OYAAO OAHT'TQN XPHXHX



OYAAO OAHI'TQN XPHXHX: IAHPO®OPIEX I'TA TON XPHXTH

ERCIBA 30 mg emkaioppéva pe Aentod vpévio or1okia
ERCIBA 60 mg emkaioppéva pe Aentod vpuévio or1okia
ERCIBA 90 mg emkaioppéva pe Aentod vpuévio orokia
ERCIBA 120 mg emkolvppéva pe LETTO DPEVIO dLOKI

Etopwo&iumn

Awfdote TPpoceKTIKA OLOKANPO TO GVALO 0ONYLAOV YPNONGS TPOTOV UPYIGETE VA TAIPVETE AVTO TO

PappraKo, o16TL TEPLLOUPAVEL ONUAVTIKES TTANPOPOPIES Y10 GOGC.

- DuraEre avtd T0 POALO 0dNYLOVY XpRons. Towg ypelaotel va To daPdoete Eava.

- Edv &yete mepartépo amopieg, p@tiote TOV YOTPO 1| TOV PUPUOKOTOLO GOC.

- H ovvtayn yU avutd to dpupaxo yopnyndnke amokAelotikd yioo cog. Aev mpénetl va dMGETE TO
@apupaxo og GAlovc. Mmopel va tovg mpokarécetl PAAPN, akdOpa Kol OTAV T GUUTTAOUATO TOVG
glvan 1010 pe ta dikd Gog.

- Edv mapatnproete kamowa avemBountn evépyela, mapakareiode va evnuepdoETe TO YTPO 1
TOV QUPUOKOTOL0 cag. Avtd woyvel Ko yuwo. kdOe mbavy ovemBountn evépyelon mov dev
AVOPEPETAL GTO TTALPOV PUALO 0dNY1DV ¥priongs. BA. mapdypago 4.

T Tepréyer 1o Tapév AL 00N YLOV:

T eivan To ERCIBA ko mota givat 1 yprion tov

T péner va yvaopilete mpotov mapete 10 ERCIBA
Ig va mapete to ERCIBA

[IBavég avemBounteg evépyeieg

[og va pvidcoetor to ERCIBA

[epreydpevo g GLOKELOGING Kot AOUTEG TANPOPOPiES

o UTA N R

1. T eivar To ERCIBA ko owa givan 1 yp1jon tov

- To ERCIBA egivar éva @dpuaxo g katnyopiag Tov @opudk®v mov ovopdloviol EKAEKTIKOL
avaotorelg e COX-2. Avta avikovv og pio katnyopio goppakmv mov ovopdlovtor pn
oTEPOELDN AVTIQAEYHOVAOON pdppoka (MZAD).

- To ERCIBA Bonbd otn peiwon tov mdvov kot Tov odnpatog (eAeypovig) otig appdoelg Kot
TOVG HOEG o€ ATopo e 0oTeEonplpitida, peupatogdn opOpitida, oyKLAOTOWTIKY GTOVOLALITION
Kol ovptkn apBpitida.

- To ERCIBA ypnoyonoteiton emiong yio ) pikpng dtdpketag Oepaneio Tov péETprov mévou Hetd
Ao 0OOVTINTPIKN XEWPOVPYIKT EXEUPaO.

Th givar 1 o6TE00pOpiTION;

H ooteoapbpitida eivor pia mabnon tov apbpmncewmv. [Ipoépyetar amd T oTASIOKY OTOIKOSOUNON
oV OGVOPOL TTOV TPOCTATEVEL TO AKPO, (EMPVCELS) TOV 0GTMOV. AVTO TPOKaAEL oidnua (QAeyHovn),
ovo, varcinocia Tov apbpdoewv, SuoKapyio Kol TEPLOPIGUO KIVITIKOTNTOG.

Th givon 1 peopaTocldng apbpitioa;

H pevpotoedng apbpitida sivor pio eAeypovadng vocog tov apbphdoewv mov dwopkel peydro
ypovikd ddotnpa. Ilpokaiel wdvo, dvokapyio, oidnuo Kot ALEAVEL TNV ATOAELN TNG KIVITIKOTNTOG
TV opbpmcemv mov Exovv TpocPindel. Mropel emiong va TpokoAEGEL PAEYUOVT 0€ GAAQ onuEia ToV
OOUOTOGC.

Th givar 1 ovpwki] apOpition;

H ovpwn apbpitida eivor pio wébnon omd Eaevikég vmotpomdalovceg kpicelg mOAD €mM®OLVNG
oAeypovng kot epubpotto tov apbpdoewv. Ilpoxodeitor amd v evondbeon HETOAAK®OV
KPLOTAAA®V OTIS apBpidoels.



Th givan 1] AYKOAOTOMTIKI] GTOVOVAITION;
H aykviomomriky] omovOvAitida eival pio ASYHOVOONG VOGOG TNG OTOVOLAIKNG CTAANG KOl T®V
HeYOA®V apBpdoemV.

2. Tvmpémer va yvopilete Tpw vo napete To ERCIBA

Mnyv

napete To ERCIBA

og mepintmon aAdepylag otnv €ToPKOEIUMN 1 68 0mO10dNTTOTE GALO OO TO. GLGTATIKA CVTOV
TOL PAPUAKOV (AVOPEPOVTOL GTNV TPy popo 6)

oe mepimtowon oAdepylog o€ pn  oteposdn  ovTipAeyuovmodn  @dppoka  (MEAD),
ovumeplappoavopévng g acmipivng Kot tov avootoréomv COX-2 (BA. ITbavég avemBounteg
gvépyeteg, mapaypopog 4)

e elyarte mpdopata meEMTIKO EAKOG 1| Apoppayic. 6TO GTOUAYL GOG 1) TO £VIEPO

edv €yete cofapn nratikn voco

edv €yete cofapn veppikr vOco

edv glote éyxvog, 1 oxomevete va pelvete £ykvog 1 Onralete (PA. Kdnon kot Oniaoudc)

€dv glote nlkiog kbTo TV 16 eTdv

edv €yete PAEYLOVMOT VOGO TOL EVIEPOL, OTMG VOG0 Tov Crohn, eEAK®MAN KoAiTIdNO 1) KOAITION
€dv 0 Y10TpOG Gag EXEL OLAYVAOGEL KOPOLOKA TPOPALOTO GUUTEPIAAUPOUVOUEVIG TG KOPILOKNG
avemdpkelog (pétpov | coPapov Pabuov), ombayyn (Bwpokwkd Giyog) M edv eiyate oto
TapeMOV éva kapdlokd enelG0010, Yepovpykn enéuPacn mapdkapyng (by pass), mepipepikn
aptplomdBeta (kKakn KuKAOPopio oTa TOdM 1 OTO KAT® GKPpo AOY® OTEVAOONG 1 amOPpa&ng
apTNPLOV), 1 OTOOVINTOTE €100VG EYKEQOMKO EMEIGOS0 (GUUTEPIAAUPAVOLEVOD TOL TTLOL
EYKEQOMKOV £NEIG0JI0V, TAPOSIKOV oyarukoy engisodiov | TIA). H eropko&ipnn pmopel va
avéNoetl Ayo Tov kivduvo Kapdakol eNElcodion Kot EYKEQPAAMKOD €MEIGOSI0V Kot YU avTO dgv
TPENEL VL YpNooToLeital ¢ avTovg mov €xovv NON KapdloKE TPOPANUATO 1) £YKEQPAALKO
ENEI0O010

edv &yete vymAn aptnplok wieon mov dev Exel ereyyBel pe Bepaneia (va eréyEete e TO YLoTpo
G0G 1 VOGOKOUO AV dev glote Giyovpot 0Tl 1 Ttieon oag Exetl eheyybel emapkdq).

Edv motedete 6TL KOmO0 OmO TO WOPOTAV® GOG apopd, un AapPdvete ta dwokio €wg OTOL
ovppovievdeite to yaTpd Gog.

Ipocidomouoeig Kol TPoPLAGEELS
AmevBuvieite atov yloTpd 1 TV PappoKonold cog tpotol napete 1o ERCIBA gav:

"Eyete 10TOPIKO GTOUAYIKAOV CULOPPAYIDV 1] EAKADV.

"Exete apuddtmon, TpokaAOVUEVT TT.Y. OO TOPATETAUEVOVS EUETOVG 1) Sdppota.

"Eyete oldnpo Ady® Katakpatnong vypmv.

‘Exete 10T0pOd KOPOIOKNG OVETAPKEWG 1) OTOOVINTOTE GAAOL TUTOL KOPOLOYYELOKOD

VOGT|LOLTOG,.

‘Eyete 1ot0pucod avénpévng aptmplaxng mieong. To ERCIBA pmopet va avénoetl og opiopéva

dropo v aptnplokn mieon, wWwitepa o€ VYNALS 000ELG Kot 0 yotpog oag o Bednoel va
eléyEel v mieon oag KOTA SlOCTHUATO.

"Eyxete 16t0p1kd NRATIKNG 1] VEPPIKNG VOGOV.
‘Eyxete AdPer Oepomeio yio kdmowo Aoipwén. To ERCIBA givar duvatdv vo kadvyel 1 vo

amoKpOWYEL TOV TLPETO OV givar Evoelgn Aoipnwéng.
Eiote yovaika mov mpoorabei va peivel £ykvog.
Eiote nAikiopévol (ni. dveo Tov 65 eTov).

‘Exete Swafnn, vynin yoAnotepoAn 1 eiote kamvioTig. AVTEG Ol KOTOOTAGES UmOopel va

avENCOVY TOV KIVOLVO Yo KapdloKY| VOGO.

Edv dev eilote olyovpol 6TL 0TO100MTOTE OO TO TOPATAVEO GO OPOPA, MANGTE IE TO YUTPO cag
npw napete ERCIBA y10 va omopaciofel edv 10 pappoKo eival KatdAANAo yio 6og.



To ERCIBA egvepyel 10 1010 KoAd o nMKkiopévoug katl vedtepoug evilikeg acbeveic. Eav eiote
nAkiopévor (. dvo tov 65 eTdv), o YTpds cos Ba BELEL va cog Kavel éva KatdAinio éleyyo. Agv
ATOTEITOL AVATPOGOPLOYY| TN S0GOA0YING GE NAIKIOUEVOLS 0GOEVELS.

Moo ko Epnpor
Mnv divete to pdpuoko avtd oe TodLd Kot ePNPous kKdt® Tov 16 eT1dv.

Aldha gappoxo kon ERCIBA

Evnuepdote 10 yiotpd M 10 @appoxomnold cog eqv moaipvete, Exete mpoOGPATO TAPEL 1M Umopel va

mhpeTe AL QAPLOKOL.

[diutépwg, eqv AapPavete kdmolo and ta akdlovba pappoka, o yTpds cag umopei va BEhel va cag

mapokorovdncel yuo va eEAEYEet edv 10 pdpuako cag eivar katdAAnio, HOMG apyioete va maipvete
ERCIBA:
- (APLLOKO TTOV OPALDVOLY TO aipd (AVTITNKTIKA), OTmG Bapepapivn
- proapmikivny (avtiPlotikd)
- pebotpeEdtn (@apuoKo mOL  YPNCWOMOLEITAL Y. TNV KOTOGTOAN TOV OVOGOTOINTIKOV
GLGTNLOTOG KOl GUYVE XPTCLULOTOIEITOL GTNV PELLOTOELDT 0pOpitida)
- OAPLOKO TTOV YPTGLLOTOLOVVTAL Y10, Vo fonfncouy oTtov EAeyy0 TNG VYNANG OpTNPLOKNG TTEoNS
Kol TNG KopOwkNg avemapkelg Kot ovopdlovior ovaotolelc MEA kot avtayovietés tng
ayygotacivng m.y. evolompiin, popmpiin, Aoloptdvn kot faicaptdvn
- AlBo (pappako mov ypnoponoteital otn Bepaneio opiopévov THROV KoTddAlnyng)
- dovpnrikd (water tablets)
- KuKAoomopivy M TAKPOMUOVSG (PAPHOKO OV YPTGLULOTOOVVIOL YIo TNV KOTOGTOAN TOL
0VOGOTONTIKOV GLGTNILOTOG)
- Sryo&ivn (AapHaKO TOV YPTCLULOTOIEITOL Y10 TV KOPOLKT AVETAPKELD KOl TOV ATAKTO KOPIKO
puOud)
- pvo&diAn (edappako mov ypnciponoteital otn Oepaneio TG VIEPTAGNGS)
- caiPovtapoin diokia 1 téoyo SdAvpa (edppaKo yio To dodpa)
- 0tO TOV GTOUOTOG OVTIGVAANTTIKA
- Bepameio VTOKOTAGTACNG OPHOVAOY
- aompivn, 0 Kivduvog yio oTOpayKG EAKN elvarl PEYOADTEPOG v AoUPAvETOL TOLTOYXPOVA
ERCIBA pe acmpivn
. 10 ERCIBA pmopel va Aapfavetor tavtoypova pe aompivn oe yauniés dooeis. Eav
Aopupdvete Mo younAn d6om aompivng Yo TV TPOANYT KopOloKdV TPosPoAdV 1
EYKEPOAMKOV emelcodiov, dev Ba mpémel va Sakdyete ™ ANYN aompivig xopig va
cuppoviegvteite Tov yluTpd GOG.

. dev mpémel va AapPavete peydieg d0GES Aompivig N GAAG OVTIPAEYHLOVDOON QAPLOKA
evd AopPavere ERCIBA.

To ERCIBA pe tpo@ég kor wotd
H évapén g dpaong tov ERCIBA pmopet va emitevybei taydtepa dtav Aappdvetor yopic tpoem.

Kinon kot Onioopog

Agv mpénel va maipvete dokio ERCIBA katd t Sidpkeia g komone. Edv elote 1 vopilete 6T giote
€yKvog 1M okomevete vo, peivete €ykvog, unv AopPdvere avtd to owokia. Edv peivete €yxvog
oTOpHOTNOTE VO AapPdvete ta diokio kKot cupufovAievteite To ylatpd cag. ZvpPfovAevdeite 10 yioTpod
oag eav dev glote oiyovporl )| yperdleche nepiocdTEPEg 0OMNYiES.

Agv givon yvoot6 eav 1o ERCIBA amekipivetar oto avBpomvo yara. Edv Onidalete 1| oxomevete va
Oniaoete, cvpPovievdeite to yuTpd cog mpwv wdpete o ERCIBA. Edv Aappdvete ERCIBA bev
npénetl vo, Inialere.

Edv eioBe €ykvog 1 Onidlete, vouilete 6t1 pmopel va eicbe €ykvog 1 oyedidlete vo amokToeTe TOdl,
{ntote ™ cLUPOLAR TOV YIOTPOD T} TOL POPLAKOTOLOD GO TPOTOV TAPETE CLTO TO PAPLLOKO.



O ynon Ko LEPLoRég Py avav

ZaAn ko vvnAio Exovv avapepbel og opiopévoug aobeveic mov Aapfavouv ERCIBA.
Mnv odnyeite gdv tapovoidoete {aAin 1 vvnAic.

Mnv ypnoomnoigite omoladnmote epyoreio 1 Unyaves ebv mapovsidcete (oAn 1 vevnida.

3. Iag va mapete o ERCIBA

IIavtote va maipvere t0 @dpuoKo avtd avoTNPE GOUE®VE HE TIG 00NYyieg TOL YATPOL 1| TOL
oappokomolod coc. Edv éxete apeiporieg, potiote o y1aTpd 1 TO POPUAKOTOLD GOG.

No Aappavete to dokioo ERCIBA and 1o otopa, po gopd v nuépa. To ERCIBA pmopei va
Aappdvetar pe M yopic Tpoen.

Na pnv Aapfavete peyoddtepn amd T GLVIGTOWEVT 000m Yo TNV Katdotoon cag. O yutpdg oag Oa
Béder amd Koupd oe Koupd va cvlntdrte yw ) Ogpameio ocag. Elvar onpovtikd vo maipvere tnv
yopnAotepn 860m mov €AEyyEL TOV TTOVO oag Kol ogv mpémel vo AdPete ERCIBA yio peyolvtepo
duonuo omd 0Tt givor amapaitnto. Avtd ovpPaivel S10TL 0 KivOLVOG KUPSOKOV KOl EYKEPOAIKMV
enelcodiov pmopel va avénbel e napatetopévn Bepaneia, dtaitepa, pe peydres S00ELS.

Oadteoapbpitido
H cvvictdpevn 66om givor 30 mg, pio popd v nuépa, mov avédvetar e 60 mg pio opd tnv nuépa
€ eivan amapaitnro.

Pevuoroeidng apbpitida
H ocvvictdpevn 66om givar 90 mg pio popd v nuépa.

Aykvlomomtixy arovoviitido
H ocvvictdpevn 66om givar 90 mg pio popd v nuépa.

Karaotaoeic oééoc movov
H etopwo&ipnn npénel va ypnoiponoteitol povo katd tn didpkelo Tov 0&€0g TOVOL.

Ovpikn apbpitido,
H ocvvictdpevn 66om givar 120 mg pia popd v npépa, 1 onoio Tpémel vo AapuPavetatr povo KoTd
dugpkela Tov 0&Eoc THVvoL Tov mepropiletar oto péyioto Bepaneiog 8 nuepodv.

Mezeyyeipntikog TOVOS UETE OO 0OOVTIATPLIKH YELPOVPYIKY ETEUPOTN

H ovviotdpevn 66om eivar 90 mg pia gopd v nuépa, mov meplopiletar oto péyioto Bepanciog 3
NUEPDV.

Atopo pe nroTIKG Tpofiipata

- Edv &yete ma nroat) voco, dev Ba mpénetl va AdPete mepiocdTepo and 60 mg nuepnoimg.
- Edv &yete pérpra nmatikn voco, dev mpénet va AdPete mepiocdtepo and 30 mg nuepnoime.

Xp1on o€ To1o1d Kot Q1 povg
Ta doxio ERCIBA dev mpémet va Aappavovtatl and moudid 1 eprifovg nhikiog kdtm tov 16 etdv.

Eav napete peyarvtepn 06on ERCIBA amd v kavoviki)
Mnv mdpete mepiocdTEpO doKio amd OTL GOG GLVIAYOYPAPNCE O YTpoOg cag Edav mnpoarte
neprocotepa dlokio ERCIBA, mpénetl apéomg va {ntioete wtpikn fondeia.

Eav Egyaoete va mapete o ERCIBA

Eivar onpovtikd va Aappdavete 1o ERCIBA omwg éxer ovvtayoypaendel omd 10 yiatpd cag. Edv
Eexdoete va mapeTe pio 0001, GUVEYIOTE LE TO KOVOVIKO GOG O0GOAOYIKO GYNLOL TNV ETOUEV UEPT.
Mnv tapete St d6oM Yo va TNV KOADWETE T 60c0A0Yia ToL EEYAcaTtE.
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Edv éyete meplocdtepeg pMTNOEIC GYETIKA LE TN XPTION CVTOV TOL QUPUAKOV, POTHGTE TO YLOTPO M

T0 @
4.

Onwg

PLOKOTOLO GOG.
IIBavéc avemBOuNTES EVEPYELES

ola Ta pAapuaKa, £TGL KOl QVTO TO PAPLOKO UTOPEl Vo TPOKOAEGEL OvETIBOUNTEG EVEPYELEG OV

Kot 0gv Tapovctdlovtal oe OAOVS TOLG avOpdTOVC.

Edv ntapovordoere omoroonmote amwd avtd to onpeio npénel va otaporioere 0 ERCIBA kot va
EMKOLVOVI|GETE APECOS UE TO YLATPO GOC:

dvonvola, Bopokucd GAyn, 1 ELEAVICT] OWNUATOS GTOVS OGTPAYEAOVG 1) ETLOEIVMOOT] TOV
Kirpiviopo Tov 0épuatog Kot TV oeBoipmv (iktepog) — ovtd eivor onueioc MmOTIKOV
TpofAnpdtwov

coPapdc 1 cLVEXOEVOS GTOLOYIKOC TOHVOG 1| T KOTpava Yivovton podpa

aAAEPYIKN avTidopaon mov pmopel va copmepthapPdvel deppotikd TpoPAnpata Ommg EAKN M
QAOKTOVEG 1] O1OMLOL TOV TIPOGMTOV, TV XEIMMV, TNG YADGGOS 1] TOL ACLUOL OV UTOpEl va
TPOKAAEGEL OUGKOAIDL GTNV OVATTVON).

H ovyvémra tov mbBoavov avemBOuntov evepysidv mov mopotiBevior mopokdto opileton

xpnot

IToA0

LLOTOW®VTOAG TNV akOA0VON cOpuPaon:

GLYVEG: umopel va emnpedoovy mepiocotepa and 1 ota 10 dropa

Youyvéc: pmopet va ennpedoovy £og 1 ota 10 dtopa
Oyt ovyvég: umopel va emnpedoovy émog 1 ota 100 dropa
Xravieg: pmopet va ennpedoovv £og 1 ota 1.000 droua

IToA0

IloAv

ondviec: pmopet va ennpedoovy £ng 1 ota 10.000 dropa

oVYVES
GTOLOYIKOG TTOVOG

2oyvéc

Oy o

EnNpo patvio (pAeypovn Kot TOVOG HETA amd eEay®Yn S0VTIO)

TPNEWO oSOV KOV KAT® AKPp®V AOY® KaTaKpATnong vyp®dv (oidonua)

CaAn, kepoAaAyio

aioOnpo Talpdv (tovkoapdio 1| appviuia), akavoviotog kapdiokog puouode (appvbuia),
AVENUEVT aPTNPLOKT THEOT

oLPLyUoG 1 duokoAia otnv avomvon (Bpoyydomaciog)

dvokotmotnta,  oépla, yoaotpitido  (pAeypov tov  PAEvvoyovov  TOL  GTOMGKOV),
omebooTEPVIKOG KADGOG, d1appota, dvoreyio/cTopaykn dvogopia, vavtia, aicOnuoa acdévelag
(éu€T0C), PAEYUOVN TOL O1GOPAYOV, CTOUATIKA EAKN

aAAOYEG OTOV OLLOTOAOYIKO EAEYYO GYETIKA LLE TO AP

UOADTEG

advvopio kol KOTmaon, acHéveln Topdpota pe T ypimn

VYVES

YOOTPEVTIEPITION (PAEYUOVT] TOV YOOTPEVTEPIKOD COANVO. OV TEPIAAUPAVEL TOGO TO GTOUA)L
060 kol To Aemtd £viepoloTopoyiky OloTopoyn), AOIUMEN TOL GVMOTEPOV OVATVEVLCTIKOD
GLOTHLOTOG, AOTLMEN TOV OVPOTOMTIKOV GLGTHLATOG

UEL®UEVOG aplOUdC TV EpOPMOVY ALOCEUIPIOY, UEIOUEVOS APIOLOS TMV AEVKOV GLLOCOUIPIOY,
UELOUEVOCG aplOUOC TOV QUOTETOMMY

vrepevaictnoio (aAlepyikn avtidpoaorn ovumeptloapfovouévng e Kvid®wong mov umopsi va
givar apketd cofopn, dote vo amartnOsi aueca watpikn BorOeia)

avENCELS 1 LELDOELS TNG OpeEng, avénon Bapovg



- dyyxog, katabAtym, peimon tng vontikng o&vtntag, o acbevhg PAémel, asBdvetol Kot akovel
TPaypota, Tov oV VILApPyYovV (WELONICONGELC)

- petafolréc ot yevon, Suokora oTov Hrvo, apmdia 1 popunkioot, vvniia

- BoAn Opaon, epediopodg Twv opBoiumy kot epuBpodTnTa

- euPoéc wtmv, ilyyog (aicOnpo otpoPiricpatog evd 10 chua gival otadepd)

- LU @UGLOAOYIKOG KOPOOKOG pLOUOS (KOATIKY] HOPUAPLYR), YPYOPOS KapdaKog puluog,
kapdlokn avemdpkew, oaicOnuo oei&ipatog, mieong 1 Pdapovg oto Bdpoaka (oTnBhyym),
KOPOLIKO EMEIGOI0

- €Eaym, eYKEQPUAIKO €mEIGOO10, MO EYKEPUAIKO EMEIGOO0 (TOPOOKO GYALUIKO ENEIGOO10),
cofoapn avénomn g aptplokng tieons. PAeyuovi T@V AUOPOPOV ayyeEimV

- Brxoc, dvomvoa, aipopparyio poTNG

- GTOUOYKOG 1 EVIEPIKOG TUUTOVICUOS, QAAAYEG otV eviepikn Kivnon, Enpootopia, oTopoytko
é\kocg, pAgypovn tov gmfniiov tov oTopdyov Tov pmopel va yivel GoPfapr| Kol vo 00N YN GEL GE
apoppayic, GUVOPOLO EVLEPEBIGTOV EVTEPOV, PAEYLOVT] GTO TAYKPENS

- oldnua tov mpoocmmov, depuaTikd eEAVOMUA 1| KVNopOg Tov déppatoc, epvBpdtnrTa TOL
dépuatog

- LOTKT KpAUTO/GTAGIOC, LUiKOG TOVOC/duoKapyio

- avENpéva enimeda Kaiiov 6To aipa, aAlayEg 0TOVG EAEYYOVS CULOTOC 1] OVPWV GYETIKE LE TOVG
veppolg, GoPapd veppikd TpofAnuoTo

- Bopokikd dryog

2Zravieg

- ayyelooidnua (eAAepyKr] ovTidpacn oidNUe TOL TPOGMTOV, TOV YEMMY, TNG YADCGGHG, KOV
TOV AQLUOV, TOV UTOPEL VO TPOKAAEGEL SLGKOAIN GTIV OVOTTVOT 1 TNV KATATOGN, TOL UTOPEL Vol
glvar apketd ocoPapéc, ®dote va amoutndei dueco atpikr Pondee) / avo@LAAKTIKEG
/ovauAiaktosldeis avtidpdoelg, cvpneptiappavousvng g katamAnéiog (cofapn ailepyikn
avtidpaon mov amottel dueon wtpikn fondeia)

- G0YYLoT, ovnoLyia

- nrotikd TpoPinuata (nmatitida)

- YOUNAG emtinedo vaTpiov 6To aipa

- NTOTIKY OVETAPKELQ, KITPIVIGHO TOV SEPUATOG KU TV 0@Boludv (iKTepog)

- cOPopEC OEPUATIKEG AVTIOPACELS

Ava@opd avemOOunTOV EVEPYELOV

Edv mopatnpnioete kdmola avemOOunt evéEPYELD, EVIUEPDGTE TO YLOTPO M TO POPUAKOTOLD GOG.
Av1o oyvel kot yuoo Kabe mlovny avemBountn evEPYEID TTOL OEV AVOPEPETAL GTO TOPOV QUALO
oSNy xpHoNG.

Mmopeite emiong va. avaeépete avemBounteg evépyeleg anevbeiog, uécm tov €0vikod GLOTHUATOG
avaeopdg: Edvikdc Opyavieuoc Gapudkwov, Mecoyeinv 284 GR-15562 Xolapydg, AGva, TnA: + 30
21 32040380/337, ®a&: + 30 21 06549585, Tototomog: http://www.eof.gr. Méow g avapopdg
avemlounTov evepyeldv pmopeite va fondncete ot cLALOYN TEPICCOTEPOV TANPOPOPLDY GYETIKA
UE TNV 00QAAELD, TOV TOPOVTOC PP UAKOV.

5. Mog pvraocoetor o ERCIBA
To @apuako ovtd TPETEL Vo, PLAAGGETAL GE PEPT] TOV OgV TO PAETOLY Kot deV TO POGVOVVY Ta, TOLOLE.

Na un gpnoponoteite avtd T0 PAPUAKO HETE TNV Nuepounvia ANENG TOV AVAQEPETAL GTO KOVTL LETH
to EXP. H nuepounvio Aqéng eivor n tehevtoio nuéPO TOV UVA TTOL OVOPEPETOL EKEL.

AVT0 TO POPUAKEVTIKO TPOTOV gV amortel Wtaitepec cuvinkeg Beppokpaciag yio v eOAAEN TOV.
DVAGGGETAL GTNV OPYIKT) CUCKEVAGIO Y10 VO TTPOGTATEVETAL OO TNV VYPOGia.

Mnv zmetdite appoKa 6To vepd TG OmoYETELONG N 6T okovTidia. Pwteiote 10 apuakomold cog yi
TO TMG VO TETAEETE TAL PAPLOKO TOV OEV ypNolponoleite wa. Avtd to pétpo o Bondncovy oty
TPOCTOGio, TOV TEPPALAOVTOC.



6. IepreyOpevo TG GVGKEVUGING KOl AOWTES TANPOPOPIES
Tvmepréyer o ERCIBA

ERCIBA 30 mg emixalopuéva pue lemto vuévio otokia: H dpootikn ovcio givor 1 etopuco&ipm.
Kabe emkaivppévo pe Aemwto vuévio diokio mepiéyel 30 mg eropko&ipmng.

ERCIBA 60 mg emrxalopuévae pe lento vuévio diekio: H dpootikn ovoio givar 1 gtopiko&ipm.
Kabe emkaivppévo pe Aemto vpévio diokio mepiéyet 60 mg eropko&inmng.

ERCIBA 90 mg smkaioppéve pe Aemtd vpévio dwokio: H dpactikr ovsia givar 1 etopuco&ipmm.
Kabe emkaivppévo pe Aemto vpévio diokio mepiéyel 90 mg eropko&inmng.

ERCIBA 120 mg emxaivpuéva ue iemto vuévio diokia: H dpactikn ovcio gival 1 etopico&ipm.
Kabe emkarvppévo pe Aemto vuévio diokio mepiéyel 120 mg etopiko&ipmnc.

Ta dAAo cvoTaTKd givat:
IMuprvag diokiov: Mikpokpvotaiiikny Kvuttapivny (E460), O&wvo Pwoeopikd AcPéctio,
Nozpiovyog Kpookapueroln, Zteatikd Mayvioio (E470b)

EmwcéAoyn diokiov:

I'io 30 mg, 60 mg, 120mg: TToAvPwoiikny AAkoddln (E1203), Aoéeidio tov Trraviov (E171),
Movooteatikr TAvkepoin (E471), Adxo apytlodyov wdikokapuiviov (E132), Kitpvo O&gidio tov
ZioMpov (E172), Tarkn (E553b), Aaovpvrobetiké Natpio.

Tio 90 mg: TIoAvPwvoriiky Aikodin (E1203), Awo&eidio tov Tuaviov (E171), Movooteatikn
T'kepoin (E471), Taixkn (E553b), Aaovpvrobetikd Natpio.

Epedavion tov ERCIBA kal mepieyopevo TG 6vokevaciog

Ta dioxio ERCIBA d1atifevton og té606€p1g mePLEKTIKOTNTES:

Awokia 30 mg ypOUOTOC UTAE-TPACTVOD ETKOAVUUEVA UE AETTO DUEVIO, GE GYNUO UNAOL, appikvpTa,
UE ONUEIOUEVO GTN pio TAELPA TO <30 pe daotdoelg 5,8 mm x 5,9 mm + 7,5%.

Awkio 60 mg ypOUNTOG GKOVPOL TPACIVOD EMIKOAVUUEVO UE AETTO VUEVIO, GE OYNUA UAAOVL,
apeikvpta, e onueluévo ot pia Thevpd to “60” pe dwnotdoelc 7,1 mm x 7,3 mm £ 7,5%.

Awokio 90 mg ypdUATOG AEVKOD ETIKOAVUUEVO HE AETTO VUEVIO, GE GYNUO UAAOD, OUQIKLPTO, UE
ONUEI®WUEVO GT pio TAEVPA T0 “90” e draotdoelg 8,1 mm x 8,3 mm + 7,5%.

Awkio 120 mg ypdUOTOG avOrYTOD TPACIVOD EMKOAVUUEVO UE AETTO LUEVIO, GE GYNUC UAAOvL,
apeikvpta, pe onuelwuévo ot pia Tigvpd to “120” pe dactdoeig 8,9 mm x 9,2 mm =+ 7,5%.

Blisters adovuwviov (alu-alu).

ZVOKEVAGIES:
30 mg: 2, 7, 14, 20, 28, 49 diokia 1| TOAOTAEG GuoKELAGiEG TOV TTEPLEYOLY 98 (2 cuoKeVAGieC TV

49) dwokia, 2 x 1, 7x1,14x1,20x 1, 28 x 1, 49 x 1 diokia ] TOAOTAEG GUCKEVAGIEC TOV TEPLEYOVY
98 x 1 (2 ovokevaciec TV 49) diokia og dtdTpnra blister povadmv d6omnc.

60 mg, 90 mg ko 120 mg: 2, 5, 7, 10, 14, 20, 28, 30, 50, 84, 100 diokia | TOAMATAEG CLOKELOGIES
7ov TepLEyovv 98 (2 cuokevacieg Tmv 49) diokia, 2 X 1,5x1,7x1,10x1,14x1,20x 1,28x 1, 30
x1,50x 1,84 x1, 100 x 1 dwokia | moALomAEG cuokevGieg TOV TEPLEYOLY 98 X 1 (2 cuokevOGiEg
tov 49) diokio og dtdtpnta blister povadwy d6onc.

Yvokevaoieg twv S X 1, 50 X 1 1 100 x 1 diokiov o€ didtpnta blister povadmv 666mG.

Mmopei vo unv KokAo@opovv GAEG 01 GUGKEVOGIEC.

Karoyog adciog kvkhogopiog & IMapaywyodg
ELPEN A.E. PAPMAKEYTIKH BIOMHXANIA, Aewe. MapaBdvog 95, 190 09 ITucépput ATtiknig

To mapov OAL0 03NYLOV xpH6NS EYKPIONKE Yo TELEVTOIX POPa 6TIg 26/3/2018.
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