLOKOTOLO GOG.

Aocoloyia

Aldepyiy pwvitido oe evilixeg kou epnfovg nhixiac oard 12 etwv kou dvw:

"Eva d1oxio tov 20 mg pio opd v nuépa.

To Kestine, og 66om 20 mg po popd v NuUEPA EVOEIKVLTOL Y10 TV OVAKODOLON TOV GCUUTTOUATOV
G coPapng aAlepyikng pvitidag. 26TOG0 To GUUTTOUATE EVOG UEYOAOL apBol aclevav pmopel va
gleyyBovv pe d6om 10 mg efaoctivng o popa Ty NuUEPa.

Xpnon oe Toudia.:

H acpdlela kot 1 amoterespotikotnto Tov Kestine o mondid nikiog pukpdtepng tov 12 etov dev
£yovv tekunpwoei.

Agv mpémet va yopnyeitol og Todid nAKiog kéto Tov 12 eTdv.

Eidixoi mhnbooyoi:

Edv mhoyete amd veppikn avemdpkeio 1 N £0¢ PLETPLO NTOTIKY AVETAPKELX OEV Eivar amapaitnTn M
TPOCAPLOYN TNG dOOTG.

Edv méoyete amd cofap nratiky voco, unv vrepPaivete tn do0om tov 10 mg nuepnoing (cuvietdtot
VoL YPNOIUOTOLEITE TNV TTEPIEKTIKOTNTO TV 10 mg kot vo Aappdavete 1 diokio tawv 10 mg nuepnoing).

Tpomog yopynong

To @apuako ovtd Aappdvetatl amd To oToUa.

Ta d1okio pwopovv va Anebovv pe 1 yopig eoynto, pe tn Pondeia evog motnplod vepoo.

H Ogpancioa dev Oa mpémel va cuveyiotel dtav e€apaviotovy ta cvurtouata. [Ipéretl vo anevbuvieite
o€ YTpo €dv dev aicBdveote KoADTEPA 1 £V cOAvVETTE YEPOTEPA LETE O 7 MUEPES,

Edv motebete 611 dpaon tov Kestine eivar ToAd ioyvpn 1 addvaun, EVUEPDGTE TO Y1OTPO 1} TO
POPLOKOTOLO GOC.

Eav napete peyordtepn d6on Kestine amd tqv kevoviki

v mepintmon vrepdocoroyiag 1 Tuyaiag Katdmoong, cupfovAevteite Tov yotpd 1 Tov
(QOPUOKOTOL0 GO OUECHG 1) TNYOIVETE OTO TANGIEGTEPO GE GGG Voookogio. [1apte To vdroma
dwokia poll cog, Kabmg Kol T GLOKEVAGIN 1] TO KOLTI, £T61 MGTE TO LUTPIKO TPOSMTIKO VO, LTOPECEL
€VUKOAO VO, AVOLYVOPIGEL TO PAPLAKO TOV TNPATE.

IAnpopopics yia tovg ewayyeluaties vyeiag:
2 ueAétes mov orelny ooy ue vyniéc dooeis éwg 100 mg, yopnyodueves aral nuepnoiag, dev



TOPOTNPNONKOY KAIVIKOG GHUOVTIKG COUTTOUOTO. AEV DTGPYEL EIOIKO OVTIOOTO YLO. THV ELOCTIVY.
Lpérer va extedeiton mldon atoudyov, mopoakoioddnon twv {wTiK®V AEITovpYIdY TEPLAOUPAVOUEVOD
TOV NAEKTPOKOPOIOYPAPTUOTOS KO COUTTOUOTIKY OYWYH.

Eav Eeydoete va mapete 1o Kestine

Eav Egydoete va napete to Kestine, napte to apéows poig to Buounbeite. Qotdco, edv mAnctdlet n
MOPO. VoL TAPETE TNV EMOUEVT 0001, cuveyiote TN Bepaneio wg cuvnbme.

Mnv tapete dStmAn 6001 Y10 v AVOTANPOGETE T 0061 oV EeYAoaTE.

Edv &yete meprocdtepeg epOTNOELS GYETIKA LE TN XPNOT| CLTOV TOV PUPUAKOV, POTNCTE TOV YLOTPO 1)
TOV QOPLLOKOTOLO GO,

4. MBavég avemBOUNTES EVEPYELES

Onwg 6ha Ta pappoka, £TGL KoL AVTO TO GAPUAKO UTopel Vo TpokaAEcEl avemBOUNTES EVEPYELEG OV
Kol Ogv Tapovoldlovtal 6 AoV ToVS avBpOTOLG,.

Xe KMVIKEG OOKIUES KoL OO TV EUTELPio LETA TNV KVKAOQOpia, Exovv Ttapatnpniel ot akdAovBeg
avemBouNTEg EVEPYELEC:

IToAb ovyvig (umopel va ennpedoovy teplocdTepovs omd 1 atovg 10 avBpdmovg):
e [lovoképarog

Soyvéc (umopet va emnpedoovy £o¢ kot 1 otovg 10 avBpdmovg):
e Ymvniia
e Enpootopia

Yravieg (umopei va emnpedoovy éog kat 1 otovg 1.000 avOpdmovg):

o Avtdpdoelg vrepevaucnciog (aALePYIKEC aVTIOPACELS, OTTMG avoELAOEI KoL 0yYEL0010M L)
Nevpikotra, admvio
74\, petwpévn aictnom aeng | aletnTikotnTa, LEIOUEVT 1] UI QLGIOAOYIKT YOO
AloOnuo ToApmv, Toyvkapdio
[16vog otV KotMd, EUETOG, VOUTia, TPOPANUATE TEYNC
Hroatikd mpofAinuoto 6mwme @AYoV TOL Nratog (NToTitida), YoOAdGTUoT, EEETAGELS
NTOATIKNG AerTovpyiag pUn eUOIOAOYIKES (AVENIEVEG TWEG TpaveapvacaV, Y-GT, aAkaAikng
POOPOTACTG Kot YoAepLOPIvIG)
o Kvidwon, e&dvOnua, deppotitioa
e Awrtapoayéc epunvov pvong
o TIpn&wo (oidnuo Ady® KataxpdTnong vYP®V), KOTMON

Mn yvootég (dev pmopobdv va ektiunBovv pe Baon to dtaebéciio dedopéva)
o  Yopoatiko Bapog avénpévo
e Avdnuévn opeln

Ava@opd avemOOunTmV evepyetdv

Edv mapotnprioete Kamolo avemBOpunTn evEPYELd, EVILEPMDGTE TOV YATPO 1) TOV (POPLOKOTOLO GO,
Av10 1oyt Ko Yo kéOe mhavr avemBountn evépyela Tov 6gv avapEPETAL 6TO TaPOV EUALO 0N YDV
yphone. Mropeite emiong va avagépete avembounteg evépyeleg anevbeiag otov EBvikd Opyovioud
Doppakov, Mecoyeiov 284, 15562 Xorapyodg, ABnva, Tnk: 213 2040380/337, ®ag: 210 6549585,
Iotétomog: http://www.eof.gr. Mécm g avapopdc avembiuntov evepysidv punopeite vo fonbnoete
GT1) GLAAOYN TEPIGGOTEPWOV TANPOPOPLDV GYETIKA LLE TNV AGPAAELD TOL TAPOVTOC PAPLAKOV.

5. IMog va puidosste To Kestine

To @apuako 0vTd TPETEL VO PUAACCETAL GE PEPT] TOV OEV TO PAETOVV Kol OEV TO GTAVOLV TO TSI,


http://www.eof.gr/

Mn pvldcoete o€ Beppokpacio peyorvtepn tov 30°C.

No unv ypnowomoteite to Kestine petd tnv nuepounvia ANEng mov ava@épeTol 6T0 KOLTL LETE ™
AHZEH/EXP. H nuepopnvia AEng eivor 1 tekevtaio nUéPA ToL PNVl TOL AVOPEPETOL EKEL.

Mnv metdite @ApUOKA GTO VEPD TNG OMOYETELONG 1| GTO OKLOK(A amoppifata. Potiote tov
(OPLOKOTOLd GOG YOl TO TG VO TETAEETE TOL PAPLLOKO TTOV OEV XPNOLUOTOIEITE T AVTA TOL PETPA Oa
BonBiocovv oty mpoctacia tov mepBdAiiovtog.

6. Iepreydpeva g cvokevaciag Kot Aoutég TANpopopieg

T agpréyer to Kestine
- H dpaoctikn ovoia givar 1 eBactivn. Kabe diokio mepiéyet 20 mg efaoctivng.
- Ta GAha cvotaTikd giva:
THvpnvog dioriov: Kuttoapivn pikpoxpootordiky (E460), Aaktdln povoddpikr, dpuovro
apoPocitov TpolelaTvomoinuévo, KapueAloln vatplohyog S1cTAVPOVIEVT
(E468), payviowo oteatikd (E572).
Emixdioyn Aemrod vueviov: YapoueAroln (E464), molvaibvievoyivkdin 6000, titoviov
dwo&eido (E171).

Epgavien tov Kestine kot wepieyopeva TG 6VoKELOGiag

To Kestine diatifetol o¢ entkaAvppuéva pe AETTO DUEVIO O10KI0 Y10l OTO TOV GTOLOTOC YOPNYNON,
cvokevacuéva og Koyéreg and PVC/akovpivio. Ta diokio pépovv Tummpévn oty pio TAevpd v
évoeign E 20.

LHeprypagpn - ueyéln ovoxevaoiog:

Yvokevacia mov wepéyetl 10 diokia og pia kuyéin twv 10 diokiov o€ €va KOLTL.
Yvokevacio Tov weptéyel 20 diokia og dVo kuyérec Tv 10 diokinv og £va KovTi.
Yvokevaocio Tov weptéyel 30 diokia ot Tpelg kuyéreg Tmv 10 diokinv og va kovTi.

Mmropei va, v KuKAOQOpPOUV OLEG Ol GUOKEVAGIES.
Kéroyog Aderag Kvkrhoopiag ko ITapaockevaotig

Karoyog Aderog Kvkhogopiag
GALENICA A.E.

EXevbepiag 4,

14564, Knoeiowd

EALéda

TnA. 2105281700

IHopoackevaotig

Industrias Farmacéuticas Almirall, S.A.
Ctra. de Martorell 41-61

08740 Sant Andreu de la Barca
Barcelona, (Iotavia)

To mapév @vAlo 0dNYLOV YpiioNS avadempiOnke Yo TeEAEVTALO Popd oTig 03-03-2022



