MEPIAHYH XAPAKTHPIZTIKQN TOY ITPOIONTOX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
PRESIDIN/BENNETT 10 mg diokia

PRESIDIN/BENNETT 20 mg diokia

2. IIOIOTIKH KAI IOXOTIKH XYNOEXH
PRESIDIN/BENNETT 10 mg dwkia

Kabe diokio mepiéyet 10 mg povidiriving (og StudpoyAmpikn)
"Exdoyo(a) pe yvootn dpdon: Kabe diokio mepiéyel 66,40 mg povoidpikng Aaktolng

PRESIDIN/BENNETT 20 mg dwkia
Kabe diokio mepiéyet 20 mg povidiriving (og StudpoyAmpikn)
"Exdoyo(n) pe yvootn dpdon: Kabe diokio mepiéyer 132,80 mg povoddpikng Aaktoling

Mo Tov mpn katdroyo v exdoywv, PAére [apdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H

Awoxkio
Ta diokia twv 10 Mg eival 6TpoyyvAd, Kuptd, Kitptva, IE EVOLAUEST SLOWPLIOTIKT YPOLLLY.
Ta diokio Tv 20 My givol ®ogdn, KupTd, KITpva, L EVOIIUEST] SO MPICTIKY YPOLLLUN.

H dayopiotiky ypopun ypnouedel LOVo Yl Vo, SIEVKOADVEL T Opador Yo S1EvKOAVVGeN TNG
KATATOO™NG KO Ol Y10 TOV S WPLoHO o€ 1oeg HO0ELS.

4. KAINIKEX IAHPO®OPIEX

41 OgpomevTiKég evoeitelg

"Hmov éwg petpiov fabpov domadng vaéptaom.
4.2  Aocoloyio Kol TPOTOG JOPNYNONG

Aocoroyia

H ocvvietdpevn evapktipia 66on eivor 10 mg anaé nuepnoiong. Edv, petd ano 2-4 fdouddsg
Oepamneiog, 1 avtiLTEPTOCIKN dPACT Eival AVETOPKNG, cuVIGTATOL 1| AHENOT TG d0G0A0YiNG OTN
ouviOn d6om cuvtipnong Tev 20 myg draé nuepnoing.

Xpnon otovg nlikiopévoog

Adyo ¢ emPpaduveng Tov HeTaPOAIGHOD GTA NAKIOUEVO GTONA, | CUVIGTOUEV 00T glvan 10 mg
dmoé nuepnciong. Avti 1 docoroyia ival ETOPKNG Yo TV TAELOVOTNTO TOV NAKIOUEVOV 0GOEV@OV.
O Aoyoc¢ Kivohvov/opérong Kabe docoroYIKNC avénong Ba Tpémet Vo EKTILATOL TPOGEKTIKA OE
eEatopukevpévn Paom.

Xprion o€ aoOeveis ue ueiwuévy veppixn N Nratikn Aeitovpyio.

e aoBeveig pe Mo Emg LETPLAL VEQPIKT dLGAELTOLPYia, Bo TpEmel va didETOL TPOGOY| KATE TNV
avénon g 66ong aro 10 mg oe 20 mg npepnoing.

AbOY® TOV €KTEVOLG PETABOMGILOD TNG HovIdUTivig 6To Ntap, 1 docoloyio o acbeveig pe N
NmATIKN avemdpkeld o€ Oa mpémel va vrepPaivet ta 10 myg droé nuepnoing (BAEme mapdypapo
4.3 «Avtevieifeig»).



Tpoémog yoprynong
Ta dwokia Oa mpémet va AapPdvoviot 1o Tpoi Petd 10 TPpOVO [E [KpN TocOTNTA VYPOD, Kol XOpig va
LOCOVTOL.

Ta diokio. PRESIDIN/BENNETT avtevdeikvotan o€ moudid (BAEme mopdypapo 4.3)
4.3 Avtevositag

o YrepevaioOnoio 6t dpactiky ovcia, T povidimiv, 1§ o€ GAAES S1IPOTVPLOIVES, 1| GE KATO10
oo T £KO0Y 0L

IMoudwa

Aoctafng omBdyyn N Epepaypo pvokapdiov péca otig terevtaies 4 efdopdoeg

Zopeopntikni Kopdlokn averdpkela yopic Bepaneio

Yofapov Babuov veepikr| avemdpkeio (kabapon kpeativiving < 10 mi/min)

Métpiov €mg soPapov Pabuod nratikny averdprela

4.4  10witepec TPOEIOOTOUGELS KL IOLUITEPES TPOPVAAEELS KATA TN Yprion

®oa mpémel va, yopnyeital pe Tpocoyn o€ acbeveic pe mov Pabuov nratikny dvciertovpyia, Kabdc M
AVTILTEPTAGIKT Opdiomn evoéyetan va avénbei (BAéne Tapdypapo 4.2 «Aocoloyia Kot TPOTOC

XOPNYNoNo»).

2100¢ NAMKIOUEVOLG aebeveis amatteitol peimon g 600mg AOYm NG EXPPAOLVONC TOV UETAPOAKDV
Swdkacidv (PAéme mapdypaeo 4.2 «Aocoloyia Kot TpOTOG YOpNyNoNns»).

H pavidurivn Oa mpénel va yopnyeitar e tpocoyn o acOeVEIQ [Le AVETAPKELD APIOTEPNC KOIMOC, GE
acOeveic pe andEPain Tov YMPOL EKPONG TNE UPLETEPNG KOIATNG, apryn 0e&ld KopOloKT AVETAPKELL 1)
GUVOPOUO VOGoUVTOG PAEfoKOUPOL (Ympic fnuatodoT).

Kabag dev vdpyovv dabécipa amoteléopata peletmv o acbeveig pe otabepn otepaviaio voco, o
TPENEL vaL. H1OETAL TPOCOYN GE ALTOLG TOVS acBeveic Ady® TG mBavoTTAG AVENUEVOL GTEPAVIOIOD
Kwvduvou (PAéme mapdypoo 4.8 «AvemBOUNTEG EVEPYEIEDD).

Kabmg dev givar droféoipeg peréteg in Vivo oAAnAETidpoonc, Yo TV EXLOPACT] TOV QAPUAK®OV TOV
avaotéAlovy 1 endyovv 10 CYP3A4 6Tig popHaKoKIVNTIKES IOLOTNTES TNG HOVIOITIVIG, TO
PRESIDIN/BENNETT dev npémet va. yopnyeitot pe avactoleic tov CYP3A4, dnmg avimpwtedosd,
olueTdivn, ketokovaloin, rtpakovaloin, epuOpopvkivn kKot KAaptOpopvkiviy Kabmg Kot pe emoywyeig
tov CYP3A4 6nwc patvutoivn, koapPapalernivn, pawvoPapPitdin kot prpaumikivn (PAETE mapdypoapo
4.5). TIpénet va divetar tpocoyn 6tov to PRESIDIN/BENNETT cuvtayoypageiton poli pe dAlo
vrootpouato tov CYP3A4, dnwg teppevadivn, aoteuldin, avtiappudukd edpuaxo taéng 111, 6mmng
apedapovn kot Kividivn(PAEne Tapdypago 4.5).

To PRESIDIN/BENNETT mepiéyet Aaxtoln. Ot acheveic pe omdvior KANpovouKa
wpofAnpata dvcaveiog otn Yoraktdln, TANPN OVETAPKELD AAKTAONG 1 KAKT amoppdPnon
YALKOING- YoAaKkTOING OV TPEMEL VO TAPOLY AVTO TO PAPLOKO.

45 AlMmiemopdocseig pe iAo QUPUIKEVTIKE TPOTOVTOE Kol GAAeS HOPPES aAANAETIOPAONG

H avtwreptacikn dpdon tng povidutivig propei va evioyvbel and Tov cuVOVAGUO LEe dtovpnTikd, B-
QTOKAELGTES KO YEVIKA IE GAAL ovTOTEPTACIKE appaka. Melétec in vitro deiyvouv 61t T0
AVACTOATIKO OLVOLIKO TNG Lavidtmiviig 610 KuTdYpwpo P450 evdeyopévmg va unv ivor KAvikd
onuovtikd. Opoimg pe aAleg dwdpomvpdiveg avactoreic dStwiwv acfectiov, eival mbavd o
UETABOAGUOG TNG LOVIOUTIVIG VA KaToAveToL 0o To Kutoypoe P4503A4. Kabog dev gival
drabéoueg peréteg in Vivo odAnAemidpacng, yio Tny eXidpooT TmV QUPUAK®Y TOL AVOSTEALOLY 1y
gndryovv 10 CYP3A4 o1ig papuokokivnTikée 1dtotnteg e paviduivng, to PRESIDIN/BENNETT dev
npénel va, yopnyeital pe avaotoreic tov CYP3A4, omwg avtimpotedoss, GlueTidivn, ketokovaloAn,



rtpakovaloAan, epuBpopvkivn kot KhapBpopvkivn kabmg ko pe exoywyeic tov CYP3A4 6mwmg
oawvvtoivn, kKapPopalenivn, eavoPapPirdin kot prpopmikivn (BAéne mopdypagpo 4.4). Ilpénel va
divetar tpocoyn 6tav to PRESIDIN/BENNETT cvuvtayoypageiton pali pe GALO DITOGTPMLOTO. TOV
CYP3A4, 6nwc teppevadivn, actetuloAn, Kividivn kabog kat.avtioppudukd edpuaxae taéng I, 6mog
apdapovn (PAéne mapdypapo 4.4)

Aryoéivy

Tavtdypovn yoprynon aviayovioT®v acBectiov kot dryo&ivng pmopel va empépet avénon tov
emmédwv G dryo&ivng

Owornveouao

Onwg 1oy0et Yo OAa T0 AyYELOO0GTAATIKG OVTIVTEPTAGIKA, EMPAAAETAL VO, ETOEIKVOETOL TPOGOYN| GE
TEPIMTOGT TTOL KATAVOADVETOL TOVTOYPOVA OAKOOA, KABDS avTd Pmopel va eVicyOGEL T1 pAscT) TOVG.

Xouog yrpéimppoot

O Yopog YKPEMPPOLT POIVETAL OTL AVAGTEALEL TO LETAROMGUO TV STVIPOTLPIOVAV, TO OO0 EXEL (OC
amotélecpa TV adENOT TNG GLOTNUATIKNG Brod10fesOTNTOG KOt TNG VTOTAGIKNG dpdiong g
poavidiriving. H povidueivn yio to Adyo avtd dg Oa mpémet va, yopmyeitatl poli pe youd yKpEmepovTt.

Amo 100 OTOUOTOS VTOYAVKOLUIKOT TOPAYOVTES
Agv &govv Topatnpnel aAANAETIOPACELC LE 0O TOV GTOUATOG VITOYAVKOUIKODS TAPAYOVTES.

4.6 Tovipétnra, kinon km yorovyio

Konon

Agyv givon daBéoo KMvikd dedopéva yia Tn gp1on auTod TOL POPUOKEVTIKOD TPOTOVTOG amd £YKVES
yovaikec. Ot pehéteg pe povidmivn o Telpapotolmo Ogv TapEXouV EMAPKT ATOTEAECLLUTO CYETIKA LLE
v guPpuikn avamtuén (BAéne Tapdypago 5.3 «IIpokAvikd dedopéva yio TV acedieio). Ereion
£xet dery0el T AANA PUPUAKEVTIKG, TPOTOVTO TOV CVIIKOLY GTIV OUASN TMV S10SPOTVPLIVAOY EYOVV
TEPATOYOVO dpdiom ota {Mda, Kot EMEDN 0 SLVNTIKOG KAVIKOG KIVOUVOG eV EIvVaL YVOOTOG, 1 LOVIOTIVY
dev Qo mpémel va, xpnoIoToleital KoTd T ddpKeLo TG KOMOTG.

Oniaouog

H povidirivn kou ot petafoliteg tng amekkpivovtal o€ pHeydleg TocOTNTEG GTO YOAO apovpaiov. Aev
glval yvooTtd €av 1 Lovidumivn omekkpivetal 6To avip®mmvo Yoo,

H ypnon g pavidimiving Tpémet va amoeehyetot Kotd T didpketa g yorovyiag. Edv n Oepaneia pe
povidiivn gtvon amapaitn, 1 yorlovyio Oa mpénet va dtakdmTTETAL.

4.7 Emopacels 6Ty IKavOTnTo 00171161S KUl YEIPLEUOV UMY OVIIULATOV

Koabng givor mbavo va onpeimbei {ain Adyo ueimong g aptnplaknig mieons, o mpénet va eplotdtot
N TPOGOYN 6TOVG AGOEVEIC KOTA TV 001YNGT KOl TO YEPIGUO UNYAVI|LOTOV.

4.8 AvemOOunrteg evépysreg

Ot o ovyvd avaeepbeiceg (1% ko <10%) avemBOunTeg evépyeieg frav:aicOnuo ToApmv, eEayelg
Kepaiodyio, oidnpa, CaAn kot ilryyog. Avtég ot avembBounteg evépyeteg oyetilovtot pe Tig
AYYEI0OUOTUATIKEG 1O10TNTEG TG LOVIOUTIVIG.

Eival 6000££apTdUEVEC KO YEVIKG, TTOPEPYOVTOL AVTOUOTA KAT, TN d1dpKeLe TG Depameiog.

"Eyer mapatnpnOei évag opBudc avembountog evepysldv kotd ) odpketo ¢ Ogpamneiog e to
PRESIDIN/BENNETT kot GAAeg dtwdpomupidiveg, pe Tig akdAovbeg cuyvotnteg:

TToAD cuyvéc >1/10

Soyvég >1/100 £w¢ <1/10

Oyt ovyvég >1/1.000 éw¢ <1/100

Ymévieg >1/10.000 éwg <1/1.000

IToAV ombvieg <1/10.000, cvumeprrapupovousvav




UEUOVOUEVAV TEPIGTATIKAOV
Mn yvootég Agv pmopovv va ektiunovv pe faon
0, dtBéciua dedopéva

Kapoioxés drortapayés
= Yuyvéc: aicOnuo TaAudV,
= Oy ovyvéc: Tayurkopdia
= Yrdvieg: TpoKapdlako AAyos, otnOaym
= JIoA¥ omdvies: Epepaypa pookapdiov kat, 6tovg acevels pe tpotmdpyovca otndayyn umopet
VO TOPOVCIAGTOVY OVTH T0 SLUPAROTO pe aLENUEVT GLYVOTNTA, JLEPKELD KOl GoPapoTnTa.

A1070p0yES TOD VEVPIKOD GVOTHUATOS
= Yuyvéc: keeaAaAyia, {aAn Kot iAtyyog
= Oy ovyvéc: mapoicincia
= ¥rdvieg: vmvniio

A10T0p0YES TOV AVOTTVEDGTIKOD GVOTHIATOS, TOV Bwpako kol Tov uecobwparxiov
= Oy ovyvéc: dvomvola

A1atopoyég To0 YaoTPEVTIEPIKOD TOOTHUOTOS
= Oy ovuyvéc: vourtia, EUETOC, SLOKOIAOTNTA, ENPOCTOWIN, JATAPOYES TNG TEYNG
= Zrdvieg: GTOUAYIKO AAYOG, KOIAOKO GAYOC
= JIoAD omdvieg: OVAITION Kot VIEPTANGIO TV OVAWMY, TOL YEVIKG TapNABaY LE TNV 0mdcvpon
TOV QAPUAKOL Kot ¥PEIGLOVTOL TPOGEKTIKT 000VTIOTPIKT) PPOVTIOQL.

A1070p0oyéS TOL NTATOS KL TV YOANPOPDV
= Ymaviec: iktepog

AlTopayEG TOL HEPLOTOG KOl TOV VTTOSOPIOV 1GTOV
= Oy ovyvéc: e€avnua, éxlepa
= Travieg: epunua, kKvnoudg
= Mn yvooTéc: TOAOHOPEO ephONL, ATOPOAMOMTIKY| deppaTitidn

Ayyelokég dlaTapoyés
= Yuyvéc: eEdyelg
= Oy ovuyvéc: vmoToom
= Y{IAvViEC: VITEPTOOT

Ievikég dratapoyég Kol KOTOGTAGELG TG 000V XOPNYNoNs
= Yvyvéc: oidnua
= Oy ovyvéc: e€acbévnon
= Xrdviec: evepebioToTnTa

Topaxkivikég eetdoelg
= Oy ovyvég: avaotpéyiun avénon tov SGOT, SGPT, LDH, y-GT, aAkaiikng poceatdong,
al®Tov ovpiog aipaTog Kot KPEUTVIvG TAGGIOTOG
= Ymévieg: avénuévn yorepulpivn

Avagopd mBavoroyovuevov avemBOunTov evepyeidv

H avoapopd mBavoroyodevmy avemiBountmy evepyeudy HeTd amd T YopnyNno” Ade1uc KUKAOPOpiag
TOL QOPUAKEVTIKOV TPoidvTOog eivan onuovtikn. Emitpénet ) cuveyn mopakolovonon e oyéong
0PEALOVC-KIVODVOL TOV POPHOKEVTIKOD TPOTOVTOC. ZnTeital and Tovg ExayyeANaTieg vyelag va
AVOPEPOVY OTTOIEGONTOTE TOUVOAOYOVUEVES OVETIOVUNTEG EVEPYELEG LECH TOL EBVIKOD GLGTNATOG
avaeopds: EBvikog Opyoviopog Gapudkmv, Mecsoyeimv 284, GR- 15562 Xolapydg, AOnva. Tni: +30
213 2040380/337, ®ag: +30 21 06549585, Iototomog: http://www.eof.gr.




4.9 Ynaepdooolroyia

Agv €yel yivel yvmoTo KAmo10 TEPIoTATIKO LITEPSOGOA0YiNG. Onmg 1oy el Kol e TIC AAAES
dwdpomup1dives, avapévetal Tog pHio vIepdocoroyia Ba TpokaAEcel VIEPPOAKT TEPIPEPIKN
ayYE0010.6TOA GLVOSELOUEVT AO GOPOPT VIOTAGCT KOl AVTOVAKAQGTIKY ToyLKAPdia. e QVTH TNV
nepintoon Ba mpénet va Eekva ywpig KaBLOTEPNOT GUUTTOUATIKY Ay®YT| Kot Vo Aapfavovton HETpa
Yo TNV VTOGTNPIEN TNG KAPALOYYELOKNG AgtToVpYioG. AdY® TNG TAPATETAUEVNS OLAPKELNG TMV
(QOPLOKOAOYIKADV OPAGEMVY TNG LOVIOUTIVIG, 1 Kapdlayyelokn Aettovpyia Ba mpémet va
mapokolovbeitar ent ToLAGYIGTOV 24 OpEC.

5. DOAPMAKOAOTI'IKEX IAIOTHTEX
51 ®appoxodvvopkEs 1010TNTES

DoppokobepamenTikn kaTnyopio: EKAEKTIKOL ATOKAEIGTEG O1VA®V 0GPECTION, LE Kupimg dpdon ata
ayyeia.
Kodwog ATC: CO8CALL

Dappoxoduvakéc EmMOPACELS

H pavidiivn givat évog 51wdpomuptdivikog amokAEIoTNG SIOAWDY acBECTION UE OVTIVTEPTAGIKT
SpaoTNPOTNTA KOl UE PAPLLAKOSVVAIKES OPAGELG TOV TPOAYOLV TH VEQPPIKT| AELTOLPYiaL.

To kOp10 YoPpaKTNPIOTIKO TN HOVISITIVNG Elval N TOPATETANEVT SEPKELD OPACTG TNG, TOV
KatadskvoeTat in Vitro kot in Vivo, n onoia 0@eiheton 1060 0TI PAPUOKOKIVITIKEG 1010TNTEG TG OGO
KOl GTIV DYNAN TNG GLYYEVELD Y10, T BEGT GHVIESTG GTOV VTTOJOYEM. XE TOAAG TEPAUATIKO LOVTELQ
VIEPTAOTG, 1] LOVIOUTiVY €xel eMOEIEEL LEYAADTEPT) AMOTEAEGUOTIKOTITO KOL LOKPVTEPT] OPAGCT] G
GUYKPLON UE TN VIKOPSITIVY KOl TN VIPESITIVN.

EmmpdcOeta, n paviowrivy enédelée ayyelokn eKAEKTIKOTNTO, WO0HTEPA GTOVG VEQPPOVG, AVEAVOVTOG TN
VEPPLKN POT] TOL OHLLOITOC, LELDVOVTAG TNV OYYELOKT] AVTIGTAOT) TV TPOGOY®YDOV KOl ATUYDYDV
TPLYOEWOMV GTEPAUATIKDY 0YYEI®V, 00TYDVTOG CUVETMG GT UEIDGOT TNG EVOOCTEIPAUOTIKNG TIECTG.
AVt 1 1B10TNTA CLUTANPDVETOL OO TN SLOVPNTIKT TNG OPACT), 1| OTTOL0 EXITVYYAVETUL LECH TNG
OVOOTOANG TNG EMAVAPPOPTONG TOL VOATOG KOl TOV AANTOG GTO VEPPIKH COANVAPLO. € TEPAPATIKES
peAréteg maboroyiog, n LovVIdTivy AoKNGE aKOUN KOl 68 PETPLES SOCELS AVTIVTEPTAGIKNG Oy®YNG Hia
TPOGTOTEVTIKN dpdon emi TG avamTuéng orelpauatikig BAAPNG, N omoia TpoKaAeiTol amd TV
vréptoon. Ot in Vitro pedéteg £xovv katadei&et 0Tt N pavidimivy oTig OEPATEVTIKEG GUYKEVIPMOOELG
UTopel v 0VOGTEIAEL OMOTEAECUATIKA TOV KUTTOPIKO TOALUTAAGLOGHO MG OVTATOKPLOT| GTA
ayyewoyevetikd pitoyovo (PDGF, evoobniivn-1), o omoiog uropei va omotedel v ma0opueioloyiky
Baon yia T1g veppikéc kot ayyelokeg PAaPec o€ vaeptacikobs aobeveis.

Y& vmeptacikovg acteveic, petd and pio povipn nuepnota 66cr, dtatnpidnke pio KAVIKAE O1HovVTIK)
peiwon g apmploKng mieong yuo 24 dpeg.

Avt 1 pelowon g apTnPaKng miEoNS, TOL TPOKUAEITAL OO TN LEIMOT) TV OMKOV TEPLPEPIKDOV
OVTICTAGE®DY OV 001 YEL G KAIVIKA OTLLOVTIKT a0ENCT TG KOPSIKNG GLYVOTNTOG Kol TOpOYNG KATd
T S1dpKela Ppoayvypoviag 1| LoKpoOXpOVIaG XOPNYNoNs.

H pavidwrivn dev €xet deryBel 011 emnpedlel o petaforiopd g YALKOING 1 To Amidko mTpo@iA og
VIEPTACIKOVS StoPTikovg acbeveis.

5.2  ®appoKoKIviTIKES 1O10TNTES

Metd v amd Tov GTOLOTOC XOPYNON, 1 HEYIOTH GUYKEVIPWOGT GTO TAAGCLLO ETLTVYYAVETOL EVTOC 2-
3,5 opav.

H poavidirivn veokertal o€ petaforiiopd mpatng 61660v
To T0606TO GVVOEDTG LLE TIG TPWTEIVES TOL TAGoHaTOG gival 99%. To pappakevTikd TPoidv
KOTOVEUETOL EVPEMS GTOVG 16TOVG Kot LeTABOMIETOL EKTEVDOC, KLPIWE GTO NIap.



Amexkpiveron kuping péow tav Konpdvav (63%) kat, o pkpotepo Paduo, péom twv ovpwv (31%).
Ag onueldveral cuocdpgvon Hetd and emavaiapfovopevn xopriynon. H eoppokokivnrikn de
petafaiietar € aoOEVELG e VEPPIKT OVETAPKELX.

H amoppdenon g povidmivng av&avetol Topovcio TPoPg GTO YUOTPEVIEPIKO COANVAL.

5.3 IIpoxkiivika dgdopéva yio TV a.c@diero

Ta anoteréopota pehetdv toodTnTog emavaiapfovopevov docemv Exovv deiEetl povo Tokd
onpeia mov oyetiCovral pe EEapon TV PAPUOKOLOYIK®OV dpdcemy.

H to&ikoloyn ekdva TG LoviSImivig @¢ Tpog TNV avamapayyn oev £xel aloloynbei emapkdc péca
amo UEAETEC 6€ TEPAUATOLMA, oV Kol 01 LEAETEG TTOL £XOLV NON TTpayoToTTo0el dev LITOdNADVOLY
aLENUEVO KIVOUVO TEPATOYOVMV EMOPACEMY. 1€ TEPVUETAYEVVITIKEG LEAETEG AVATAPOYWDYNG OE
apovpaiovg mapotnpOnkay g VYNAEG dOGEIC Ta akOAovOa avemiBdunta cuppdvta: avénon g
duapkelag TG Komeng, dvotokia, ovénon Tav euPfpuikdv Bavdatwv, veoyvikn Ovnoiuotnta.

O mpoxdvikég peléteg dev €yovv kotadeiEel kdmowa emPrafn enidpacn yio tov dvBpwmo o€ 6,11
aPOPE TN UETOAAAELOYEVEDT], TO SUVALIKO KOPKIVOYEVEGNG, TNV OVTLYOVIKOTNTO 1] AVETBVOUNTES
EVEPYELEG ETL TNG YOVILOTNTOG.

6. OAPMAKEYTIKEX TIAHPO®OPIEX

6.1 Kaoataloyog ekddymv

Aoktoln povoidpikn

Apvio apafocitov

Y dpo&umpomvuAokuTTapivi YOUNANG VTOKOTAGTUCTG
Yépo&umpomviokutTapivn

Moyviiolo oTeaTikd

PiBografivn

6.2 AocvupototnTeg

Agv gpapudletat.

6.3 Awdpkera Confg

36 unveg

6.4 Iowitepeg TPoPULLAEELS KOTA TN PVAAEN TOV TPOIOVTOG
To @apuokevTikd ovtd TPOidV dev amattel Waitepec cuvOnKeg POAAENC.
6.5 ®@bHon Ko GLOTUTIKA TOV TEPLEKTN

Kuyéhn (blister) PVC/PVDC oppaywouévn pe poro Al/PVDC.
Meyébn cvokevaociog:

PRESIDIN/BENNETT 10 mg: 28, 30 1 90 diokia
PRESIDIN/BENNETT 20 mg: 28, 30 1 90 diokia

Mmopei va, unv KoKAoQopovV OAEC 01 GLCKEVAGIEG.

6.6 Idwitepeg TpoPULAEELS amTOppLYNG

Ka0e aypnoiponointo eopuokevtiKd tpoiody 1 VIOAEUUN TPETEL VO, ATOPPITTETOL COUPDVA UE TIG
KOTO TOTOVG 1GYVOVGEC GYETIKEC SLOTAEELS.



7. KATOXOX THX AAEIAYX KYKAO®OPIAX

BENNETT ®PAPMAKEYTIKH A.E.
16° yAp. Abnvov-Aapiog, 145 64,
Knowod, EAAGSa

TnA: 210 6254630

Fax: 210 6202305

E-mail: bennett@bennett.gr

8. APIOMOI AAEIAY. KYKAO®OPIAX

PRESIDIN/BENNETT 10mg: 39890/08-04-2020

PRESIDIN/BENNETT 20mg: 39891/08-04-2020

9. HMEPOMHNIA IMPQTHXE ETKPIXHY / ANANEQXHYX THX AAEIAX
KYKAO®OPIAX

Hpepopnvia tpdtng £yxpiong: 22 Askepppiov 2010

Huepounvia televtaiog avavémong: 8 Ampidiov 2020

10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

03/2022



