MEPIAHYH TON XAPAKTHPIZTIKON TOY ITIPOIONTOX
1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Benzol 20 mg oxAnpd yootpoavOekTiKd Koy aKio

2. MOIOTIKH KAI TOXOTIKH XYNOEXH
Kabe oxinpd yactpoavextico kaydkio mepiéyet 20 mg openpalding.

"Exdoya pe yvootn dpdon:
Kd&Be oxAnpd yaotpoavOektikd kaydkio mepiéyetl 125,75 mg caxyapolng kor 5,36 mg vatpiov.

IMoa tov TAnpn kaTdloyo Tov exdoywV, BAére Tapdypapo 6.1.

3. ®APMAKOTEXNIKH MOP®H
TFNaotpoavOektikd Koydkio, GKANPO.

oKAnpa Koydxio CeElativing ompov Kot TPacvou ¥pmuatoc, peyédovg voduepo 1.

4. KAINIKEX TAHPO®OPIEX
41 OgpamevTikéc EVOEIEELS

To Benzol kaydkio gvdgikvovton yio:

Evnkeg

o Ogpameio dMIEKAIUKTUMKADY EAKDV

o [IpdAnym vTOTPOTNG SWIEKUSUKTUAIK®Y EAKADV
. Ogpaneio YOoTPIKOV EAKDOV

o [IpdAnyM VIOTPOTNG YOOTPIKADV EAKDV

Y& ouvdvooud pe katdAinio avtiplotikd, ekpilmon tov EAkofaxtmpidiov tov [Tvimpo og
TEMTIKO EAKOG

o Oepomeio YOOTPIKMOVY Kol dMOEKASAKTUAK®OY EAK®V oV oyetilovion ue MEAD

TIpoAnyM amd YooTpikd Kot dmOeKadakTOAKE Ak Tov oyetilovian ue MEAD cg acbeveig
VYNAOD KIVOOVOL

®epomeio 0100QAYiTIONG A0 TAAVIPOUNON

Moxpoypoévia Bepamevtikn aymyr 0oBevav e ETOVA®UEVT 0160PaAYiTION 0O TOAVOPOUNGT
®epomeio. GUUTTOUATIKNG YAGTPOOIGOPUYIKNG TAAVOPOUIKNG VOGOV

Ogpamneio ovvdpopov Zollinger-Ellison

TToudroTpikn ypHon
Houdid ave tov 1 érovg kar > 10 kg

. ®epomeio TNG 01G0PAYITIONG OO TOAVOPOUNCT
. ZOUTTOUOTIKY Oepameio TOL KADGOV GTOUAYOV KOl TG Avay®mYNG 0EE0G OE YOGTPOOIGOPAYIKN
TOAVOPOUNoN

11016, kou EpnPor avw twv 4 ety
o e ouvovooud pe ovtirotikd otn Bepameio Tov dOEKOIUKTLAIKOD EAKOVG TOV TPOKOAEITAL
amd 10 EAkofaktnpioto tov [TuAwpod.

4.2  Aocoloyio Ko TPOTOS YopyNong



Aocoloyia
Evilixec

Ocpameio 0WIEKAIAKTOAIKOD EAKOVS

H ovviotdpevn d6on og acbeveig pe evepyd dwdekadaktoiikd Elkog sivar Benzol 20 mg pia popd
NUEPNOIMC. TOVG TEPIGGOTEPOVS 0oBeVEig 1 ETODAMON EMEPyETUL EVTOG 60 Pdopddmv. I'a ekeivoug
Tovg acbeveic mov pmopel va unv emttevydnie TANPNG ETOVA®GON PETd omd TV apyikn Bepomeio, 1
enovAmor cuviBog emépyetal Katd T dbpketa piog emmiéov meptodov Bepameiog 600 efdopddwv. Xe
acOeveic pe YoUnAn amdkpion Tov dmIEKASAKTVAIKOD £AKkoVg cuvieTatal openpaloAn 40 mg pio
QOPA MUEPTCIMG KO 1] ETOVAWDGT] EMTLYYAVETOL GVVNOWOC PECH G TEGTEPLS EPOOUADES.

LHpolnyn vrotponng dwdeKadaKTOAIKMDV AV

Mo v TpOANYN VIOTPOTNC TOL SMIEKASAKTLAIKOD EAKOVE GE apvNTIKovg 6To EAtkofaktnpidio Tov
[MuAwpov acbeveig 1 6tav to EAkofaxtnpidio tov [Tuiwpov dev eivar duvatdv va ekptlwbel n
ocuvieT®pevn d0on givar Benzol 20 mg pio @opd nuepnoimne. Te opiopévovg acbeveic n nuepnota
doom tov 10 mg pmopet va ivar ikavomomtiky. Xe nepinton anotuyiag e Oepaneiog, n 660
umopei va ovénbei ota 40 mg.

Ocpomeio YaoTPIKOY EAKDY

H ovvietduevn 66on givor Benzol 20 mg pio gopd nuepnoing. Xtovg neptocdtepovg acbeveic n
EMOVAMOT| EMEPYETAL EVTOG TEGSAPMV gfdopddmv. ['a exeivovg Tovg aobeveic mov pumopel va unv
emTevyOnKe mANPNG ETOVAWMGOT PETA amd TV apykn Bepameia, 1 emovAwon cuviBwg enépyeTaL KaTd
T d1dpketla piog emmAéov Tep1ddov Bepanciog tecodpmv EfSoUdmV. T acOevelg e QToy 0mTOKPIoN
TOV YOO TPIKOL EAkovg cuvioTdton openpaloin 40 mg pio popd nuepncing Kot 1 EmovAmon
emtuyydvetar cuvilwg péca oe oKTd gfdopddec.

LHpoinyn vrOTPOTHS YATTPIKWDY EAKDV

Mo v TpodANYM vIoTPoTNG 68 aobevelg pe YapnAn AmOKPLoT YOOTPIKOD EAKOVG 1| GUVIGTMOUEVT dOOM
givan Benzol 20 mg pia popd nuepnoing. Edv ypeidleton n 66om umopel vo avénbel o opempaloin
40 mg pia popd nuepnoimg.

Expilwon tov EMkoPaxtnpidio tov [Tohwpob oe wertika élxcn

Mo mv expilwon tov EAtkoPaktnpidiov tov [TuAwpod 1 enthoyn Tov avTifloTikov Tpénet vo
Baciletar oty avoyn ot edpuake Tov Kabe acbevoic, kat vo Aaufavovtal 6 GLUE®VIO UE T
€Bvikd, Tomkd dedopéva avlBekTikdTNTAG KO TIG 001Yieg Bepamneiog.

o Benzol 20 mg + kAapiOpopvkivy 500 mg + apo&ukidiivy 1.000 mg, to kabéva dHo
Qopécnuepnoing yuo pia efdoudda, M

o Benzol 20 mg + xhaptBpopvkivn 250 mg (evorroktikd 500 mg) + petpovidaloin 400 mg
(1500 mg 1 TwvidaloAn 500 mg), to kabéva dVo Popég NuepNcimg yio pia efdoudda, 1

. OpempaloAin 40 mg pia popd nuepnoimg pe apoéokidriivn 500 mg kat petpovidaloin
400 mg (500 mg 1} tvidaloin 500 mg), kot To 300 TPEIC POPEG TV MUEP Yo it
efdoudoa.

Xe kd0e Sooohoyikd oynua, av o aobevg eEakolovbel va gival Betikodg oto Edkofaxtnpidto tov
IMvAwpov, 1 Bepoameio. pmopet vo emavainedei.

Ocpameio yooTpidy Kot 0WOEKOOOKTOAIKDY EAKDV OV ayeti(ovior ue MXAD

["o ) Bgpaneio TV YOOTPIKOV Kol SMIEKASOKTUAK®OV EAK®V oL oyetilovion e MEXAD, 1
owvioTodpevn 6o sivar Benzol 20 mg pia popd nuepnoing. Xtovg neplocdtepovg aoheveic n
EMOVAMOT| EMEPYETAL LEGH OE TEGTEPIS EPdoNadES. T ekeivoug Tovg acbeveig mov umopel va pnv
emtevyfel TANpNG emobA®OT HETA TNV apyikn Bepaneia, 1 EmoVA®ON cuVNO®G ETEPYETAL KATA, TN
dapketa piog emmiéov meplddov Bepaneiag Te66apV ELOOUASMV.

LHpoinyn yootpik@v kol dwIeKadoKTOAIKDV 1KV OV ayetilovior ue MXAPD oe aobeveic vyniod

KIVOUVoU

T v TPpOANYN TV YOOTPIKMOV EAKOV 1] TV OMOEKASUKTUAIK®MY EAK®OV oL oyeTiloviot pe MEXAOD,

o€ acBeveig vyMAoL KvdHvov (MAikio >60, TPOTNYOVLEVO 1IGTOPIKO YACTPIKAOV Kol SMIEKAOAKTUAK®DY
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EAKMV, TPOTYOVUEVO IGTOPIKO ALLOPPAYIOG TOL OVOTEPOL TEMTIKOV) 1) CLUVIGTOLEVT dOOT givat
Benzol 20 mg pia opd nuepnocioc.

Ocpomeio. 0100Q0YITIONS OO TOAVOPOUNoN

H cuvictdpevn 66om givon Benzol 20 mg pia eopd nuepnoing. tovg nepiocdtepovg aobeveic 1
eNOVAMOT EMEPYETAUL LEGA OE TEGGEPLS EROopadeS. [ ekeivoug Tovg acbeveig mov pmopel va pnv
emtevyOnke mANPNG EMOVA®GON PETd TNV apykY| Bepamneia, 1 eT0OA®OT GLVHOWOG EMEPYETOL KOTA TN
duapkela piog emmAéov meplodov Bepameiog Tecodpwv EfSOUAdDV.

Y acbeveig pe coPapn owcopayitida cvviotdror openpaloin 40 mg pio popd nuUepNGI®S Kot 1
EMOVAMOT) EMTLYYAVETOL GUVNOWS HECH GE OKTD ERSOUAdEC.

Maxpoypovia Ospamevtixy aywyn aclevarv ue ELOVAWUEVH 01GOQPAYITION. A0 TAAIVOPOUNTH

Mo paxpoypdvia Bepamevticy aymyn aclevodv pe ETOVA®UEVT 0160PayiTIdN 0md TaAvdpoOUNoN M
cuvietOpevn doon givar openpaloin 10 mg pio popd nuepnocing. Edv yperaletar, n 66om pmopel va
avéndel oe openpaldin 20-40 mg pio opd nuepnoime.

Ocpomelo. COUTTOUOTIKIG YOTTPOOLTOPAYIKNG TOAVOPOUNOHG

H ovvietduevn 66on eivon Benzol 20 mg nuepnoimg. Ot acBeveic umopel vo. avtomokpifody
wavormomtikd oe 10 mg nuepnoimg, Kot oG ek TOVTOL TPEMEL VAL EEETAGTEL 1] ATOLIKT] TPOCAPUOYN TMV
d0cewV.

Edv dev éxel emtevybei EAeyyog TOV COUTTOUATOV PETA 0O TEGTEPLS Efdouadeg Oepameiog e
Benzol 20 mg nuepnoing, cuviotdtor teportépm eEETao.

Ocpancio ovovopouov Zollinger-Ellison

Y acbeveic pe ovvdpouo Zollinger-Ellison n 660 npénet va npocopudletar atopkd kot n Bepameio
va cuveyiletor cOpPva e T KAVIKES evoeilelc. H ouvictmdpevn apywn o6on givor 60 mg
openpaloing nuepnoiong. OLot o1 acbeveic e coPapn vOGO Kot pun IKOVOTTOUTIKY 0OKPLoN o€ GALES
Oepameiec £xovv eheyyOel amoteleouatikd Kot TeplocotePo amd 90% tv acbevav cuvtnpodviol pe
docelg tov 20-120 mg openpaloing nuepncing. Otav 1 66on vrepPaivet to. 80 mg opernpalding
nuepnoing, n 866om mpémet va Lopdaletal kot va AapUPAaveTar 800 PopEG NUEPNGIMG.

Houdiozpixoc iAnBooudc

Houdid dva tov 1 érovc kou > 10 kg

Ocpomeio. 0100P0YITIONS Ao TOAVOPOUNoN

Zourropaticy Gepameio 1oV KaDOOD GTOUCYOV KOl THS AVOYWYHS 0EE0C OTHY YOOTPOOLGOPAYIK
Talvopounocn

O1 cuvioT®pEVEG doGOoAOYiES Elval mG akoAoVO®C:

Hiwia Bépocg Aocoloyia

>1 étog 10-20 kg | 10 mg pia eopd nuepnoiong. H 6601 propet vo, avénbei oto 20 mg pio popd
nuepnoing dv ypelaotel

>2 &t >20 kg 20 mg pio eopd nuepnciong H d6on uropsei va avéndei ota 40 mg pio gopd
nuepnoing v ypeloctel

Oroopayitido, amoé walivopounon.: H didpketo tng Oepomeiog eivar 4-8 efdoudoes.
2vurtwuotiky Oepomeio 100 KADEOV GTOUGYOV KOL THS OVAYWYHS 0CEOS GTNY YO.TTPOOIGOPOYIKH
ralivopounon.: H dudpkela g Bepaneiog eivar 2-4 efdoudadec. Edv o €éleyyog Tov cupTTOUATOV OgV

€yet emrevyBel petd and 2-4 efoopnddeg o acbevig mpénetl va vtoPAnOel oe mepUTEP® EEETAGELC.

Houdia kou EpnPor avw twy 4 Ty




Ocpomeio Tov dWIEKAIOKTOAIKOD EAKOVS TTOV TpoKaAeital omo to Elixofarxtypidio tov [Toiwpod

Orav emidéyetan katdAAniog cuvdvacudc Bepaneiog, Tpémel va Aappdvetar vwoyn 1 exionun e6vikn,
tomikn odnyia Tov apopd ot Paktnprakn avlekticdtnta, T ddpkela g Oepaneing (cuvibwg 7
NUEPEG AALA LEPIKEC POPEC UEXPL Ko 14 NuEPEC), Kat TN KATAAANAN ¥p1o1 avTIROKTPIO0KOY
TOPAYOVTOV.

H Oepancio mpénel va emPAETETOL O EOTKEVUEVO Y1OTPO.

O1 cvvicTdpEeveg docoroyieg sival mg akoAovBm:

Bdpoc Aocoloyia

15-30 kg Yvvdvaoudg pe 600 avtiProtikd: Operpaloin 10 mg, apo&vkiddivn 25 mg/kg Bapovg
ohuatog kot KAapiBpopvkivn 7,5 mg/kg apovg cdpatog xopnyovviot Tontdypove. 600
Qopéc NuepNoimg Yo pio fdopada

31-40 kg Zuvdvaoudg pe dvo avtifrotika: Benzol 20 mg, apo&ukiddivny 750 mg kot
KhapBpopvkivy 7,5 mg/kg Bépovg cmdpaTog xopnyohviol TanTdypova. 600 POPES
nuepnoeing yuo pio efSoudo

>40 kg Tovdvaoudg pe dvo avtiplotikd: Benzol 20 mg, apo&ukidiivn 1 g kot
KhapBpopvkivn 500 mg yopnyovvral tawtdypova 600 PopEg NUepNoimg yia pia
efdoudoa.

E1dixol wnboouoi

Negpikn avemopkela

Agv yperaletorl Tpocappoyn g doomng oe acheveic pe datapayuévn veppikn Asttovpyia (PAéme
napdypapo 5.2).

Hratikn overapreio
e aoBeveig e datapaypévn NIoTIKn Agttovpyia pio nueprioto d6on tv 10-20 mg pumopel va etvon
wavomomTiky| (PAéme mapdypopo 5.2).

Hliwuévor
Agv yperdletar mpooapuoyn g d6ong oe NAKIoUEVOLS (BAEre mapdypago 5.2).

Mébodog yopriynong
Ta Benzol kaydxio cuviotdrot va Aappavovol To Tpoi kot vo Kotamivovtotl OMOKANpa ue pod
motnpt vepo. Ta kayakia dgv Tpémel vo pacmvtal 1 vo, OpvppatiCovrat.

Lo aoBsveis (e dvoKoAieg KOTATOONS KOl TALOLA TOV UTOPODY VA TLODV 1 VO, KOTATIODV NUIPPEDOTES
TPOPEG.

O1 acBeveic umopovv vo, avoi&ovy Ta, Kayaklo Kot VoL KOTOTIoDY TO TEPLEYOUEVO LE UIGO TOTNPL VEPO 1
UETA amd avapiEn Tov TEPIEYOUEVOL UE EVa EAAPPDG GEIVO VYPO T.Y. YVUO PPOVTOL 1| KOUTOGTO
piAov, N pe pn-avlpakovyo vepd. Ipémet va yivel cbotaon otovg aceveig 0Tt To piypo Tpémnetl va
Aappavetar apéomg (M péoa oe 30 Aemtd) Kot TAVTA VO AvadEVETOL OKPLPMG TPV TV TOGT KAl VoL
Eem\évetan Le [UGO TOTHPL VEPO.

Evalloktikd, ot acBeveic pmopovv va SoADGOUV TO KOWAKIO GTO GTOLO KoL VO, KOTOTIOVV To KOKKIo
pe pod motipt vepd. Ta evepodiaivtd kokkio dev TpEmel va poonBovv.

4.3  Avrtevocieag

YrepevoioOnoio 6t dpactikni ovoia, To vrokatesTNUEVE Peviudaloilo 1| KOTO0 omd To EKdoYa
OV ovaPEPOVTAL GTNV TTapdypapo 6.1.

H opempaldin 6nm¢ katl dAlot avacTtoleic g aviAiag tpmtoviwv (PPIS) dev mpénet va
ypnoporotovvtal tavtdypova pe verewvafipn (BAEne Tapdypago 4.5).

4.4  E10kéc mPoEId0TONGELS KOl TPOPVAGEELS KOTE TN (pion




TTapovsio KAmolwV TPOEBOTOMTIKMOV GCUUTTOUATOV (T.). CUAVTIKT aKoOG10 andAElo Bapovg,
VROTPOTIAL®V EUETOG, SVOPUYia, UUATEUEST N LEACIVA) KO OTOV VITAPYEL VIO 1} TOPOVGIN
YOOTPLIKOL EAKOVG, TpENeL va amokAeieTan 1) kokonBeta, kabmg 1 Bepaneia propel va avaxovpicetl Ta
CLUTTOUOTA Kot Vo KaBuoTepnoet T Sidyvaon).

Ag cuvioTtdTon 1) TOVTOYPOVN Yopnynon atalavaPipne pe avactolreig g avtiiog Tpmtoviov (PAETe
mapdypaeo 4.5). Eav o cuvdvacuds atalavafipns pe avaotolels g aviiag mpmtoviov dev umopel
va omoeevyfel, cLVIGTATAL GTEVH KAVIKY] TapakolovBnomn (). 1ké @opTio) 6€ GLVILAGHO HE avENON
g 06on¢ ¢ atalavafipng e 400 mg pue 100 mg prrovaBipne. H openpaloin dev mpénet va Eemepva
ta 20 mg.

H openpaldin, 6nmg 6Aa To QAPLOKE AVOGTOAEIG TNG AVTAOG TPMTOVIOV, UTOPEL VO, LEIDGEL TNV
amoppoenon ¢ Prrapivng Bz (kvavoxoforapivn) Ad0yw ¢ vo- 1 ayropudpioc. Avtd Tpémel va
Aappdavetar vroyT o acbevelg pe petmpéveg amodnieg 1 avénuévo Kivouvo yuo petmpévn
amoppoenon Prrapivne Biz o€ mepintmon pokpoypoviag Oepaneiog.

H openpaloin etvar avactoréas tov CYP2C19. Katd v évapén 1 tn dwakon| g Oepaneiog e
openpaloin, tpénet vo eEetdleton 1 evogyOUEVT OAANAETIOpaoT e eappaka Tov peTafoiilovral
péom tov CYP2C19. AdAnAenidpaon mapatnpeitol petald kAomdoypEing kot opempalding (PAEme
mapdypoeo 4.5). H khvikr| onpacia avtg g aAinienidpaong sival apeifoin. Ipoinntikd, n
TAVTOYPOVN YPTON OUETPALOANG KOt KAOTIO0YPEANG TIPEMEL VO amoBappOveTaL.

YoBapn vropayvnolopio £xel ovapepbei o acbeveic mov Ehapav Oepameio pe avaoToreic avtiiog
TPOTOVIOV, OTMG OUETPAOAT Y10, TOVAGYIGTOV TPELS PVES, KOl GTIG TEPLGGOTEPEG TEPUTTAOCELS, VL0l
&va ypdvo. XoPapd GUUTTOUATE VTTOUAYVNGLULING OTTOE KOTMOT), TETAVIN, TOPUATPNLLO, GTOCHOT,
CaAn ka1 kothiakn appuduio propei va epeoavicBodv, aAld umopel va EEKIVIIGOUY VTTOVAN KoL VO,
ayvonBovv. Zmnv mheovotnta tov tpocsPefinuévev acbevov, n vropayvnolaipio BeAtidbnke petd
TNV QVTIKOTAOTOGCT) TOV LOYVGIOU Kol T S10KOTY| TOV 0VOGTOAEN AVIALOG TPMTOVI®V.

"o Tovg acbeveig mov avapéveral va Exovv Tapatetapévn Bepaneio 1 Tov Aappdvovy avacTorelg
avTAMOG TP®MTOVI®MV pE Otyo&ivi 1 PAPLOKO TOV UITOPEL VO TPOKAAEGOLY VITOpOyVIolotpia (..
dovpnTiKa), ot emayyelpatieg vyeiag Oa mpénet vo, egtdlovv TV THAVOTTA LETPNONC TOV EMTEIDV
payvneiov mpv v évapén g Depomeiog pe ovacToAEl avTAioG TPOTOVIMV Kot TEPLOSIKE, KATH TN
dudpketla g Bepamneiog.

Ot avacTtoleic g avtAiag TpoTtoviny, 13ing av xpnoiorotnfody oe VYNALC SOGEIC Kot Y10, LeydAa
ypovikd dtuotripata (>1 €rovg), pmopel vo avERcovy EAAPPOS TOV Kivouvo Katdyprotog 1oyiov,
KOPTOV KOl GTOVOLAMKNG GTHANG, KUpImG 68 NAKIOUEVOLS 1] TOPOVGTN GAADY KOTOYEYPUUUEVOV
TaPUyOVTOV KIvouvov. Ot HEAETEC TaPATHPNONG OELVOLV OTL Ol AVOCTOAEIS TNG avTAiog Tp@TOViRY
umopei va av€Noovy Tov GuVOAKO Kivouvo katdyuatog kotd 10-40%. Mépog avtc g avénong
uropei va opeiletal og dAlovg Tapdyovieg kKivduvov. AcBeveig o€ Kivouvo 06TEOTOPMOTG TPENEL
VOAQUPBAVOUY HEPLUVE, COUP®VA UE TIG 1IGXD0VOES KAMVIKES KaTevbuvTnpieg 0dnyiec kot Ou Tpémet
va £ovv exapkn TpoSANyM ¢ Prrapivng D kot aoPeotiov.

Yro&og deppatikdc epudnpatddng Avkog (YAEA)

Ot avaotohieic avtAiog mpotoviny oyetilovtal Le TOAD GTAVIN TEPIOTATIKA VITOEEOS OEPUATIKOD
gpuOnuatddovg Akov. Edv mapatnpnbovv PAaPec, 10img o meployég Tov dEpUATOS TOV eKTifEVTIL
GTOV NA10, cLVOOEVOLEVEG altd apBpadyia, o acBevig Tpémel va avalntiost dueca wtpikn fondela
KOl O ETOYYEAUATIEG TOV TOEN TNG VYEIOG TPEMEL VO EEETAGOVY TO EVOEYOUEVO SLOKOTNG TNG
yopnynong tov Benzol. H eugdvion vro&éog deppotikod £puinuatddong Avkov petd amo
YOPNYNONEVOG OVOGTOAEN AVTAING TPOTOVIMV EVOEYETOL VO 0LEAVEL TOV KivOUVO VTTOEEOC dEPLLOLTLKOD
£PLONUATDOSOVG AVKOL e AAAOVE OVOCTOAELS VTALOG TPOTOVIMY.

Eridpoon ot epyaotnproxés eletaoeis

To avénuévo eninedo ypopoypovivng A (CgA) uropel va emnpedoet Ti¢ eEETAGELS YL
VEVPOEVOOKPIVIKOVE OYKOoVG. 'l var amopevyBel avti 1 emppon, Ba tpénet, | Oepaneia e
ouenpalOAn, va oTaHOTO TOVAGYIoTOV 5 Nuépeg mpv amd Tic CgA petpnoels (PAéne moapdypago 5.1).
Edv o1 tipég g CgA kai g yaotpivng dev emavELBOLV EvTOG TOL E0POLE TOV TIUMV OVAPOPAG LETA
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TNV OPYIKN LETPNOTN, Ol LETPNOELS TPEMEL VAL ETOVOANPBOUV 14 nuépeg petd T daKom TG XPMoNS
aVOOTOAEN AVTALOC TPOTOVIMV.

Mepcd mandid pe xpoviec mabnoelg pmopel va yperoctodv pakpoypovia Bepaneio tapdAo mov dgv
gvoeikvotal.

H Oepaneia pe avactoreig g aviiiog Tpmtovimv pumopel vo 0dnynoet oe ELa@pds avénpévo Kivouvo
ELOAVIONG YOOTPEVTEPIKMV Aoumdéenv ommg and Salmonella ko Campylobacter kot o€
voonievdpevoug acbeveic mbavmg eniong and Clostridium difficile (BAéne mapdypago 5.1).

Onwg og 6Aeg Tig pakpoypdvieg Bepaneies, edikd 0tav Eemepvoiv o didpkela Tov 1 xpovo Bepaneiog,
ol acBevelg mpémet va Ppickovtal vTd ToKTIKN eMiPAeym.

To Benzol nepiéyet cokyopoln
O1 acBeveic pe omdvia kKAnpovopkd tpopAnuota dvcavetiog oe YAvkoln, KoKy amoppoenon
YALKOONG-YOAOKTOLNG 1] OVETAPKELL GOVKPAGCTG- IGOUAATAGNG OEV TPEMEL VA, TAPOLV AVTO TO

QapLoKo.

Ta Benzol nepiéyet vatpro

To edpuaxo avtd mepiéyel Ayotepo and 1 mmol vatpiov (23 mg) avd kaydkio, ivar avtd Tov
ovopdlovpe «erevBepo vatpiovy.

45  AMmAiemopaocsig pe GALo QUPUUKEVTIKA TPOIOVTO KO AALES pOPPES aAAnAenidopaong

Emdpboeic tng ouempalOAng 6Tn QOpUOKOKIVNTIKY GAA®DYV SpUGTIKGOV OLGLMV.

Apootikéc ovaiec ue omoppopnon mov eCoptoral arxo o PH.

H peltopévn evdéoyaotpikn o&vtnta katd ) ddpketa g Bepansiog pe openpaldin pmopei va avénoet
N Vo, LEIDGEL TNV OTOPPOPNGT| TOV SPUCTIKOV OVGIOV LE AmoppOENncn mov €apTiTol amd TO YUSTPIKO
pH.

Nelpwvofipn, otalovofion
Ta enineda vehpvaPipng kot atalavapipne 610 TAGGLO LELDVOVTOL GE TEPITTOOT GLYXOPYNONG UE
openpaloin.

Tavtdypovn yopnynon ouenpaloing pe verpvapipn avtevosikvutar (PAére mapdypapo 4.3).
Svuyyopnynon ouenpaloing (40 mg pio opd nuepnoing) peimoe ™ uéon éxbeom velpvafipng kotd
40% mepimov Ko 1 péom £kBeon Tov opUaKOAOYIKA dpacTikol petaforitn M8 ueumbnie katd
75-90% mepinov. H aAAnienidpacn pmopei emiong va epumiéket Tnv avacstoin tov CYP2C19.
Tavtdypovn yopnynon ouenpaloing ue atalavapipn de cvvictdton (BAEne Tapdypago 4.4).
Suyyxopnynon openpaloing (40 mg pio @opd nuepnoing) ko atalavofipng 300 mg/prrovafipng

100 mg o¢ vyeic eBehovtég giye mg amotérespa 75% peioon g éxbeong atalavoPipng. AvEnon g
doon¢ ¢ atalavaPipng ota 400 mg dev aviiotddce v exidpacn ¢ openpaloing oy Ekbeom
atalavapipns. H cvyyopiynon openpalding (20 mg pio opd nuepnoing) pe atalovafipn

400 mg/prrovafipn 100 mg oe vyeig ebshoviéc eiye og anotéleoua peioon katd 30% mepinov oty
éxBeon atalavafipng oe ovykpion pe atalavafipn 300 mg/pirovafipn 100 mg pia popd nuepnoing.

Awyoéivy

Tavtoypovn Bepamneio pe opempaldin (20 mg nuepnoing) kot dtyo&ivn og vy dtopo avdvel ™
BrodwBeoipdnra g dryoivng katd 10%. To&ikotnta dryo&ivng ondvia éxel avapepBel. Qotdc0,
mpémel va dlvetal Tpocoyn 6tav 1 openpaldin yopnyeitan 6€ VYMAEG 00GELS GE NMKIMMIEVO ATOLLO.
2V TEPImTOOT 0T, TPETEL vaL eVioyVeTaL 1) Ogpamevtikn mapakorovOnon (TDM) g dryo&ivng.

Klomidoypéin

Amoteréopota amd HEAETEG o€ VY dTopa £xovv deiéel o pappokokvntiky (PK)/ eapparxoduvoptkn

(PD) aAAnAenidpaon peta&d khomdoypéing (300 mg 66om epodov/75 Mg nuepnoia 6661 GLVTNPNGCNC)

Kol opempaloAng (80 mg amd Tov GTOLUTOG NUEPNTINC) £XOVTAC MG ATOTEAEG LN LELOWUEVT EKBECT GTO

dpaoTiKO HeTABOAITN TNG KAOTIOOYPEANG KOTA LEGO Opo 46% KOl LEI®UEVT HEYIOTN avaoToAn TG (ADP
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EMOYOUEVIG) GLGCDPEVONG OoTETAAI®V Katd péco 6po 16%.

‘Exet avoeepbei acvppovia dedopévav ent v kKAvikov entmhokdv ¢ PK/PD oAAnAenidpaons g
openpaloing o€ 6povg pelldvmv Kapdayyelok®V GUUPOUATOV 0md HEAETES TAPATPNONG Kot KAVIKEG
peréres. [lpoinmrikd, 1 towtdypovn ypnon openpaloing kot kKAomdoypéing tpémet va amobappiveron
(PAéme mapdypopo 4.4).

ANeg dpaotikés ovoieg

H amoppdenon mocaxovaldAng, EpAOTIVIUING, KETOKOVALOANG Ko 1TpakovalOANG LEIDVETOL
OMNUOVTIKA KOl £TCL 1] KAVIKT 0TOTELEGUATIKOTNTO UTopEl va glvan emnpeacuévn. o v
TOGAKOVOLOAN KOt TNV EPAOTIVIUAN 1) TALTOYPOVT] YPNOT TPEMEL VO ATTOPEVYETALL.

Apaotikéc ovoiec mov ustaforilovral amo o CYP2C19

H opempaloin ivar Nmog avactoréag tov CYP2C19, 1o kdpio éviupo petafolopod e
ouenpaloinc. ‘Etot, o petaforiopdc cuvenakdAovbmv dpacTiK®@V 0vGldV Tov eniong petoforilovtan
a6 to CYP2C19, umopei va ivotl Het@p€vog Kol 1 GLGTNUOTIKY EKOECT] GE AVTEC TIG OVLGIEC
avénuévn. Hoapdderypa tétoimv ovsumv glvar 1 R-Bapeapiviy kot dAlot aviayoviotég g Prrapivng K,
N othootaloAn, 1 SCEMAUN KO 1] GOVUTOTV.

21loota{oAn

H openpaloin yopnyobuevn g 06c¢elg v 40 Mg oe vy dtopo 6 pio SIGTOVPOVIEVT] LEAETY,
avénoe 10 Crax kot AUC y10 v othootaloin kotd 18% kot 26% avtiotorya, kat yio évav amd Tovg
dpaoTikovg petaPolriteg g katd 29% kar 69% avtictoryo.

Darvoroivy

ZUVIGTATOL 1] TOPAKOAOVON OGN TNG GLYKEVTIPMOGNG PAVVTOTVIG GTO TAACLO KATA TN SLAPKELL TOV
TPOTOV d00 eRdouddwv petd v Evapén g Oepaneiog pe opempaloin Ko, av EYEL YiVEL TPOGOPLOYY|
NG 006NC TG PALVVTOTVNG, TPETEL Vo, AAPEL YDPO. TpaKOAOVONGN KoL TEPALTEP® TPOCUPLOYT TNG
800G Hetd 1o mEPaC TG Oepameiog pe opempalorn.

Ayvwaror unyoviouoi

Zoxovivofipy

Tavtdypovn yoprynon openpaloing pe cokovwvaPipn/pirovafipn eixe og amotélecpa adénon ota
emineda Tov TAdouaTog pEypt kat 70% mepimov yio TV coKkovvapipn 6e cUVOVOGUO UE KaAT ovoyn
o€ aobeveig pe HIV poivvon.

Taxpoiyovs

Tavtdypovn yopnynon ouenpaloing £xet avagepbel 0Tt av&avel ta emimeda TG TAKPOALOVS GTOV
0p0. Ou Tpémel vo epapUOLETAL EVIGYLUEVT] TAPAKOAOVONGT TG CLYKEVTP®OTNG TOKPOALOVG KOOMG
Kol TG VEQPIKNG Agttovpyiog (kdBapon Kpeativivng), Kot va Tpocapuoletol 1 8001 NG TAKPOALOVS
av yperdletar.

Mebotpecarn

Xe opropévoug acbeveig Exel avapepbel advénomn tov emmnédmv g nebotpeldng 6tav cuyyopnyeitot
uali pe avactoAeic TG avtiiog TpoTovimy. X xopnynon vyniov sdcewv pebotpedtng wmopel va
ypeotel va eEgTaoTel ol ToPOdIKY| S10KOTY TG OUETPALOANG.

Emdpbocic GAA®mV dpaoTIKOV OVGLHV T QOPUOKOKIVITIKY TS OUETPalOANC

Avaoroleic tov CYP2C19 kau/1 tovo CYP3A4

Koabmng 1 openpaldin petaforiletar péom twv CYP2C19 ko CYP3A4, dpactikéc ovoieg mov eivat
Yvooto 6Tt avactériovy o CYP2C19 1) to CYP3A4 (6mtmg 1 khapiBpopwkivny kot 1 fopikovaloin)
umopel va 00 yNoovv oe avénUéEva eTimedo opETPALOANG OTOV 0pO S10TL LEIDMVETOL O pLOUOG
petaortopot g openpaloing. Tavtdypovn Bepamneia pe Poprkovaldin eiyxe wg amoTéAesa
TEPLOCOTEPO 0O SmAdoio EkBeom oty openpaloin. Kabwog vymiéc dooeig opempaloing oy KaAd
OVEKTEC, YEVIKOG OEV OMALTEITAL TPOSAPUOYN TNG SO0TG TG OUETPALOANG. L20TOCO, TPETEL VO
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2. IIOIOTIKH KAI IIOXOTIKH XYNGEXH

Kdabe oxinpd yaotpoavlektikd koydkio mepiéyel 20 mg opernpalding.

sésmcra n nocappoyn %ng 80(5ng og acbeveig pe ocofapn nratikn Svoiertovpyia Kot ov evoeikvuTon

Py g g
: abe chnpo yaotpooweammo Koy akio tepigyel 125,75 mg caxyapolng ko 5,36 mg vatpiov.
Eraywyeic too CYP2C19 kau/ij oo CYP3A4 )
Apd ey FOOR KHEHOYP RSN FHFTR FHBRRERTAT 1 10 CYP3AL 7 ot T0. 300 (dmerg
prpoumikivn kot to St John’s wort) pmopei va 0dnyfcovy o€ peiopéva eminedo openpaloing 6tov opd
av%owovwg 0 pOUO peTafolMopod e opempalding.

DOAPMAKOTEXNIKH MOP®H

4.6 TovipotnTe, Knon Ko yohovyio
TaotpoavOekTiKo KOWAKLO, GKANPO.

mo
Affa%ineéuﬁ&wﬁs ES AT RSB IT PR K EA TR RN IR BT HEXEPRISHRMERRA 1.000
amoteléopata £KBeoNC) dEV VTOSEIKVDOLV OVETIBOUNTEG EVEPYELES TNG OUETPALOANG GTNV KNG 1 TNV

VYElQ TOV suB uov/vso évvnrov modov. H openpaloin umopel va ypnoyomomBei Kotd t didprela
TnélSYKU inAHTi’Od)OPIEZ

Iﬂ Hgsp(msnﬂkag gvoeitelg

apsnpa@okn OTEKKPIVETOL GTO UNTPIKO YaAa 0ARG Og QaiveTon v emnpedlel To Tondi dtav

ROREREOb KMt REITBYE, Y10
Cobiyigees

M\ étec O AT QEETHAUHTY PHAIEF @I 0. TNG opempaldAng, XOPNYOLUEVIC HEG® ad TOV
ot@potod RPHNMERT SROTASTHNOANODUETIREGERKOWYOPIKA, LIE T YOVILOTNTO.
° Oepameio YOOTPIKDV EAKOV
4. 70  Enifypiogg 61nvasoy) Tycopoddygand Kol (EpLopod pnyavnpdtoy
. e ovvdvacud pe KotdAnia avtiBlotikd, ekpilwon tov EAkoBaxtnpidiov tov ITuAwpod og
To BenzolshaudyEhgnidpaon 6TV tKavoTnTo 00MyNong Kot YEPLGUOD LY AVILATOV.
Avem60 |@\gpeamsiny RSP TINH (RANSEsBermB kRGP EliaivmRps oie 0pBanBMT A dup by pago
4.%). EaviapeipyBais qoeepav ik ESFRETES yRNIQER KV ANE WIS QBB NEMIEAD o acBeveic
VYNAOD KIvOUVOL
4.8  AvEeRHIITERSYSBYEMENC 0O TOAVSPOUIoN
. MaKpoxpowa Gspansurucn aywyn actevaov ua EMOVAMUEVT O1G0PayiTda amd ToAvOpOUNoN
A BE ARG R yacrpoowocpowuc NG TOALVOPOIKHG VOGOV

Orguio 0%%%1%%'@%&&5’3@@‘%@ Efilagrpv actevav) etvon kegarahyio, kothiako Gryog,

SVOKOIMOTITA, OLAPPOLN, LETEMPIGUOG KOL VOV TIO/EUETOC.

A Hat&arpum ypn(m

0]} (‘LKOAO@S {s&utvu Ci ‘C’VSPY%%Q 98 99 ﬁoolgk} K81) Hg QUV z—:&oucptﬁcoeat il vnowwcra oo Khvmsg
HEAETEG ¥, RV Ole %8 & oucov Kapui %ano i} avem 0%18‘58

D RIS e 01) é’l £0G G\é % tpoot KN
evepysusgﬁ %’: e VOl v 0008 apm)usvn unt T sv.s%y aTOpPTILOVTIOL GT
napamtm%ar&) K&%%plOﬁOlODVTQL GULO®VOL ue 1 ovyvotta Kot v Katnyopia Opydvov
?)}ﬁo}%mo KO )0'1%%/ Koy opie: anvornwg opifovtat cOpPVa e TNV Topakato cuvonkn: TToAy

ov 8 (>1/1 0%0 <%&1K(%O Ena\/lﬁﬁoﬂ/lo 000

VO TEY0Y T TPOKOAEITOL
<ih. 5 ﬁé& St
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T
AWTopoy£C TOV GLILOTOMTIKOV KOl TOU ASHPLKOD GUGTILATOS

ETAVIEG: Agvkomevia, OpouPomevia

IToA0 omdvieg: AKOKKIOKVTTOPOULLN, TOVKVLTTOPOTEVIO

AWTOpayES TOV AVOGOTOTIKOY GUGTI|LATOS

XIAVIEG: Avtidpdoelg vrepevancnoiag m.y. TuPETOHS, KyYELO0IONIO KO AVAPUAOKTIKY
avtidpacon/katarinéio

Awtopayéc Tov petoforopov Kot s 0péyng

Xrdvieg: | Yrovatploipio




Mn yvooTéc:

Ymopayvnototpio, cofopn VITORayvNoLoLio LTOPEL VO TPOKAAEGEL
vracPectiopio
Yropayvnolopio propel vo cuoyetiCetot e TV vwokaAlopLio.

Poyuatpikég Swatapoyég

Oyt ouyvée:

Abdmvia

XRAVIEG:

Aéyepon, cOyyvon, KoTabAy”n

IToAV oméviec:

EmBeticomnta, mopoicOnoeig

AWTapay£S TOV VELPLKOD GLVOTHIATOG

Xoyvéc: Keporaryia
Oy ovyvéc: Z6An, mapoicOnoio, vavniio
XrAVIEG: Awrtopayn g yevong

O@0aipikéc dwatapoyég

Zrdvieg:

| Bounr| 6pacn

Awrtapayéc Tov MTOS Kot Tov Aafupiviov

Oy ouyvéc:

[ Tayyog

AWTopay£S TOV GVETVEVOTIKOD GLUOTHIATOS, TOV O®MpaKa Kol Tov pecodwpakiov

ErAVIEG:

| Bpoyydonacpog

AWTopay£S TOV YOOTPEVTEPLKOV

Yuyvéc: Kot\ako dhyog, duokotMdtnta, diéppoto, LETEMPIGUOC, VALTIO/EUETOG
[ToAvmodeg adevimv B0Aov (karonbeic)

Zrdvieg; Enpoctouio, GTOUATITION, YOOTPEVTEPIKN KOVTIVTIOGT

Mn yvootég: MiKpoo KoMK KOAITION

AWTapay£S TOL NTATOS KOl TOV YOI POp®V

Oy ovyvéc:

Avénpéva nrotwcd Evivpa

Erdvieg;

Hrartitida pe 1 yopic iktepo

[ToAb omaviec:

Hrotum avendpkela, eykepoalonddeio oe ac0eveic e mpodmdpyovcsa voco Tov
NmTATOC

AWTopay£S TOV OEPRATOS KOL TOV VTOOOPLOV LGTOV

Oy ovyvéc:

Agppotitidon, Kvynopog, e&avinua, kvidmon

Xrdvieg;

Alomekia, potogvaicincia

[ToAb omdvieg:

[ToAvpoppo epvnua, cvvépopo Stevens-Johnson, To&ikn emdep ik
vekpOAvaN

Mn yvooTtég

Y7ro&og depuatikdc epuinpoatadng Avkog (BA. Topdypapo 4.4)

AWTOpayES TOV HVOCKELETIKOV CUGTILOTOS KOl TOV GUVOETLKOV 1GTOV

Oyt ovyvéc:

Kdéraypa woyiov, kapmod 1 6TovVOLAIKNG GTANG

Xrdvieg;

ApOparyia, poadyio

[ToAb ordvieg:

Mvikn advvapio

AWTAPAYES TOV VEQPDV KU1 TOV 0VPOPOP®OY 00DV

Xrdvieg:

| Atdpeon veppitida

AWTOPaYES TOV OVOTUPAYOYIKOD GUGTI|LATOS KOl TOV [LO.GTOD

IToAv omdviec:

| Tuvarkopootia

Ievikég droTapayis KO KATAGTAGELS TI|G 000V (OPNYNONG

Oy ovyvéc:

Alobnpo kaxovyiog, TepLpepiod oidnua

Xrdvieg:

AvEnuévn eeidpwon

Toudrorpikde TAnfvoude

H aoopddeia g openpaloing Exet a&loloynbei oe cbvoro 310 modiwv nhkiag 0 émg 16 etdv pe voco
oyeTICoUEVT e VITEPOELTNTA. YTTAPYOLV TEPLOPLGUEVO OEGOUEVO OCPAAELNG LLE TUPUTETUUEVT
Oepaneio amd 46 Tondid ta omoia Elafav Bepaneio cuvTnpNOoNG e OUETPAlOAT KATA TN S1apKELL
KAWVIKN G LEAETNS Yo oPapn| SaPpmTikn osopayitidn £mg Kot 749 nuépeg. To mpopid tov
AVETOOUNTOV EVEPYELDV NTOV YEVIKMOG TO 1010 HE TV eVAikwV 1060 og BpayvumpdBeoun 660 Kol og
paxpompobeoun Bepomeia. Aev vdpyoLV HaKPOTPAOEG LA dESOUEVA OVOPOPIKE LIE TIG EMOPACELS TNG
Oepaneiog pe opempaloAn oty PN Kot v avamtuén.

Ava@opd tifoavoroyoduevav avemBounTov EVEPYELHOV

9




H avoapopd mBavoroyoduevmv avemiBounT®y evepyeimy HeTd amd T Yopnynom adstog Kokhopopiog
TOV POPUOKELTIKOD TPOIOVTOC elvar onpavtikn. Emtpénet tn cuveyn mopoakolobnon e oxéong
0PEALOVC-KIVOHVOL TOVL QOPUOKEVTIKOD TPOIOVTOC. Znteital and Tovg EnayyeALATIES TOL TOUEN TNG
VYEOVOLKTG TEPIBalyMG Vo avapépovy omolecdNmote THAVOAOYOVLEVES OVETIBVUNTES EVEPYELES
otov EOviko Opyaviopd Goppdakwov, Mecoyeiov 284 GR-15562 Xolapyog, AOvva, TnA:

+ 30 21 32040380/337, ®aé&: + 30 21 06549585, Iototomog: http://www.eof.gr

4.9 Ymnepoocoroyia

Yrdpyovv TepLoploUEVES TANPOPOPIES SIOECIES YO TNV ENMOPOCT] LTEPIOGOLOYING TNG OUETPALOANG
oTovg avbpdmovg. Tt PipAoypaeia, Exovv meprypapel docelg uéxpt ko 560 mg, Kot vanpéov
TEPIOTAGIOKES AVAPOPES OTOV EQATAE ATtO TOV GTOROTOS ANPOEicEG dOGEIS £PTAGOV LEYPL KOl TOL
2.400 mg opempalodng (120 popéc peyardtepeg tng cuvinBovg KAVIKA cuvieT®dpevng d0ong). NavTtia,
éuetog, {aAN, KotMokd GAyog, dtdppota Kot KeparaAyia Exovv avapepbel. Eniong, andbdeia,
KatdBAym Kot chyyvon EXOvV TEPLYPAPEL GE LELOVOUEVESG TEPUTTMCELS.

Ta cuUTTOUATO, TTOV TEPLYPAPTKAY NTAV TAPOSIKA, Kol Oev avapépOnke ducuevig ékPacn. O puOuog
QTTOUAKPVVOTG TTOPEUEIVE AUETAPANTOC (KIVNTIKN Tp®TNG TAEEMC) pe av&avoueveg d6celg. H
Bepaneia, v ypedletol, ivol GUUTTOUATIKN.

5. OAPMAKOAOI'IKEX IAIOTHTEX
5.1 @appokodVVopIKES WOLOTNTES

Doppokobepamentikn katnyopio: Oappoka yio, S1oTapoyEs GYXETIKEG UE To 0&Ea, OVAGTOAELS TNG
avtAog Tpotoviov, kodikog ATC: A02BCO1

Mnyavioudg dpdong

H openpaldin, éva pakepikd piypo dVo eVOVIIOUEPOV, LEUDVEL TN YOOTPIKY| £KKPLoT 0&££0¢ LECH EVOC
UNYovio ol dpacng vyning exiektikdtrag. Eival évag e101K0g avacstoréng Tng aviiiog mpoToviny
TOV TOYMUOTIKOD KVTTAPOV. Apa TAYXEMS Kl TPOCPEPEL EAEYYO LECH AVTIGTPENTNG AVAGTOANG TNG
YOOTPIKNG £KKpLong 0&€0g, 1e pio povo d6em TV nUépa.

H opempaloin sivar pio acOevig fAoT OV GUYKEVIPAOVETOL KOl LETATPETETOL GTI OPUCTIKT LOPPT|
Uéca 010 1YVPA GEWVO TEPIPAAAOV TV EVOOKVTTAPIKMY GCOANVIGK®V TOL TOLYWOUATIKOD KUTTUPOU,
omov avactéldel to éviopo HY KH-ATPdon, v avtiia dnAadn tpotoviov. Avt 1 enidpacn oto
TEAIKO GTAS10 TNG O1001KAGI0G OYNUATIGHOD TOV YOOTPIKOV 0EE0G Eival SOGOEEAPTMEVT KO TOPEYEL
AVOOTOAN VYNANG 0mddoong T60 oty Pacikn £kkpion 0&€og 060 Kot 6 oUTHV LETE ard diéyepon,
ave&aptnto and Tov mapdyovta S1€YEPOTG.

Dopurokoduvapkég ETOPACELS
'O)eg o1 PapraKOOVVOUIKEG EMOPACEIC TOV TAPOUTNPOVVTAL UITopovV vo e€nynbodv arnd ™ dpdon g
opempaloAng otnVv ékkpion o&éoc.

Ernidpaon oty yaotpixn éxxpion oléoc

H and tov otépaToC 1op1ynon openpaloing pio eopd nuepnoing mapéyetl Toyelo Kol amoTEAEGLLOTIKNY
QVOOTOAN TNG YOOTPIKN EKKPLong 0&£0¢ TOGO KATA TN JLAPKELD TG NUEPAS OGO KoL TNG VOXTOC UE TO
péyioTo NG dpdiong tng va emttuyydvetar péca o€ 4 puépeg Oepaneiog. Xe aobeveic pe
dmdekadaKTVAKO €AKoc, e opempaloin 20 mg n péon erdTtoon g 24mpng EVOOYUOTTPIKNG
o&vtrag dratnpeital akoAovBwg 6to 80% TOLAGYIGTOV, e HECT] EAATTMGN TNG LEYLIOTNG EKKPLONG
0&éog uetd amod diéyepon Ue meviayaotpivn nepinov oto 70%, 24 dpeg uetd ™ AW TNg 060G,

H om6 tov otopatog yopnynon ouenpaloing 20 mg swatnpei éva evdoyaotpikd pH>3 yia éva péco
¥pOvo 17 opdv katd T o1dpKela Tov 24dpov oe acOeveic [Le dDOEKASUAKTUAIKO EAKOC.

Q¢ amoTEAEG O TG LEIMUEVNC EKKPIOTG 0EE0G KO EVOOYAGTPIKNG 0EVTNTOC, 1) OUETPALOAT
UELDVEL OUAAOTOLEL e d0G0EEAPTDUEVO TPOTO TNV £KDEGT TOV 01G0PAYOL 6TO YaoTPIKd 0&D G
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a0OEVEIC LE YOOTPOOICOPAYIKT] TAAVOPOLLKT VOCO.

H avactoAn tng ékkpiong tov o&€og oyetiletar pe to euPfadd KAT® Omd TNV KOUTOAT TG
GLYKEVTPMOGNG 6TO TAAGHO ©G TTPpog TO Ypovo (AUC) g opempalOANg Kot Ol LE TNV TPOYLLOTIKY
GLYKEVTPMOT| 610 TAAGLO GE SESOUEVO YPOVO.

Agv &yel mapotnpnBei Toyvevra&io kotd ™ ddpkelo Oepameiog pe opempaloin.

Eridpaon oro Elikofaxtnpidio tov IHviwpov

To ElkoBaxtnpidto tov [Tudwpov oyetileton pe Ta TERTIKG EAKT), GUUTEPTAAUPAVOUEV®Y TOV
d®AEKASAKTVAIKOD KOl YOoTPKoL EAkovg. To Elwkofarctnpidto tov [Tvdmpov gival o kdprog
mapdyovtag avantuéng yoorpitdac. To EAtkoBaktnpidio tov ITuiwpot pali pe 1o yaotpukd o&d etvan
o1 Kuptlot Tapdyovies avamtuéng entikoy Elkovs. To Eluofaktnpidio tov [Tudmpoo givar o kdprog
TOPAYOVTAG AVATTUENG OTPOPIKNG YOoTpiTdng 1) omoio oyetiletal pe avénuévo Kivouvo avamtuéng
YOGTPLKOV KOPKIVMDUOTOG,

H expifmon tov EAikoPaxtnpidiov tov [Tvdmpol pe openpaldin kot avtiProtikd oyetileton pe vynid
TOGOGTH EMOVAMONC KOl LOKPOYPOVID DPEGT TNG VOGOV TMV TEMTIKMOV EAKDV.

Authég Bepameieg éxovv peretnOel kon Bpebdel 0Tt lvar AydTEPO AMOTEAEGUATIKES OO TG TPUTAEG
Oepaneiec. Oa pmopovcoay, ®GTOC0, Va, ANPOoDY VITOYN GE TEPITTOOELS OOV YVOGTES
vrePEVAIGHNGiEC ATOKAEIOVY TN YPNOT) OTTOIOVOINTOTE TPUTAOD GUVOLOCHUOV.

Allec emdpaoerc wov oyetilovial ue Ty ovaotor] EKKPIOoNS TO YaoTpikod 0&£0g

Katd ™ ddpketo g paxponpobeoung Oepameiog £xel avapephei 1 ELEAVIOT YOTTPIKDOV OOEVIKOV
KUGTOV UE KATOL0, avENEVT cuyvotnTa. Ot aAlayEg auTég eival Eva QUGIOAOYIKO eTakOA0VO0 TNg
£VTOVTG AVOOTOANG TNG EKKplong 0&€og, eival kadlon0e1g kKot paivetatl Oti eival avooTPEYIES.

H pe omoodfmote 1pOTO HEI®OTN TNG YUGTPIKNG 0EVTNTOG, CUUTEPIAULUPOVOLEVIG TNG YXOPNYNONG
AVOGTOAE®V TNG avVTAlaG TpToviny, avdvel Tov apliud Tmv YooTpik®v Paktmpidioy Tov
(PVGIOAOYIKA VIAPYOLY GTO YOOTPEVTEPIKO cwinva. H Bepaneio pe pdppoka mov peidvoovy v
£€KKpion 0&€og umopel vo 0dnyNoeL o€ ELAPPAS LENUEVO KivOLVO EPPAVIONG YOOTPEVTEPIKMOV
rouoéewv .y, omd Salmonella ka1t Campylobacter kot oe voonievouevoug acbeveic mbavag emiong
an6 Clostridium difficile.

Koatd ™ dudpreta g Oepameiog Le avTi-eKKPITIKE QOPLOKEVTIKH TPOTOVTO. TO, ETTENA TNG YOOTPIVIG
6TOV 0p0 QLEAVOVTOL MG OTAVTNOT 6T UELMWEVT EKKPloT YaoTpikol o&éog. Eniong n CgA av&avetat
AOY® NG peElmpévng yootpikng o&vtntag. To avénuévo erninedo ypopoypavivng A (CgA) umopei vo
eMNPEAOEL TIG EEETACELG Y10 VEVPOEVOOKPIVIKOVG OYKOVG. ATO Ta Stobécipa ONHoGIeEvpéVa GToLyEl
TPOKVTTEL OTL 1] YPTON AVACTOAE®V OVTALOG TpmTOViVY O Tpémel va dlokdTTETOL 5 NUEPES £MG Kal 2
gBdoudoeg mpv omd Tig petpnoelg g CgA. Zkomdg g d1aKomng eival vo, dtevkoAvviel 1 emdvodog
TUYOV YeLdMG avénpéEvey Tin®VY g CA petd ) Bepamneia pe PPl evioc tov ebpoug tov Tipmv
avapopag.

AvEnon otov apBud tov ECL-kuttdpov mov mbovd oyetiletan pe v avénon tov emmédov g
yooTpivng otov opo €xel mapatnpnbei oe pepkovg acbeveig (modid kot eVAAKES), KOTA TN StdpKeLo
pakpoypoviag Bepomeiog pe opempaldin. Oswpeitar OTL To EVPNUATO OV £XOVV KAVIKT| GT|UAGTOL.

Hodratpikdg minbuopog

e pio pun-eheyyouevn pekét oe moudild (nAkiog 1 €mg 16 etodv) pe cofopn owcopayitida amod
TaAvdpounon, 1 ouenpaloin o dooeig omod 0,7 éwg 1,4 mg/kg Beitiooe to fabud g orcopayitidog
610 90% TV TEPIMTOCEMY Kot LEIMCE GNUAVTIKA TO CUUTTMOUOTO TNG TAAVIPOUNONG. X pio Lovd-
TUQAN HEAETN, o€ Toudtd NAtkiog 0-24 unvav pe KAVIKA 1y VOGO UEVT YOG TPOOIGOPAYIKT
TaAvdpounon yopnynnkav 0,5, 0,1 9 1,5 mg openpalding/kg. H cvuyvotta tov encicodimv
EUETOV/TOAVIPOUNONG LetdONKav katd 50% petd and 8 efdopddeg Bepanciag, aveEaptnta amod ™
doon.

Expilwon tov Elixofaxtnpidiov tov ITvAwpod ord moidid
Mia tuyatomotpuévn, SumAd ToeAn kKAvikn pekétn (pedétn Héliot) anédeiée 6t n openpaldin oe
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ouvdvacud pe 000 avtiProtikd (apoEIKLAATVY Kot KAaptBpopvkivn), Ty ac@oAng Kot
amotelecpatikn otn Oepaneio Aoyméewv amd to EAkoBaktpidio tov [Muiwpod 6 modid nAtkiog
amo 4 etdv Kot dve pe yootpitda: mosootd ekpilmong tov EAucofaktnpdiov Tov [Tuawpov: 74,2%
(23/31 acBeveic) pe opempaloin + apo&ucvirivn + kKhapiBpopvkivn évavtt 9,4% (3/32) pe
apo&kvAAIvY + KhapBpopkivny. Q6T660, 08V TOPOVGLAGTIKAY GTOLYEIN KAVIKOV 0QELOVE
AVOPOPIKA UE TOL CUUTTMWOTO dVGTEYING. AVt 1 HeEAETN dev vrmootnpilel Kapio TAnpoeopia yio
o1l nAkiog pkpotepng and 4 €TdOV.
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Amoppognon

H openpaldin kot o petd payvnoiov diag g openpaloing elvar oEvogvaiodntes ovoieg Kot g ex
TOVTOL YOPTYOLVTOL OTO TOL GTOUATOG (OC EVIEPOJHAVTA KOKKio o€ Kayakia 1 diokio. H
amoppdeNnon ™G openpaloing eivar tayeia, pe to HEYIoTA EMIMESN GTO TAGGLO VO, TAPOTNPOVVTOL
KaTd Tpocyylon oe 1-2 dpeg petd ™ Aqyn g 66ong. H amoppdenon g openpalding AapPavet
YDPO 6TO AENTO £VTEPO KOl GLVHOWS olokAnpaveTal vioc 3-6 wpmv. H tavtdypovn Anymn tpoeng dev
€xel enidpaon ot Prodiabecipdmra. H cuompuatikn dtebeoiuotrto (Brodobeoiudtra) and epdmal
d0oon opempalding and Tov otopatog etvar tepimov 40%. Metd and eravaiapfavopevn yopnynon
o eopd nuepnoing, n Prodabecipdoa avdvetor og nepimov 60%.

Koazavoun
O @ovouevog 6ykog katavoung og vy dropa givar tepimov 0,3 1/kg Bapovg cdpatog. H
ouenpaloin givar katd 97% cuvdedeplévn o€ TPOTEIVES TOL TAGGLATOC.

Blopgtooynuatiopog

H ouenpaloin petaforiletor mAnpog amd o eviupkd cdotnua Tov kutoypoduotog P450 (CYP). To
KUPLOTEPO TN TOV UETAPBOAIGHOV TNG e&apTdTol amd TNV TOAVUOPPIKA EKQPALOUEVT E1O1KN
oopopen CYP2C19, nov givar vredBuvn yia 10 SYNUOTIGHO TNG VOPOELOUETPALOANG, TOV KOPLO
petaforitn oto mAdopa. To evamopeivay tunpa eSaptdror amd pio dAAN g0k wopopen, CYP3A4,
VIEVOVVN Y10 TO CYNUOTIGUO TNG COVAPOVIKNG OUETPALOANG. ¢ OMOTEAEGLO, TNG VYNANG GLYYEVELOG
g opempaloing pe o CYP2C19, vrapyet n mbovotnta cuvaymvIGTIKNG OVOGTOANG KOt LETAPOAKNG
aAAnAenidopaong pe Ao vrootpodpata tov CYP2C19. Qo1600, AOY® TNG LIKPNG CLYYEVELNG LIE TO
CYP3A4, n ouerpaldin dev €xel Tn SuvatOTNTO VO OVAGTEIAEL TO UETABOAMOUO GAA®DY VTOGTPOUATMV
tov CYP3A4. Emimhéov, | opempaloAn dev drabétel avaotoltikn dpaon enl tov kopiwv CYP
evlduov.

[epinov to 3% tov Kavkdaciov minbvcuov kot to 15-20% tov Actatikod TAnbucuod &xovv EAhenym
Tov Aettovpykov gvivpov CYP2C19 kot kodobvton dTopa [e TepLopiopévo petafoliopd. Xe térola
dropa o petoPoropog e openpaloing mbavdv va katorvetar kuping amd to CYP3A4. Metd and
gmovolouPavouevn yopriynomn 20 mg openpaloing pio popd nuepnoing, to péco AUC ftav 5 pe 10
QOPEC VYNADTEPO OE ATOUN LIE TTEPLOPICUEVO LETAROMOUO GE GYECT] LLE TAL ATOUO TTOV EYOVV
Aertovpyko CYP2C19 évluuo (dropa pe ektetapévo petoforopd). H péon péyiom cuykévipoon
070 TAAG O Tay emiong vynAOTEPT, Katd 3 pe S eopéc. Ta evpruota oVTE dEV EYOVV EMMTMOGCELS
otV docoroyia tng opempaloing.

AmofoAn

O ypovog NUILNG TG ATOUAKPVVETG TNG OUETPALOANG amd To TAGoua gival cuvnOmg pikpdTEPOC 0Td
pia dpa 1660 pPeTd amd epdma 660 Kol LeTd amd emovalapfovopevn pio eopd nuepncimg amd Tov
otopaTog yoprynon. H openpaloin amopokpovetol TANp®G and 10 TAAGHO LETAED TV SOCEMV YMPIG
TéoN Y10 GLECOPEVON KATAE TN SIAPKELNG YOPAYNONS LU0, opd nuepncing. Xyedov o 80% g amd
TOL OTOUOTOG 0OONG TG OUETPALOANG QTOBAAAETOL VIO TN LOPET| LETAPOALTAOV LE TO, OVPA KOl TO
VTOLOLTO AVEVPICKETOL GTO KOTPOVO, OTEKKPIVOLEVO TPMTIOTMG LLE TN YOAN.

CpappkdnTo/pun ypopuukotnTo,
To AUC ¢ ouempalding av&avetor e v emavarapfovouevn yopnynon. Avt n avénon eivot
3000eEAPTMOUEVT KOl EYEL OG AMOTEALEGHO pia un-ypoppikn oxéon 66onc-AUC petd and
enovolapufavouevn yoprynon. H ypovo- kot doco-e£dptnon opeiletat otn peimon Tov petafoAspon
TPAOTNG S1000V KOl TG CLGTNUATIKNG KABapoNg Tov TOAVOV TPOKAAEITAL GO TNV AVAGTOAN TOV
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gvlouov CYP2C19 and v opempaloin ko toug petaforiteg g (mw.y. T GOLAQPOVIKY)).
Agv &yel Bpebel petaforitng mov vo £xel emidpacTt TNV £KKPLON TOL YAGTPIKOD 0EEOC.

Ewdwoi mAnbvopoi

Hrazikn dvolertovpyio

O petaforiopdg g openpaloing oe acbeveic pe nratikn dvciettovpyia eivor eEacBevnuévog,
&yovtag g amotélecpa avénpévo AUC. Agv éyxetl amodetyOel va €xet 1 opempaloin omoladmote Taon
YL GLGCAPEVCT| OTAY YOpMYELTAL Hid POPA NUEPNGIWG,.

Negpikn dvolertovpyio
O1 OPUOKOKIVITIKEG TNG OUETPOLOANG, COUTEPIAAUPOVOUEVIC TNG GVOTNUATIKNG PlrodiafesiuoTnTog
K0l TOV TOGOGTOV ATOUAKPVVOTG, £ivol aUeTAPANTEG o8 aoBeveic e LElPEVN VEPPIKT Agttovpyia.

Hlikiouévor
To 1060016 peTaforopol g openpaloing elvar kdmwg pelwpévo oe nNAkiopéva dropa (MAuiog
75-79 et0v).

Houdrorpixog winBvouog

Katd ™ ddpketa Bepomeiog e TIg GUVICTOUEVEG 0OGELG o€ TadLd nAkiag amd 1 €Tovg, ot
GUYKEVIPMGELS GTO TAAGLLO TOL AapPAvovTaL Vol TOPOUOLES E OVTEG TMV EVNATK®V. Xg ToudLd
pikpodTepa and 6 pnvav, 1 Kabapor g openpaloAng sivor yoaunin Adym tng pkpng tkavotntog
HETAPOAMG OV TNG OUETPALOANG.

53 TIIpoxivikd dgdopéva Yo TNV 06QAIAELD,

INaotpikn ECL-kutTapikn vaepmiacio Kol KOPKIVOELDY, £xovv Topatnpnoel o oo Piov peléteg o
apOLPALIOVG GTOVG 0TTOI0VG YopnyeiTar opempaloin. AvTtég ol petafoiég ival amoTéLesa TNG
TOPOTETAUEVTG VITEPYAGTPIVULUING (¢ ETOKOAOVOO TNC avaGTOANG EkKkplomg Tov o&oc. [apouota
gupnuata Exovv vapéel petd amod Oepameia pe avtayoviotég Twv Ho-umodoyéwv, avacsToreic g
aVTAMOG TPMTOVIMV Ko HETA amd PEPIKT EKTOUN TOL BOAOL Tov cTopdYoVL. 'ETot, avtég ot petaforég
dev 0eilovTol 6TV GuecT] SPAoT KATOL0G GUYKEKPLUEVNG SPUGTIKNG OVGING.

6. OAPMAKEYTIKEX TIAHPO®OPIEX

6.1 Kardhroyog ekdoywv

Ilepreyduevo:

YrpoueArdln 6CPS, 6&1vo pmc@opiko vaTplo S1idpikd, AaovpLAODELKO VATPLO, YOUNANG
vrokatdotacng voposvnporvrokvttapivy (L-HPC LH11), ceaipidia cakyapdlng (710 micron),
opapidio cakyapong (850 micron), d1o0&eidio Tov tiraviov Cl 77891 (E171), avOpakikd poyviolo
(ehappD), TéAkNG Kabapiopévog, cupmodvuepic uedakpuitkod 0Eog — akpviikod avieotépa (1:1)
(EUDRAGIT L-100-55), molvcopPikd 80, paxpoydoin 6000/molvabvievoyivkoin 6000, cooipidio
vdpo&ediov Tov vatpiov, kabapod VowP.

Kélvpog koyakiov:
Mrhe tpo@inmv (Patent Blue V E 131), kitpwvo g kivoAivng (E104), d10&eidio tov trtaviov (E171),
Kitpwvo ogidio Tov odmpov (E172), (ehativn.

6.2 Aocvpparotreg
Agv gpapuodletar.
6.3 Awgpkero {ong

2 xpovia.
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6.4 Iowitepeg mpo@urdcers katda v OLaEN TOL TPOIOVTOG
duvrdooete og Beppokpacio ukpotepn tov 25°C.

6.5 @Yo K GLOTUTIKA TOV TEPLEKTN

20 mg: ®OraAidio mov wepiéyetl 14 1 28 ornpd yaotpoavOeKTIKA Koy dKia.

20 mg: Kovti mov mepiéyet 14 1 28 oxinpd yaotpoavOektikd koydkio og blisters.

Mmropei va, unv Kokho@opohv OAEG Ol GUCKEVLOGIEG.

6.6 Idwitepes mpo@urdiers amdppryns ko drrog yeipiopodg
Kd&Be aypnoiponointo goprokenTiko tpoiov 1 VTOAEUUN TPETEL VO, ATOPPITTETOL COUPOVA, LIE TIG KOTA
TOTOVG 1GYVOVGESG GYETIKEG OLOTAEELG.

7. KATOXOX THX AAEIAY KYKAO®OPIAX
BENNETT ®APMAKEYTIKH A.E.

16° yAn. Adnvov-Aapiog,

145 64 Knoiowd, EALGSa

TnA.: 210 6254630

Fax: 210 6202305

E-mail: bennett@bennett.gr

8. APIOMOZXZ(OI) AAEIAY. KYKAO®OPIAX

50040/16/14-12-2017
9. HMEPOMHNIA ITPQTHXE EI'KPIZHX/ANANEQXHX THX AAEIAX
Hpepounvia npdtng éykprong: 13-03-2008

Huepounvia tekevtaiog avavémong: 28-04-2014

10.. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

03/2022
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