OYAAO OAHI'TQN XPHXHX



®vAro odnyrOV ypiong: IIAnpogopiss yro Tov yprjotn
Kestine 10 mg emkaioppévo pg Aenté vpuévio dokio
EBaoctivn

AP AOTE TPOGEKTIKG OLOKAN PO TO QPVAAO 0ONYLOV YP1ONGS TPV UPYIGETE VU TAIPVETE AVTO TO
PappoKo, O10TL TEPIAGUPAVEL CNUAVTIKES TANPOPOPIES Y10 GOG.

[péner ndvrote vo maipvete avTd T0 PAPUAKO AKPIPDC OTMG TEPLYPAPETAL GTO TOPAV GVALO 0ONYIDV
YPNONG N COUP®VA UE TIG 0dNYiEG TOV Y1ATPOD 1) TOV PAPUAKOTOLOD GOG.

- ®uAdETe avTtd TO EOALO 0dNYILV YpNonG. Towg ypetaotel va to daPdoete Eavd.

AmevBuvleite 6TOV QOPLOKOTOLO GOGC, EAV YPEIUCTEITE TEPLGCOTEPEG TANPOPOPiEg | GLUPOVALG.
Edv mapotnprioete kdmoo avemBOunTn evépyela, EVILEPMDOTE TOV YATPO 1] TOV QOPLOKOTOLO GOGC.
Av10 1oy0eL Kat Yo KEOe mhovn avemBOuNTn EVEPYELO TOV OEV OVOPEPETUL GTO TAPOV GUAAO
oonywv yprone. BAéne napdypago 4.

[pénet va amevBuvieite o€ yotpo edv dev aicBdveste Kahdtepa 1| 0V acBdaveote xelpdtepa PHETA
and 7 nuépes.

T egprEyeL 10 Tapov GUAAO 00N YLOV:

. T eivan To Kestine kot ot givai 1 gpnom tov

. Tivmpéner va yvopilete mpv mdpete o Kestine

. Hog va mapete 1o Kestine

. IIBavég avemBOUNTEG eVvEPYELeC

. Hog va pvidocoete to Kestine

. [epreydpeva tng cvokevaciog Kot AOTEG TANpoPopieg

AN N B W~

1. T givan To Kestine kot wowa gival n yp1jon Tov

To Kestine mepi€yetl ™ dpaoctikn ovsia efactivi, 1 omoio AVAKEL GE Lo KATNYOPio. POPUAK®OV TOL
ovoudlovrot avTusToUIVIKG (OVTIHAAEPYIKA). AVTA TO QAPOKO ¥PNCILOTOOVVTAL Y10, T OEPAUTEVLTIKN
OVTIUETOTION TOV OAAEPYIKDOV GCUUTTOUAT®OV, TOL 0PEIAOVTAL GTNV UTEAELOEPOOT) 1GTAUIVIC.

To emkaloppévo pe Aemtd vuévio diokio Kestine 10 mg gvdeikvotol o evihikeg kot epriouvg niikiog
amo 12 €TV Kot GV Y1 T GVUTTOUATIKN Bepomeio TG

o aAlepyIKng pwitidag (ETOYIOKNG KOl YPOVING), GUVOLACKEVIG I UN LE OAAEPYIKT EMTEQLKITION.

® Kvidwong.

IIpénel va amevBuvbeite og ylotpd edv dev aoBaveste KaAvTEPU 1| €GV 0lc0avesTe yeIpdTEPO LET
omd 7 nuépeg.

2. Tvrpémer va yvopilete apwv mapete To Kestine

Mnyv népete To Kestine

- ©g mepimTmon ardepyiag oV EPaoTivy | 6€ 0TOLOONTOTE GALO OO TO. GLGTATIKG CLTOV TOL
QopraKov (ovVaPEPOVTAL OTIV TAPAYPUPO 6).



[pocdomomoeis Kot TPoPUAGEELS

AmevBuvbeite oTov Yi0Tpd 1] TOV QOPLAKOTOLO GOg TPV TapeTe To Kestine:

- €4V TO OTOTEAECUATO, TOV NAEKTPOKAPIIOYPAPAUATOS GOG OEV EIVOL PUGIOAOYIKA.

- gdv €xete vYNAG emineda kaAiov oTo aipa.
- gQv Kavete Oepameio pe Eva €100¢ OPUAKMY TOV ¥PNGUYLOTOLOVVTOL Y10 TN Bepameio. LUKNTIOCIKOV
AOUBEEDY TTOV OVOUALOVTOL VTIIVKNTIOGIKE QAppoKa ToV TOTOL Ldaloing (aldreg), N pe papuaKa
oL ypnouonmoobvtar ywo. T Oepomeio. opoUEVOV AOUDEEDY OV OVOUALOoVTOL HOKPOAOIKA
avtiplotikd (pokpoAidte) (BA. mapdypago " Adla pappoka Kot Kestine').

- €Gv AapPaverte Bepameio pe prooumikivn, Evov TOTO PapUAKoV TOV ¥pNoloTolEital Yo T Oeponeio
™m¢ eLHOTIOoTC.

- €4v mhoyete amd coPfapn Nratky voco (PA. mapdypaeo «3. Ilog va mapete 1o Kestiney).

Ta avtuctopvikd eappoaka, 01mng ival to Kestine, dgv evdgikvuvtat ylo Tepttdoelg o&giog aAAEPYIKNG
avtidpaong (aAhepywcd cox) émov Ba mpémel va {ntnoete dueca watpikn fondeia.

Moo

H aoedielo kot n amotelecpatikotnto tov Kestine og modid nAkiog pikpotepng and 12 etd@v dev
&yovv tekunplodei.

Agv mpénet va yopnyeital og moudid nAkiog Kt Tov 12 etdmv.

Adlha @appoxa ko Kestine
Evnuepmaote tov yiotpo 1) 1oV @approkomold 6og e6v ToipveTe, £XETE TPOCPATA TAPEL N UTOPEL VO TAPETE
GAAG QAPLLOKD, OKOLO KOL QVTE TOVL dgV Gag £xovV yopnynOel e cuvtayn.

Ewdwkad, edv Aoappdvere kGmolo and To QAPUOKO TOV OVOPEPOVTOL TOPUKAT®, UTOPEL VO, YPELOGTEL Va
aAAGEETE T 060N N} VO oTOOToETE T Ogpameio e 0TO100MTOTE QO OVTA:

- @ApuoKa TOV YpNolpomolovvTal Yio T Oepameia addepyioag (avtuotopvikd), eneldn to Kestine
umopel va avénocet Ty enidpaor| Tovg.

- ketokovoalOAn Kot 1tpakovaloAn, mov ypnoipomorovviol yio TN Ogpoameios LLKNTIOCIKOV
AooEEMV, TO avTIPloTikd gpvBpopvkivi mov ypnotpomoteital ylo T Bepameion oplopEvEV
AoumEeV, eneldn UTopEl va TPOKOAEGOVY OAAOIMGT] TOV NAEKTPOKAPIIOYPOPTLLOTOC.

- pwpapmikivn, Tov ypnotponoleitol yia ) Bepaneio g pupatioons, Kobmg uropel vo petdoet
TNV OVTUCTOVIKN enidpaon Tov Kestine.

Hapeppoin oe draryvootkég eEeTAoELS
To Kestine umopei va ennpedost To. OTOTEAEGUATO TOV CAAEPYIKMDY SEPUOTIKAOV EEETACEMY, GUVETMG
ovvietdral vo dteayovtal Hetd amd 5 1 7 nuépeg uetd ™ dtakomn ¢ Oepaneiog Pe auTd TO PAPLOKO.

To Kestine pg tTpo@1], T0T6 KU1 0OIVOTVELHOTAOOT)

H Aqyn tov Kestine pe tpo@1 1 motod dev emnpedlel v omoteAeonatikétnTd Tov. Tadiokio pmopovv
va Aappavovtol pe | xmpic Tpoe.

Agv €yel avapepbel kKopio aAAnienidpacn avaueca oty LAcTivi Kol € OLVOTVELLATAOO.

Kinon ka1 Oniaopdg

Konon
Edv elote éykvoc 1 Onhdalete, vouilete Ot1 pmopel va giote ykvog 1 oxedALETE VO OTOKTNOETE OO,
{ntote T GUUPOLAN TOL YIOTPOV 1| TOV PUPLOKOTOIOD GOG TPV TAPETE AVTO TO PAPLLOKO.

Yrdpyovv meplopiopéva dedopéva dtabéaipla amd T ypron g efaotivig og eykvove. ¢ TPoANTTIKO
UETPO, Elval TPOTWOTEPO VO ATOPEDYETAL 1] Yp1ion Tov Kestine Katd tn S1dpKeLn TG EYKLUOGVHVIG.

Onloouog
H ypnion tov Kestine dev cuviotdtol Katd ) didpkela Tov Inhacpo, kabog dev eivat yvowotd v
ameKKpiveTal 610 avBpmmvo yaa.

00 yNon KoL YEPLGUOS PN OV LATOV
Me Bdon to amotelécpata peretdv, to Kestine dev ennpedlel v woavoTnto 0dnynong N xEpopod



LUNYOVILATOV OTAV YopnYEiTaL OTIC CLVIGT®UEVEG Bepamevticég S6cels. Eviovtolg, cuvictdtol mpocoyn
TOVAGYLOTOV KATA TNV Evapén g Oepanciog e efaotiv, Emg 6TOL YVOPIGETE TIG AVTIOPACELS GOG GTO
@appoko mpwv omd TV odnynon M ™ OSedaywyn mepimAoKwov OpacTnploTNTOV KaOOG umopel vo
napovolacete vavniia M (oAn. [HopokaAeiote va dwPdoete eniong v mapdypapo «4. ITiBavég
OVETIOOUNTEG EVEPYELESY.

To Kestine wepiéyer haxtoln

Edv éxete evnuepwbel and tov yiatpd cog 01t £xete dvoavesio o€ oplopéva GAKYAPO, ETIKOVMOVIOTE
LLE TOV Y1OTPO GOG TPV TAPETE OVTO TO PAPLLOKO.

To Kestine wepiéyel vatplo

To pdppako avtd mepi€yet Aryodtepo and 1 mmol vatpiov (23 mg) avd diokio, gival SnAadn ovolacTiKd
«erehBepo vatpiovy.

3. og va mapete To Kestine
[péner mévtote va Taipvete ovTO TO PAPUAKO AKPIPDOG OTMS TEPLYPAPETAL GTO TAPOV PVALO 0ONYLDV
YPNONG 1 COUP®VA LLE TIG 00MYiEG TOV YiaTpoD N TOV Popuakonolod cac. Edv éxete apeipolrieg, potiote

TOV Y1TPO 1] TOV QUPHOKOTOLO GOC.

Aocoloyia

AMepyikn pwvitida o€ evijAikes kar epnfovs nlikiog awo 12 etav kol avw ;
"Eva d1okio tov 10 mg pia @opd tnv nuépa.

To Kestine og 6601 10 mg pio. @opd v nuéPO EVOEIKVLTAL Y10 TNV OVOKODPIOT] TOV GUUTTOUATOV TNG
oAhepykng pwitdag. Xtnv mepintoon oacbevav pe coPapdtepa GLUUTTOUOTO UTopel vo eivat
amapaitntn 66om 20 mg efactivng pa opd TV nuépal.

Xe avTég TIg mepmtooels, cvviotavtal 2 diokio KESTINE 10 mg (2 dioxia tov 10 mg efactivig) i 1
dwokio KESTINE 20 mg (20 mg efactivng) pia popd tnv nuépa.

Kvidwon:

H 660m y1a tovg evihikeg givat: ‘Eva diokio tov 10 mg pio gopd tv nuépa.

Xprnon oe moudia.:

H aocedieio kot n amotelecpatikotnto tov Kestine oe modid nAkiog pukpotepng towv 12 etdv dev
&yovv tekunplodei.

Agv mpénet va, yopnyeital o€ moudid nAkiog kGt Tov 12 etdmv.

E1dikoi mAinBuopoi:

Edv maoyete amd veppikn avemapKeld 1 (o £0¢ LETPLO NTOTIKY AVETAPKELD OgV gival amapaitn N
TPOCAPUOYN TNG dOOTS.

Edv maoyete and coPapn nrotiki voco, unyv vrepPaivete ) d6om twv 10 mg nuepncing (1 diokio).

Tpomog yopnynong

To @dppoako avtd AapuPdvetal amd T0 GTOUA.

Ta diokia pmopovv va Anebovv pe 1 yopic eoynto, pe tn fondeia evog motnplod vepoo.

H Oepancio dev Ba npémnel va cuveyiotel 6tav eEapaviotovy ta copntopata. [Ipénet va anevbovieite
o€ Ytpd €dv dev acBdveote KoAOTEPA 1 €AV d1cBAVESTE XEPOTEPQ PETA OO 7 NUEPES.

Edv motevete 6t n dpdon tov Kestine eivar moAd oyvpn 1 addvaun, EVNUEPOOTE TO YTpd N TO
QOPUOKOTOLO GOLC.

Edv mapete peyorvtepn 66on Kestine a6 tnv kavovik

2V nepintwon vepdocoroyiog 1 TVY0I0G KATATOONC, GUULBOVAEVTEITE TOV YIOTPO 1) TOV QUPUAKOTOLO
00C OUECMOC N TNYOIVETE 0TO TANGLESTEPO GE £64G voosokopegio. T1dpte ta vrdlouma diokia pali cog,
KaOdC Kol T cvokevacio 1| TO KOVTi, £TGL MOTE TO WTPIKO TPOCONIKO VO UTOPESEL EDKOAN VOl



ovoyvopicel To PAPLLOKO TOV TTPOTE.

I npogopies yia tovg emayyeluaties vysiag:

e ueléres mov owelnyOnoov ue vyniés dooeic éwg 100 mg, yopnyovueves dmal nuepnoiwg, doev
TopaTnpROnKay KAIVIKOS CHUAVTIKG OOUTTOUOTO. AEV DIAP)EL E10KO avTiooTo Yio. TV gfaotivy. Tlpénel
vo. oeCayetar wAbon otoudyov, moparxolodvdnon twv {wTKMV ASITOVPYIOV TEPIAGULOVOUEVOD TOD
NAEKTPOKAPAIOYPOPHUOTOS KO COUTTWUOTIKI] AYOYH.

Edv eyboete va mapete To Kestine

Edav &eydoete vo mapete to Kestine, mipte 10 apéowng poAg to Bounbeite. Qotdco, edv minoualel n
Mpa Vo TAPETE TNV EMOUEVT 0O0T, cuveyiote T Bepaneio wg cuvnO®G.

Mnv mdpete duTAn SO0 Y10 VO OVOTAPOCETE TN dOOT OV EEXACATE.

Edv &yete meplocdtEpEG EPOTNOELS GYETIKA LLE TN YPTOT OLTOD TOL PUPUEAKOV, POTNGTE TOV YUTPO N
TOV QUPLOKOTOLO GOC.

4. IMBavéig avemBOUNTEG EVEPYELES

Onwg 6Ao TaL pAPLOKA, ETCLKOL AVTO TO PAPUOKO UTOPEL VoL TPOKUAESEL AVETIHOUNTES EVEPYEIEG AV KO
dev mapovctalovial 6€ OAOVS TOVG avOpmOTOVG.

Ye KMVIKEG OOKIUEG Kot 0td TNV gumelpion LETO TV Kukhogopia, Egovve mapatnpndel ot akolovbeg
avemBOUNTES EVEPYELEC:

IToAv cuyvéc (umopel va emnpedoovy meplecoTEPOLS 0td 1 6Tovg 10 avBpadmoug):
o [lovoxépaiog

Yuyvég (umopet va ennpedoovv £og Kot 1 otovg 10 avBpdnovg):
e  Ynvniia
e Enpoctopia

Yravieg (umopel va ennpedoovy £og kKot 1 atovg 1.000 avBpadmoug):
o Avtdpdoeic vepevoictnciog (aAAepyikéc avTdpacels, Omme ovapuAasio Kot oyyelooidn )
Nevpwomnta, admvia
Z6oAn, petwpévn aictnon aeng 1 auentikdtnTo, HEIOUEVT T} LI PLGIOAOYIKN YEVO,
AloOnuo modlpmv, Toyvkapdic
[Tovog oty Kotd, EUETOG, VauTio, TPOPANUATE TEYNC
Hratikd mpofAqpote 6mme @AYoV TOV NTaTog (NTOTiTdn), YOAOGTACT, EEETAGEIS NTATIKNG
Agrtovpyiag un LGLOAOYIKES (aVENUEVES TIHEG Tpavoapvac®V, Y-GT, dAKAMKNG pOGOATACNG
KoL yoAepuOpivng)
o Kvidwon, e&avonpua, depuatitidon
o Awntapoyéc euUnvov pvomng
o [IpR&o (oldnua AOY® KOTaKpATNoNS VYPOV), KOTMON

Mn yvootég (bev pumopotv va ektiunBovv pe Baon ta Stabéoa dedopéva)
o  Xopotikd Bépog avénuévo
*  Avgnuévn opedn

Ava@opd avemOOuNTOV VvEPYELOV

Edv mapatnpnoete Kamoto ovemBountn evépyeln, EVNUEPMOTE TOV YTPO 1| TOV PAPUOKOTOLO GOG.
AvT0 1090t Ko Yo KGO mhavn avemBOuNTN EVEPYELD TOL OEV OVAPEPETAL GTO TAPOHV GVAAO 0ONYLDV
yphone. Mropeite emiong vo avapépete avemBounteg evépyeleg amevbeiog otov EOviko Opyavioud
Doppakov, Mecoyeiov 284, 15562 Xokapyodc, Abfva, Tni: 213 2040380/337, ®a&: 210 6549585,
Iototomog: http://www.eof.gr. Méow tng avaopds avemBountov evepyeldv pumopeite vo fondnoete
GT1] GLAAOYN TTEPICCOTEPMOV TANPOPOPLDV GYETIKE LLE TNV AGOAAELN TOL TAPOVTOS PAPUAKOV.




5. Iog va puraccete To Kestine
To @dppoko avTd TPETEL VO, PUAAGGETOL GE PLEPT) TTOL OeV TO PAETOVY KoL OEV TO QTAVOLV TO TOLOLAL.

Mn puAdooete og Beppokpacio peyorvtepn tov 30°C.
DuAdocete TNV OPYIKN CLGKEVAGIN Y10l VO TPOGTATEVETAL OO TO QMG KAl TV VYPUCiL.

Noa punv ypnowonoteite to Kestine petd v nuepounvia ANENG OV OVAPEPETOL GTO KOVTI LETA TN
AHEH/EXP. H nuepopnvia Anéng eivor n tehevtaio nuépa Tov pive Tov ovapEPETOL EKEL.

Mnyv metdte eappaKa 6To vepd TG Amoy£TELOTG N 6TO OKLOKA amoppipata. POTNoTE TOV QOpROKOTO0
G0G YL0L TO TG VAL TETAEETE T PAPLLOKA TTOV dEV YpNoonToteite ma. Avtd ta pétpa o fondnocovy otnv
TPOCTAGia TOL TEPPAALOVTOC,.

6. IMepreyopeva TS GVOKELAGIOG KO LOUTEG TANPOPOPIEg
T egpréyer To Kestine

- H dpactikn ovoia eivar 1 efaoctivn. Kabe diokio mepiéxet 10 mg efactivnc.

- Ta GAAa cvotatikd givar:

Tvpnvog doxiov:  Kvuttopivn pikpokpootoriikn (E460), Aaxtdoln povoddpikn, duvio apafocitov
nmpolelaTvomomuévo, kapueArloln voarprovyog dtactavpovpevn (E468), payvnoto oteatiko (E572)
EmixdAvyn Aemrov vueviov.: YapoueAholn (E464), molvatbvievoyivkoin 6000, titaviov d10&gidto
(E171)Ep@avion tov Kestine ko wepieyopeva 1g 606KELAGIOG

To Kestine diatifetatl o¢ EMKOAVUUEVE e AETTO VUEVIO J1OKIA Y10l 0O TOV GTOWATOG YOpTynon,
ocvokevacpéve oe Koyéreg (blister) amd PVC/olovpivio. Ta diokia pépovv tommpévn oty pio
mievpd v évoedn E 10.

[Teprypaon - peyédn cvokevaciog:

Yvokevacio mov tepiEyetl 10 diokia og pia kuywéin tov 10 diokimv o€ €va KOLTL.
Yvokevaocio Tov tepiEyel 20 diokia og dHo kuyéres Tov 10 diokinv og éva KovTti.
Yvokevacio mov wepiéyetl 30 diokia ot Tpelg kuyédeg Tmv 10 diokinv og éva KovTti.

Mmropet va. unv KuKAOPOPOUV OAEG Ol GUOKEVAGIEC.
Karoyog Adcrog Kvkhogopiog ko Ilopackevastiic

Kéroyog Aderag Kvkhopopiag
GALENICA A.E.

Eievbepiag 4,

14564, Knowouy

EALGO o

TnA. 2105281700

Hapaockevacstigindustrias Farmacéuticas Almirall, S.A.

Ctra. Nacional II, km. 593
08740 Sant Andreu de la Barca - Barcelona (Iomavia)

To wapdv @UAA0 00N YIOV yp1ioNs avaBewp1Onke Yo TELEVTAIO POPE GTIG





