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1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

PANTOZOL Control 20 mg yaotpoovOekTiKd diokia

2. MHNOIOTIKH KAI MOXOTIKH XYNGEXH
Ka0e yaotpoavOektikd diokio mepiéyel 20 mg mavtonpaloing (0¢ voTplovyo ceGKILOPIKN).

IMa tov TAfpn KaTdroyo TV ekddywv, PA. Tapdypoeo 6.1.

3. OAPMAKOTEXNIKH MOP®H

TlNaotpoaviektikd diokio.

Kitpwva, ehMhenyoetdn], apeikvpta, ETKOAVUIEVO e AETTO DUEVIO d1oKia, TOL OTN [io EMPAVELL TOVG
@EPOLV TO aTOTUTTOWO «P20» pe peddvi ypdUATOG KOPE.

4. KAINIKEX TIAHPO®OPIEX

4.1 OgpamevTikég evoeitelg

To PANTOZOL Control gvdeikvotat yio Bpayvypovia. OVTILETOTICT CUUTTOUATOV TUAVIPOUNCNS
(m.y. ueOMuaTog Kowsov, avaymyng 0EE0g) 6e EVIIMKEG,.

4.2 Aocoioyio Kol TPOTOG LOPNYNONS

Aocoloyia

H ovviotdpevn d6on eivar 20 mg mavtompaloing (€va diokio) Tnv nuépa.

Mmropei va givor amapoitnm n Aqyn Tov diokiov yia 2-3 cuveyeic nuépeg yia va emrevydel feltioon
TV cvunteOpatov. Otav £yetl emtevyBel TANPNEC avakoVELoT od To GLUTTMOTA, 1 Oepaneio TpEmel
va StoKomet.

H Oepancia dev mpénet va vepPaiver Tig 4 efdouddeg ympic T cupfovin yiotpoo.

Edwv dev vdpéel avakovueion and o cupntodpata evtog 2 fdopddmv cuveyots Oepaneiog, Tpémet va
yivelr cboTaon atov achevi va cupPovievtel yiatpo.

Edwoi mAnbvopuol

Agev amonteiton Tpocoppoyn 600mg o€ NAMKLoUEVOLG acbeveic 1) o€ aoBeveis e dlatapayévn veQpikn
1N NTOTIKN Agttovpyia.

Taidrazpiros minBoouog

To PANTOZOL Control dev cuvietdtot yio xpnon o€ mwondid kot eprfovg nAtkiog katw tov 18 etmv
AOY® OVETOPKAOV GTOXEI®V Y10 TV OCPAIAELN KOl OMOTEAEGUOTIKOTITOL.

Tpomog yopnynong

Ta yaotpoaviektikd diokic PANTOZOL Control 20 mg dev mpémet va pacovion 1 ve cuvOAiBovtot
KoL TPEMEL VA, KOTOTIVOVTOL OAOKAN PO Lol e vYPO TPV OO YEV L.



4.3 Avtevosielg

YrepevoioOnoio 61N dpacTikn ovsia 1| 6 KATolo amd To £KO0YA TOV AVUPEPOVTOL GTNV
Topaypoo 6.1.

Agv cuvioTdtal 1 GLYYOPNYNoN TNG TavTOTPAlOANG Le avaoToAelg TE TpmTedons Tov HIV twv
omoiwv 1 amoppoenon e&aptdtal amd to 6o evdoyactpikd pH, 6mmg 1 atalavafipn kot
vehpwafipn, A0ym TG onuovTikig peimong otn frodabeciudtntd toug (BA. mapdypago 4.5).

4.4 E101kég TPoEIdOTOMGELS KOL TPOPVAAEES KATA TN Yp1jon

[Ipénel va yivel cvoTaoN 6T0VG 0I60EVELS Vo GLUPOVAELTOVY YLOTPO EGV:

. "Exovv axovoia amdAeia fdpove, avario, apoppoyic, TOV YOUGTPEVIEPIKOD COANVA, SVGPAYi,
eMipoOvo EUETO 1| EUETO PE aipa, EMEWON 1 TavTompalOAn UTOPEl VoL AvVOKOLPIGEL O TaL

CUUTMOUOTO Kot VO, KaBuotepnoet T S1dyvwoT 6oPapng KOTAGTAGTC. L€ OAVTEC TIC TEPIMTMOGCELS,
N KokonOglo TPENEL va, omoKAEiETaL.

o Eiyav mponyoduevo yaotpikd Elkog M eiyov voPAnbei o yeipovpyikn enéuPacn tov
YOO TPEVTEPIKOV.

o Eivar vtd cvveyn copntopotikn Oepaneia tng dvoneyiog 1 Tov aicOfoTog Kavcov yuo 4 1
TEPLocOTEPES EPOOLADEC.

o "Eyovv iktepo, nratikn duciettovpyia 1 nratonddeia.

o "Exovv onowndnmote dAAN coPaprn vOco Tov exnpedlel T YEVIKN KAAT KOTAGTAGCT).

o Eivar nhkiog dvo tov 55 etdv pe véa 1 Tpoc@atmg petaffAnfévta cupumtdpota.

AocBeveig pe paxpoypdvio LTOTPOTIALOVTO CLUTTMONOTO SVGTEYING 1 AGHNUATOG KOOV TPEMEL VoL
EMOKEMTOVTAL TOV YLOTPO TOVG GE TAKTIKA ¥povika dtacthpata. [dwaitepa, acbevelg dvo twv 55 etdv
7oV 6€ Kanuepwn Pacn AapBivovy 0To100MTOTE (1] GLVTOYOYPUPOVUEVO QAPLOKO Y10 SuoTEYia N
aicOnpo Kodoov TPENEL Vo, EVILEPDOVOLY TOV QAP UAKOTOL) 1) TOV Y1TPO TOVG.

Ot acBeveic dev mpémet va Aapfdvouy Tautdypove GAAOV 0vVAGTOAEN AVTALOG TP®MTOVI®MVY 1)
H; - avtayoviot.

Ot aoBeveic Tpénetl va cupfovAehoval Tov YLTpo TOLE TPV TN ANYN ALTOV TOL PAPUOKEVTIKOD
TPOIOVTOC £dv TPOKELTAL VO VTOPANBOVV GE EvOOoKOTN G 1] SOKILAGIO OvOITVONg e ovpia.

Ot acBeveic Tpémel va evnuep@®VOVTOL OTL T, d10Ki0 eV TPoopilovTal va TapEyovv dpeon
OVOKOVQLON.

Ot acBeveic pmopei va apyicovv va atehdvovtal avaKoLeloT| 0o T0 CUUTTOUATO LETA TEPITOL pia
nuépa Bepameiog pe mavrompaldin, aAld umopel va eivar arapaitnto vo Aapfdvovy thv
wavtorpaloAn yuo 7 nuépeg yo va emttevyfel mAnpng Eleyyog tov aodnuatog kaveov. Ot acbeveig
dev mpémet vo AapuPfavouy v tovtompaloAn O¢ TPOANTTIKO PAPUAKO.

Toaotpeviepikéc Aowwméelc Tpokarovueves omd PakTnpo

Meiopévn yaoTpikn o&0TNTA, OPEIAOLEVT] GE OTOLOONTOTE LEGT - GUUTEPIAAUPAVOUEVOVY TOV
OVAGTOAE®V AVTALNG TPOTOVIOV - ALEAVEL TIC TYEG OTIC YOOTPIKEG LETPNOELG TOV Paktnpioy Tov
QLGLOAOYIKA BpioKovTal 6TO YOOTPEVTEPIKO cwANVa. H Bepaneio pe pappakevtiKd Tpoidvio mov
HELDVOLV TO 0ED 00N Yel 68 ELaPPDG ALENUEVO KIVOLVO YUOTPEVTEPIKDOV AOUMEE®Y, OTMOC AOUDEEDY
am6 Salmonella, Campylobacter | Clostridium difficile.

Bapiéc depuatikéc avembvuntec evépyeiec (SCARS)

e oVuGYETION UE TNV TavTOTTPalOAn Exovv avapepbel, e Un YvOGTH cuYXVOTNTA, POPLEC SEPUOTUKEG
avemBounteg evépyeleg (SCARS), cvumepthapfovoprévou moAdop@ov pLONLOTOG, GLVOPOLOV

Stevens-Johnson (SJS), to&ung emdeppuxng vekpoivong (TEN) kot poprakenTIKhG avTiopaong He
NoowoeiAio Kot cuotnuotikd cvurtopate (DRESS), ta onoia pmwopolv va givar ametintucd yio
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Con M Bavamnedpa (BA. Tapdypapo 4.8).

Ot aoBeveic Ba Tpémel va EVIUEPDVOVTOL GYETIKA LLE TOL CTIUELN KO TOL CULITTOOTO KOL VO
TOPUKOAOLOOVVTAL GTEVA Y10 SEPLOUTIKEG AVTIOPACELG.

Edv mopovcioctodv onpeio ] GUUTTOUOTE TOV DTOSEKVVOVY AVTEG TIC OVTIOPACELS, B0l TPEMEL Vo
drakomel apécmc 1 movtompalOAn Kal vo EETACTEL ol EVAALAKTIKN Bepameia.

Yro&ic depuotikdc epuinuatddnc Avkos (YAEA)

Ot amoxAelotég avtiiag Tpwtoviov oyetilovtal pe ToAd omdvia TEPIGTUTIKA VITOEE0C dEPUATIKOD
gpuOnuatddovg Avkov. Edv mapatnpnbovv PraPeg, 10img og TepLoyég Tov dEPUATOG TOV eKTIBEVTAL
GTOV NA10, CLVOOEVOLEVEG atd apBpadyia, 0 acBevig Tpémel va avalntioetl dueca wtpikn fordeia
KOl Ol ETOYYEALOTIEG TOL TOUEN TNG VYELNG TPETEL VO EEETAGOVY TO EVOEXOUEVO OLOKOTNG TNG
yopnynong tov PANTOZOL Control. H gugdviorn vro&éog deppatikov pudnpatd@dovg Abkov petd
amo TN XYOPNYNO™ EVOG AMOKAEIGTN aVTAiNG TPOTOVIDMV EVOEXETAL VO, AEAVEL TOV KIVOLVO VTTOEEDG
dePLLOTIKOD EPLONUOTMOOVE AVKOV UE HAAOVG OTOKAEIOTEG AVTALOGC TPMTOVI®V.

AMNAETIOpaOT LE EPYOOTNPLOKES EEETACELC

Ta avénuéva emineda ypopoypovivng A (CgA) evdéyetar va ennpedlovy T dlepeuvnon
VEVPOEVOOKPIVIK®V OYK®V. ['a va amopevyetat avth 1 aAAnienidpaon, n Oepaneio pe PANTOZOL
Control mpénet va, S10KOTTETAL Y10t TOVAGIGTOV S5 NUEPEG TPV amd Tig petpnoelg g CgA (BA.
TToapdypao 5.1). Edv ot tyuéc tng CgA ko g yaotpivig dev emavELBovY eviOg TOV E0POVG TOV TYLMDY
avaQOPAG LETE TNV OPYIKN HETPTON, Ol LETPNOELG TPEMEL VAL EMAVAANPOOOV 14 nuépec petd
SLOKOT TNG YPNONG OVOCTOAEN OVTALOG TPOTOVIMV.

O1 ok6A0v001 TpOGHeTol Kivouvol Bewpovvtal oyeTilOUEVOL UE TN LOKPOYPOVIO YPNON:

AvT06 TO POPUAKEVTIKO TPOTIOV TpoopileTal yio Ppayvypovia xprion (Ewg 4 efdopndadec) povo

(PA. mapdypago 4.2). Ot acBeveic mpémetl va mpoed0mTOIoVVTOL GYETIKE LLE TOVG TPOGHETOVS KIVOUVOUG
LE TN HOKPOYPOVIO XPOT] TOV QUPUOKEVLTIKMY TPOTOVTMOV KOl TPETEL VO STVETAL EUPOCT) OTIV OVAYKN
ouVTaYNG amd 1TPd Kot TOKTIKNG TAPOKOAOLONoNG.

Eridpaon otnv amoppopnon e Pirouivne Bo

H navtonpaldin, 0nme kot OAM To, GAPLLOKO TOV VOSTEALOVY TV TTopayyn 0EE0G, evOgyeTal Vo
HELDGEL TNV amoppoenon ™ Prrapiving B (kvavokofalapiving) Adym vroyAwpudpiog 1
aylopudpiog. Avtd mpémel vo AopPavetol vioyn o acbeveic pe pelwpéva omobépata otov
0pYOVIGUO 1) TAPAYOVTEG KIVOVLVOL Y10, LEIWUEVT 0moppoenon TS Prrapivng Biz og pokpoypdvia
Oepameio, 1 €dv TOPATNPOVVTOL AVTIOTOLYO KAIVIKA GUUTTOLOTOL.

Karoyuo twv ooty

Ot avaotoleig TC ovTAiog TPOTOVI®mV, EWOIKEA 0V YPNCLOTOI0VVTOL GE VYNAEG OOGELS KOL Y10, LEYAAM
yxPoViKd Stuotrpata (> 1 £tovg), evoéyetar va anéfoovv LETPLO TOV KIVOLVO Y10 KATAYLLO TOV 1o)i0V,
TOV KOPTOV KOt TNG OTOVOLAIKNG GTAANG, KLPIwG 6 NAMKI®UEVOLS 1| emtl VITdPEe® AAL®Y
OVOYVOPICUEVOV TOPUYOVT®MV KvoHvov. MeAETEC mapaTipnong VTOOEIKVDOLY OTL Ol AVOCTOAEIS TG
avTAlOG TPOTOVIDY PIopolv va owé&noovy Tov Guvolkd Kivovvo katdyuatog katd 10—40%. Mépog
TG TG AvENOTG EVOEXETAL VO 0QEideTAL GE AAAOVG TTapdyovTeg Kivdvvov. Ot acBeveig pe kivovvo
0GTEOTOPWOOTNG TTPETEL VOL EYOVV PPOVTION GOUPOVOL LUE TIG EXKPATOVCES KAVIKEG KaTtevBuvTpleg
YPOUUES Kot TPETEL VoL £Y0VV eMapKN TPOSANYN Prrapivng D kot acPectiov.

Yrouoyvnoioiuio

Bapid vropayvnouopio £xel avapepbel omdvia oe acbeveic mov vrofdiioviav oe Oepameia pe
avaotoAelg avtiiog Tpotoviwv (PPIs), 6mwg eivar n mtavtonpaloin, yio TOLAGYIGTOV TPELS UNVES, Kol
OTIC TEPICCOTEPES MEPUTTAOGELS Y10 VA £TOC. ZoPapEc EKONAMOCELS VITOUAYVNGLOLLING, OTOC KOTMOT),
TeETAViO, TOPOANPNLA, OTOCHOL, (AN Kot KOIAMOKY] appubpia, UTopody va ELEOVIGTOVV, 0AAY



evdéyeton va EeKviioovv DTIOLVA Kot va TapafAiepBovv. H vropayvnooipio propei vo odnynoet o
vracPeotiapio 17/kon vwokaitaipio (PA. Tapdypaeo 4.8). Ltovg meptocOTEPOVS EMNPEALOUEVOVG
acBeveic, N vropayvnoloio (Kot 1 cuoyeTICOHEVN HE TNV VITOROYVICloLuio vTacBeoTiotpio 1/Kot
VIoKoAlopia) BEATIOONKE HETA OO OTOKATAGTOCT) TOV LOYVGIOU Kol S10KOTTH TOV 0VOGTOAEN
avtiioc Tpotoviov (PPI).

INa acBeveig mov avapévetar vo vroPAndodv oe mapateTopuévn Bepaneio 1 Tov AapPAvVoVY OVUGTOAEIS
avtAiiag Tpmtoviov (PPIs) ue dtyo&ivn N 1e opUOKEVTIKA TPOIOVTO TTOV EVIEXETAL VO, TPOKAAEGOVY
vropoyvnotopia (7., SlovpnTIKG), ol emayyeApatieg vyeiag mpémel va eEeTGlovV T0 EVOEYOUEVO
LETPNONG TV EMITESMV payvnoiov mpv amd v évapén g Bepaneiog e avactoléa avtiiog
mpotoviov (PPI) kot meproducd kotd ) didpkela g Bepaneiog.

To PANTOZOL Control wepiéyel vazplo

To @dppako avtd mepiéyet AMydtepo and 1 mmol vatpiov (23 mg) avd diokio, sivar ovtd TOL
ovopalovpe «ehevBepo vaTpiovy.

4.5 Almiemopdocseig pe GAlo QUPUIKEVTIKAE TPOTOVTO Kol GAAES popPES arlindemiopaong

DapuoKeLTIKE TPOIOVTO LE QOPUOKOKIVITIKY aroppoenons e€optduevn omd to pH

To PANTOZOL Control pumopei vo LEIDOGEL TNV OmOppOPN o1 SPACTIKMOV OVGLOV TMV OTOIMV M)
Brodrabecipdmra eEaptdtar amd to yoorpikd pH (w.y. ketokovaloing).

Avaotoleic e tpwtedong tov HIV

AvtevdeikvuTton 1 GUYXOPYNOT TNG TOVTOTPALOANG LE OVAGTOAELG TG TpTedong Tov HIV tov
omoiwv 1 amoppoenon e&aptdtal amd To 6o evdoyactpikd pH, ommg 1 atalavafipn kot
verewaBipn, Adym g onUavTIKig peimong ot Prodiabecipdtntd tovg (BA. mapdypago 4.3).

Kovuopwikd avimnkrikd (eowrpokovuovn 1 fapoopivn)

TTapodro mov 6€ PEAETEC KAVIKNC QOPULOKOKIVITIKNG Ogv TTapatnpnonke kapio aAAnAenidopoon Kotd
SLIPKELD GLYYOPTYNONG LE PALVTPOKOVUOVN 1 Bapeapivn, Exovv avapepBOel Alya pepovopuéva
MEPLOTATIKG LETUPOADY TNG TUNS NG AeBvoig Oparomomuévng Zyéong (INR) katd ) didpkeia
TavTOYpOovVNG Bepamneiag, otnv mepiodo petd TNV KuKAoPopia Tov Papudrkov. ¢ ek ToHTOV, GE
aoBeveig mov voPdAlovtal og BEPUTEVTIKN AY®YT| LE KOVUAPIVIKA OVTITNKTIKA (TT.Y.
QUVTPOKOLHOVT 1} Bapeapivn), N Tapakolovdnon xpovov mpobpoupivng/INR cvvictdton petd tnv
évapén, MEn 1 katd tn S1dpKeLd 1N TOKTIKNG AyNME mavtompaloing.

MebBotpe&dn

Tavtdypovn xprion vyming do6omng pebotpeldtng (m.y. 300 mg) kot avacsToAéwV avTALNG TPOTOVIKDY
&xet avapepbel 611 av&avel ta enimeda g pebotpeldtg o Kamolovg acheveic. Zvvenme, o€ oynuaTo
OToL YpnoomToteitol VYNAN 06on pebotpeEdng, Yo TapdoElya 6E KapKivo Kol ywopiaor, uropel va
ypewcBel va eetacbel mpoowptviy StoKomn TS TAVTOTPULOANG.

Al\ec LeAETEC OAANAETIOPAGTC

H mavtornpaldin petaforiletor 6to mop pESm Tov evOLIIKOD GUGTHUATOG TOV KVTOXp®HoTog P450.
Meléteg ardnlienidopaong pe kKapPapalenivn, Kaesivn, dStalemdun, dtkAopevakn, dtyo&ivn, aBavorn,
YMPBEVKAQWION, LETOTPOAOAT|, VOTTPOEEVT], VIQPEDITIVY], POUVVTOTVY, TPOEIKAUT, BEOPLAAIVY Kal Eva
omtd TOV GTOUATOC OVTICLAANTITIKO OV TTEPLEYXEL AePOVOPYEGTPEAT KOl AlBIVOAOIGTPASIOAT dEV
KATESEIEAV KAIVIKMG ONUOVTIKEG AAANAETIOpAoELS. Q20TOC0, AAANAETIOPOOT) TG TOVTOTPALOANG LE
Aheg ovsieg mov petaforilovtar omd 1o 1610 eVOLHIKO GOGTNLA OEV UTOPEL VO ATOKAEICOEL.

Agv vp&Eav OAANAETIOPACELS e GLYYPOVMG XOPNYOLUEVA OVTIOELVAL.



AMNAETIOPACELC POPUAKOV-EPYUCTNPLUKDV dOKLULOV

"Eyovv vtap&et avapopég weudmg DETIKOV AmOTELEGUATOV GE UEPIKES DOKIUEG OVP®V OLOHAOYTG Yia
tetpaopokavvapivorn (THC) oe acBeveic mov Aapupavay mavtonpaloin. Oa mpénel va eEetaotel o
eVOAAOKTIKT PHEB0d0G¢ emPBePaimong yia T dtokpifmon BETIKOV ATOTEAEGLATOV.

4.6 T'ovipétnTo, KONON KAl Yorovyia

Kvnon

Agv vapyovv emopkn oTotyeio amd T ¥pnon TG TovTonpaloAng o€ eykvovg yuvaikes. Meléteg o
o katéder&av ToEIKOTNTA OTNV avamapay@ykn tkavotnto. [Ipokivikég pedéteg dev €de1&av
LEL®UEVT] YOVILOTNTO 1] TEPUTOYOVES EVEPYELES (PA. Tapdypapo 5.3). O evdeyxdpevog Kivouvog yio Tov
avBpomo sivar dyvootog. H moavtonpaloin dev mpémel va ¥pnGULOTOIEITOL KATA TN SLAPKELN TNG
EYKLHOCVVTG.

Oniocuog
H mavtonpaldin/otl petafolriteg g £xovv aviyvevtei oto avlpomivo ydia. H exidpacn g

TavtompaloAng ata veoyva/Ppéen eivan dyvoaotn. To PANTOZOL Control dev mpénet va
ypPNoLomoteitol Katd T SidpkeLa Tov OnAacuov.

Tovipdémra

Agv VIapYoVV OTOKELD LEIOUIEVIC YOVILOTNTOS TTOL VO KOAOVBOVV T Yop1ynon tavtonpuldAing oe
peAéteg og Lma (PA. mapdypapo 5.3).

4.7 Emopacels 6Ty IKavoTnTo 0017161S KUl YEIPLGUOV UMY OVI|LETOV

To PANTOZOL Control dgv éxet kopio 1 €l aonUavTn EXIOPACT GTNV IKAVOTNTA 0d1YNONG KoL
YEPLOUOD UnyYavnUaTmV.

Qo1660, avemBounteg evépyeleg OmmG COAN Kot OTTIKES dlaTapoyEg umopel va eppavictovy (BA.

mapdypoeo 4.8). Eav vrdpéet enidpaon, o1 acbeveig dev Tpémel va 0d1yodv 1 va xepilovron
LU0V LLOTOL.

4.8 AvemOOunteg evépyereg

2Hvown TOL TPOPIA ACOAAELOS

[Tepimov 10 5% TV 0000eVOY UTOPEL VO AVOUEVETAL VO ELPAVIGOVV OVETIOVUNTES EVEPYELEC.

Kotdroyoc avemBountmv evepysldv vd Lopen mivoko,

Ot akdrovBec avemBounteg evépyeleg Exovv avaeepet pe v movtompaloin.

2TOV TOPOKAT® TIVOKO, Ol AVETIBOUNTEC EVEPYELEG KATATAGGOVTOL GOUP®VA LE TV TaSvOunon Katd
MedDRA og mtpog ) cuyvotnta: moAd cuyveg (= 1/10), cuyvég (= 1/100 £mg < 1/10), o1

ovyvéc (= 1/1.000 émg < 1/100), omdvieg (> 1/10.000 émg < 1/1.000), oAb omdvieg (< 1/10.000), un
YVOOTEG (Oev pHmopohv va extiunBobdv pe Baon ta dabécipa dedopéva). Evtdg kabe katnyopiog
GLYVOTNTOG EUPAVIOTG, Ol aVETIBOUNTES EVEPYELEG TOPOLGLALoVTAL KATh PBivovca GEpd
cofopoTnNToC.



ITivaxog 1.

AvemBounteg evépyeleg e movtonpaloin o€ KAMVIKES OOKIUES Kot amd gumelpion Letd

TNV KVKAoQopio
Xoyvétnra | Xvyvég Oy ovyvég Xrdvieg oAb oméwvieg Mn yvootég
Kotyopig
opyéavov
GLOTNNUTOS
Awtapoyég Tov AKOKKIOKLTTOPOLLO ®poppomnevia,
OLLLLOTTOINTIKOV Agvkonevia,
KOl TOV AEUPLKOD TOVKLTTOPO-
GUGTAUOTOG mevia
Awtapayég Tov YrepevatoOnoio
OVOGOTOUTIKOV (cvumephoppoavopé-
GUGTALOTOG VOV TV
OVOQPUAOKTIK®OV
AVTIOPACEDV KOl
OVOPUAOKTIKNG
KaTomAn&iog)
Awtapoyég Tov Yrephmdopieg kot Ymovatplopiol,
HeTAPOMGHOV Kot avénoeig Mmdiov VTOUOYVI OO0~
g Opéymg (Tprylukepdiov, pio, vracPeotion-
YOANGTEPOATG), pioh,
petaforéc GOUOTIKOD vrokoAtopio
Bépovg
Yoylotpucég Awtopoyég Kotabhiwym (ko 6Aeg ot | ATompocava- YevdaicOnon,
SaTopoyég vmvov KOTOOTAGELS TOMGPOG (Kot G0yyLon
emdeivoong) Oleg ot (WVwitepa og
KOTOGTAGELS acBeveic e
emdeivoong) mpodiabeon,
Kafdg Kot
eMSelVOOT QVTOV
TV
CUUTTOUATOV GE
mepinToon
npotinapEne)
Awtapayég Tov Kepaiaryia, AwTapayég yevong HopaicOncio
VELPLKOD Cén
GUGTAUOTOG
OpOoipkég Awtapayég opaong /
SwaTopoyés Ooumn dpacn
Awtapayég Tov TToAdmodeg Awppota, Mikpookomikn
YOGTPEVIEPIKOD adevimv vavtia / £UeTog, KOATIO0
66Lov duaTaom g
(kohonferg) | xotiog ko
LETEMPIGUAG,
dvokotmoTa,
Enpootopia,
KOWMOKO GAyog
Kot duceopia
Awtapoyég Tov Hrotwd éviopa | XoAepuBpivn avEnuévn Hrotokvttapikn
NMOTOG KOl T®V avénuéva BAGpn,
KON POPOV (tpovoapuvaceg, iktepog,
v-GT) NTOTOKVTTOPIKY]
OLVETOPKELOL




XoyvotnTa | Xoyvég O ovyvég Xravieg oAb oméwvieg Mn yvootég

Kotnyopig

0pYyavov

GULOTIHNOTOS

Awtapoyég Tov E&avOnpa, Kvidwon, ayyetooidnpa Yovdpopo

S£PILOTOG KL TOV Kvnopdg Stevens-Johnson,

VTT0SOP1OL 16TOV ovvdpopo Lyell
(TEN),
(POPUOKEVTIKN

avtidpoon [
NOGWOPIAln Kot

GLOTNUOTIKA
GUUTTOUOTO
(DRESS),
TOADHLOPPO
gpubnua,
potogvotctnocia,
Vo&0G
SePHOTIKOC
gpuOnpLaT®OONG
AoKog (BA.
Topaypago 4.4)

Awtapoyég Tov Kdétoypa tov ApOBparyia,

LVOGKEAETIKOD KapmTov, TOV pooiyio

GUOTALATOG KO woyiov Ko g

TOV GUVOETIKOD GTOVOVLAMKTNG

1GTOV STNANG

Awtapayés tav Awgpeon

VEPPOV KOl TOV veppitda TV

0VPOPOPOV 00DV 0VPOPOHPWV
coinvapiov (ue
mBavr) eEEMEN og
VEQPIKN
OVETOPKELDL)

Awtapoyég Tov TuvakopaoTtio

OVATOPAYOYIKOD

GLGTIHHLOTOG KOl

TOV UAGTOV

Tlevikég E&acBévion, OepLoKPACio GOUATOG

SaTopoyEg Kot KOTOoN Kot avénuévn,

KOTOGTAGELS TNG aicOnua oidnua meppeptkod

0000 yopNYNong KOKOLYiog

(D YH vrasfeotioupio f/kot 1 vrokohoupio propel vo oxetilovial pe v epeavion vropoyvnotaipiog (Bi.
napaypaeo 4.4)

Avopopd THavorloyoOueveV aveTOOUNTOV EVEPYELDY

H avoapopd mBavoroyodpevmy avemiBountmy evepyeumv HeTd amd T Yop1yNnom Adelc KUKAOPOpiag
TOL QOPUAKEVTIKOV TPoidvTOog elvan onuavtikn. Emtpénet ) cvveyn mapakorlovdnomn e oyéong
0PEALOVC-KIVOHVOL TOV QOPLOKEVTIKOD TPOTOVTOG. ZNTEITOL OO TOVG EMAYYEALOTIEG TOL TOUED TNG
VYELOVOLUKNG TEPIBOAYNG VO, AVAPEPOLY OTTOLECINTOTE THAVOLOYOVEVES OVETIOOUNTEG EVEPYELES
LEG® TOV €0VIKOD GLOTHUATOS AVUPOPAS TOV avaypapetat 6To [apdptnua V.

4.9 Ynepooocolroyia

Adcelg £mg 240 mg yopnyovueves evooPAERimg yio 2 AETTG NTOV KOAG OVEKTEG.

Enredn n mavronpaloin mapovcidlel vynio Pabud mtpwteivikng cOvogoTg, Ogv gival DKol

SwAioun.

2V mepinTmon veEPS0coAoYing U KAVIKA onpeio ONANTNpiacng, EKTOG OO GUUTTMOUATIKN Kot



http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

VTOGTNPIKTIKY Oepameio, dev Lropovv va yivouv 101kég BepamevTikég GLGTACELS.

5. OAPMAKOAOTI'IKEX IAIOTHTEX
5.1 @oppokodvVoUIKES 1O10TNTES
Ddoppokobepamentikn katnyopio: Avaotoleic aviiiog tpotoviov, kmdtkoc ATC: A02BC02

Mnyoviopdg dpaong

H navtonpaldin sivon pio vrokateotnuévn Beviyuoaloin  omola avacsTEALEL TNV £KKPLON
VOPOYAMPIKOV 0EEOG GTO GTOUAYL E EOTKO OTTOKAEIGUO TV OVTAIDV TPOTOVIOV TOV TOLOUATIKOV
KLTTAPp®V.

H mavtonpaldin petatpénetal oty evepyd TG LOPPN, £V KUKATKO GOVAQOVALIdL0, 6To OEIVO
TEPPALLOV TV TOYYOUOTIKOV KLTTAP®V, 010V avactéAletl To Evivpuo H, K-ATPdon, dniadn to
TEMKO OTAS10 TOPAYMYNG LOPOYAMPLKOD 0EEOC GTO GTOUAYL.

H avactoAn givar docos&optopevn Kot emnpedlet Kot T factkn Ekkpion 0&E0g Kat TV £Kkpion 0&€og
HETE amd d1€yepon. LTOVG TEPLEGOTEPOVS 0GHEVELG, AmaALAYT| OO TOL CLUTTOMOTO AGHNUATOG
KaHGoL Kol TaAVOpOUNoNG 0EEog emtuyydvetol og 1 efdopdda. H mavtompaloin peidvel v
0&0TNTO TOL GTOUGYOVL Kol MG EK TOVTOL ALEAVEL T YOoTPivy, 08 avadoyio Le TN pelmon TG
o&vmrag. H avénon g yaotpivng eivar avaotpéyiun. Exeldn n tavionpaldin evovetot pe to
£vopUo HOKPAY TOV EMTESOV TOV VITOSOYEN, LUTOPEL VO AVOGTEIAEL TNV EKKPLOT] VEPOYA®PIKOD 0EE0G
aveEaptnto amod T 01€yepon omd GALEC ovoieg (akeTLAOYOAIVT, IoTOUiVY, YaoTpivn). H dpdon eivarn
010 av 1 dpaoTikn ovcia yopnyeitar omd To oTOHN 1 EVOOPAERimG.

Ot Tég yaotpivng og vnoteio av&avovtol vad v exidpacn ¢ TavtorpaloAne. X Bpayvypovia
YPNON, OTIC TEPIGCOTEPES MTEPIMTMOGELG OEV VIEPPAIVOVY TO AVATEPO PLGLOAOYIKO Op1o. Katd
dudpkela pokpoypdviog Bepaneiog, Ta enineda yuoTpivng SUTAacdlovTol OTIC TEPIGGOTEPECS
TEPMTOGELS. Q0T0G60, VIEPPOAIKT 0OENCT GVUPAIVEL LOVO GE HEUOVOUEVES TTEPITTMOGELC. £2C
amotédleoua, Tapatnpeitol pikpn £og uétpla avénomn tov aplfuod Tev edIK®V gvookpvikav (ECL)
KUTTAP®V GTO GTOUAYL, 0TI LEWOYN PO TOV TEPMTMOCEWDYV, KOTA T SApKELD LoKpoypoOviag Oepameiog
(o ém¢ adevouaTOONG VIEpTANCin). Q20T0G0, COUE®VA UE TIG LEAETEG OV EYovv dteaybel uéypt
ONUEPA, O GYNUATIOUOG KOPKIVOEODY TPOSPOUMY (ATLTN VIEPTAAGIN) 1 YOOTPIKAOV KOPKIVOELODV
onwg Ppébnkav og mepdpata oe {ma (PA. mapdypoeo 5.3) dev €xel mapatnpnbei oe avBpmmovg.

Kotd ™ Oepancio pe avTiekkprtikd QoproKeLTIKA TPoidvTa, 1 HEioT TnG EKKplong 0&EwmV TpoKaAel
avénon tev emmnédmv yootpivng otov opo. Opoimg, avéavovral ta eninedo CgA AOY® TG LELOUEVNS
yaotpikng o&vtnrag. Ta avénuéva emineda CgA evdéyeton va ennpedlovv T diepedvnon
VEVPOEVOOKPIVIKDY OYK®MV.

A6 T dtobéoipo SNUOGIELUEVE GTOLYEIN TTPOKVTTEL OTL 1] YPY|OT] AVAGTOAE®V OvVTAlaG TpmTOViey Oa
TPEMEL va, SlakomTETON S NUEPEG EmG KoL 2 gfdouddeg mpv amod Tic peTpnioelg e CgA. TKomdc ¢
dtokomng givat va d1eukoAvvOel 1 ETAVOS0C TVYOV YELOMG AVENUEVOV TIL®Y TG CZA peTd ™)
Oepaneia pe PPI evtdg tov 0povg TV TIHOV avapopac.

KAk ommoteAeouotikOTnTo. Kot 0o@AAEL

e avadopouikn avaivon 17 peretov og 5960 acbeveig e YOoTPOOIGOPAYIKT TOAVOPOUNOT 01 0TTOi0L
vrofAnOnKav oe povobepamneio pe 20 mg movtonpalOANG, To GUUTTOLOTO, TOL GYETICOVTOL LE
moAvopounon o&€og .y, aichnuo Kavoov Kot avaymyn 0&éoc a&toloyndnkay cOuemva e
tomomompévn pebodoroyia. O pekéteg mov emAéyniay Enpene va £xovv TOLAGYIGTOV [io
KOTOYPOQT] CUUTTMOUOTOS TAALVOPOUNONG 0E€0G 0TI 2 efdopddes. H didyvmon tng

YOG TPOOICOPAYIKNG TOAVOPOUNGNC OE OVTEG TIC LEAETEG POCIOTNKE O EVOOGKOTMIKN EKTIUNGT, LE



e€aipeon pia perétn oy omoia 1 £viaén acbevov BacioTnKe 6T CUUTTOUATOAOYIN LOVO.

e 0UTEG TIC LEAETEG, TO TOCOGTO 0OHEVAOVY TOL EUPAVIGE TANPT OvOKODPIoT Otd To aicOnua kavsov
petd and 7 nuépeg frav petasd 54,0% wat 80,6% oty opdda g mavtompaloAns. Metd amd 14 ko

28 nuépeg, TANPNS avakoveon amd to aichnua kavcov gppavicnke oto 62,9% Emg 88,6% kot 610

68,1% ¢m¢ 92,3% 10V acBevav, aviicToryd.

T v TApn avakoveion amd TV avayoyn 0EEoc, EAEOncaY amoTEAEGLOTO TOPOLOLN. LIE TO,
amoteAéopaTo, Yo To aicOnuo kabeov. Metd amd 7 nuépeg To TOG0GTO TOV AGEVMV TOL EUPAVICE
TANPN avaKoDELoN Ao TV avaywyn 0&€og ntav petadd 61,5% kot 84,4%, petd amd 14 nuépeg ftav
peta&n 67,7% kot 90,4% ko petd amd 28 nuépeg Nrav petald 75,2% ko 94,5%, avtictorya.

H mavtonpaldin amodeiybnke 0TL IEPEXEL TOL EIKOVIKOD QOPUAKOD KOL TOV VIAY®OVIGTOV TOV
H; - vmodoyéwv kot 611 dev eivar KatdtePN GAL®V avacToAémy avtiiog Tpotoviov. Ta Tocootd
OVOKODQLONG 0O TO, CLUTTOUATO TOAVIPOUNONG 0EE0G TOV € Peyddo Babud aveEdptnta ond 1o
OPYIKO GTASLO YAGTPOOIGOPUYIKNG TOAAVOPOUNGNG.

5.2 @oppokoKivnTIKES 1O10TTEG

H pappoxokivntikn dev dlopépet HETA amd epAanas 1 emavolapPavopevn yopnynot. 1o vpog
docemv 10 g 80 mg, n KivnTky TG TOVTOTPAULOANG GTO TAGGHO EVOL YPOLLLKT LETA KOL OO TOV
OTOUATOG KOl EVOOQAEPLA yopTyNo.

Amoppdonon

H navtonpaldin amoppo@dtor TANPOS Kol To WS LeTd amd Tov otdpaToc yoprynon. H amdivtn
Brodrabecipdra omd to diokio Ppédnke va givar mepimov 77%. Katd péco 6po, o€ mepinov

2,0-2,5 mpeg petd tn xopnyNon (tmax) EPAmas 060mc 20 mg amwd TOL GTOUATOG, EXTVYYAVOVTAL Ol
UEYLOTEG GLYKEVTPMOGELS 6TOV 0PO (Cmax) TTOL €ivan epimov 1-1,5 pg/ml kot avtég o1 TIHEC TapapEvovy
otabepég petd molhamAn yoprynon. H tavtdypovn Aqyn tpopng dev glyxe enidpacn ot
Brodiabeorpotnto (AUC 1| Crax), 0AAG adénoe T petoffANToTnTo ToU AavOAvoVTog XpOvou (tiag).

Kotavoun
O 6yxog katavoung givar tepinov 0,15 1/kg ko 1 ovvdeon pe T TpOTEIvES 0pov givar Tepinov 98%.

Bulougtooynuotiopnde

H navtonpaldin petaforileton 6yeddv amoKAEIGTIKG GTO NTTOP.

AmofoAn

H xa&Bapon sivar mepinov 0,1 I/dpa/kg kot o teAkog ypovog nulmng (tiz) eivon tepimov 1 dpa.
Yrqp&av Alyeg mepmT®OELG VIOKEIWEVOV e KaBLGTEPNUEVT] amOpdKpLUVeT. AdY® TNG EIOTKNG
GUVOEOTG TNG TOVTOTPALOANC LLE TIG AVTAMES TPOTOVIMY TOL TOLYMUATIKOD KUTTAPOL, O XPOVOG
NuloNng ™S amopakpuveng dev cuoyeTiletal e TV ToAD PeyaddTePT SLIPKELD OpAcNS (OVOGTOAN TG
€xkpiong 0&€og).

H veppin) anopdikpuven aviirpocsoredel Ty Kopio 060 anékkpiong (repimov 80%) yio Tovg
petaforitec g mavtompaloAng, evd 1o vrdromo amofdrietan pe ta kémpava. O Koplog petaforitng
Kol 6ToV 0pO Kol 6T 00pa givan 1 amopeBulwpévn mavtompaloin, 1 onoio culgvyvutal pe BelKo 1Ov.
O ypovog nuimng Tov kKupov petaforit (repinov 1,5 dpa) dev givar moAD peyoADTEPOG GO AVTOV
™G TavTomPalOANG.
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Edwoil mAnbvopuol

Neoppikn dvoleitovpyia

Agv cuviotatal peimon g 00omg 6tav 1) TovTompalOoAn yopnyeitol oe acOeveic [l TEPLOPIGUEV
vePpikni Aertovpyia (TeplopPavopévev Twv ac0evdy vTd SOMGN, TOV OTOUAKPUVEL LOVO OUEANTEEC
T060TNTEG TaVTOomPalOANg). Otmg Kot og vy vrokeipeva, 0 XPOVog NULONG TNG TOVTOTPALOANG
glvon Bpoyvs. Tlapoio mov o kKOPLog petaforitng Exet peyaAvtepo ypdvo nuiong (2-3 ®peg), N
omofoin e€axolovbel va eival Tayeia Kol £To1 dEV EMEPYETOL GLCODOPELOT).

Hrotikn dvolsitovpyia

Metd ) yoprynomn mavtompaloAng oe acbeveic pe nratikn dvcAettovpyia (katnyopieg A, B kot C
katd Child-Pugh), ot tipég tov ypovov nulong avéndniay kot kopdvinkay peta&d 3 kol 7 opmv Kot
ot Téc g AUC avénnkav katd éva cuvtedeati 3-6, evd 1 Cimax 00ENONKE LOVO ELAPPDOC KATA £V
ovvtekeot 1,3 o€ cvykpion He TN Cmax OE VY] VTOKEILEVAL.

Hlkiouévor

H ppn avénon e AUC kot TG Ciax 0€ NAKIOPEVOVS E0EAOVTEG GE CUYKPIOT LLE VEOTEPQ GTOUN OEV
NTOV KAVIK®OG GYETIKT.

5.3 IIpoxivika dogdopéva Yo TNV a6QIrELd

Ta un KAvikd dedopéva OgvV amoKaAVTTOVY 1010iTEPO Kivouvo Y10, Tov dvBpwmo e Baon Tig
SVUPUTIKEG LEAETEC PUPUAKOAOYIKNG OICQAAELOG, TOEIKOTNTOG ETUVAAUUPOVOUEVOV SOGEMV KoL
YOVOTOEIKOTITOG.

2116 O1eTElc LEAETEG KOPKIVOYEVESNC G apovpaiove, Bpédniay veupoevioKPIVIKA VEOTAGGILOTO.
Emnpocbétmg, oe pia perétn Ppébnkay mhokmon Onidpoto 6to Tpdchio HEPOG ToL GTOUAY OV
apovpaiov. O unyavicpog Tov odNnyel 6TO GYNUATICUO YOOTPIKOV KOPKIVOEWDMV 0O
VIOKATESTNEVEG Peviyudaloreg £xel epguvnbel TPOGEKTIKA KO EMITPETEL TO GLUTEPUCLO OTL EIVOL
OEVTEPOYEVNG AVTIOPAGT] OTN UEYOAT GVOdO0 TOV ETTEd®V YOOTPIVNG TOV 0pOL TOV EREAVIfETAL GTOV
apovpaio Kotd T didpkela ypoviag Bepomeiog pe vynin doon).

2116 dieTeic LEAETEG OE TPOKTIKA, ALENUEVOC aplOOC NTOTIKOV OYK®V TOpaTnPRONKE GE ApOoVPAIoVS
(névo og pio perétn pe apovpaiovg) Kot og Onivkd movtikia kot epunvedinke OTL 0PENITAV GTOV
VYNAO Pabuod petaforiopon g mavtonpalding oTo NIop.

Mikpn avénon TV VEOTAAGUATIKOV 0ALOIOGEMY TOV Bupeoeldovg mapatnpnnie oty opudda TV
apovpaionv mov eAdpupavay v vymAdtepn doon (200 mg/kg), o pia diet) pedét. H dmapén avtdv
TOV VEOTAUGUATOV GVCYETICETOL IE TIG LETAPOAEC TOV TPOKANON KOV amtd TV Tavtompaldin o
dudomacn ¢ Bupo&ivng oto Hap tov apovpaiov. Exedn 1 Oepamevtikn 666m atov dvOpwmo sival
YOUNAR, Oev avapévovtal avemBounteg evépyeleg oto Bupeogtdn adéva.

e oL TTEPL-UETAYEVVITIKT LEAETT) QVOTTOPAY®YNG GE aPOoVPaiovs, oxedGUEVT] Y1, TNV a&loAdyNon
NG 00 TIKNG AvATTLENS, oNLEld TOEIKOTNTAS Yo TOVS amoydvous (Bvnoiudtnra, yoapuniotepo LEGO
COUOTIKO BApog, younAoTepn LECT aENGT TOL COUATIKOV PAPOVS Kol HEWUEVN AVATTVEN TV
00TMV) Topatnpnonkoy oe exbécelg (Cmax) TEPiTOL dtMAGGIES TG avOpdTIVIG KAIVIKNG kBeonc. 'Ewmg
TO TEAOG TNG PAOMG OMOKATAGTACNG, Ol OCTIKEG TAPAUETPOL TALY TAPOUOIEG GE OAEG TIG OLLADES KOl TOL
COUOTIKG Bdpn ETEVaY EMIONG OTNV AVTICTPERTOTNTO UETE OO Ll TEPTIOOO ATOKAUTAGTACTC Y®PIG
oapuoko. H avénuévn Bvnootnta £xel avapepbet povo oe Bpéepn apovpaiov mpv tov
omoyohoktiond (MAkiog €oc 21 nuepdv), Tov EKTIUATOL OTL OVTIGTOLYXEL G€ Bpépn ¢ TV NAKia TV
2 gtdv. H cuvageto avtod Tou gupnpatog yio tov todatpikd TAnfucopo sivor acapng. Mia
TPOTYOVLEVT] TIEPL-LETAYEVVITIKT] LEAETT) GE APOVPOIOVS GE EAUPPDS YOUNAOTEPEG OOGEL eV EDE1EE
avemBounteg evépyeieg ota 3 mg/kg, o€ oOyKplon pe o xounAn 66om 5 mg/kg o€ autn T pHEAE.
"Epguveg dev £0e1&0v LEI@UEVT] YOVILOTNTA 1) TEPUTOYOVEG EVEPYELEG.

1"



AtepevviOnke 1 damepatdTNTO TOL TAAKOVVTH GTOV 0povpaio Kat fpédnke 6Tt avEdveTon G
TPOYWPMNUEVT KONOT. G AMOTEAEGLO, 1] CLYKEVTP®OT TNG TovTOTPaLOANG 6To EUPpvo avéavetol Alyo
TPLV TOV TOKETO.

6. GOAPMAKEYTIKEX TAHPO®OPIEX

6.1 Katdroyog ekdoymv

TTvprvag

Natpro avOpaxiko, dvudpo
Mavvitodn (E421)
Kpoomofidovn

IToB136vn K90

Aocféotio oteaTikd

Emkdivyn

YrpoueAroln

IToBdovn K25

Tiraviov d10&gido (E171)

Z1dnpov o&gidro kitpvo (E172)

IIpomvievoylvkoin (E1520)

Youmolvpepéc pebakpovikot o&éoc-aBuiestépa axpvAitkov (1:1)
Natpro Aaovporobeukd

[HoAvcopPiko 80

Tprobvieotépag Kitpukdg

MeAGvt TVTOYPOPIKO

Koéppea Adkiog

Z10mpov o&eidro epubpd (E172)

Zidnpov o&eidio pérav (E172)

Zidnpov o&eidio kitpivo (E172)

Appoviog S1aAv e, COUTVKVOUEVO

6.2 AocvupatétnTeg

Agv gpapudletar.

6.3 Awdpkera Long

3 xpovia

6.4 Idwitepeg TPoPLAGEEIS KATA TNV GOLAEN TOV TPOidVTOg
DdvAdccete GTNV OPYIKN CLGKEVAGIN Y10 VO TPOGTATEVETAL OO TNV VYPAGIOL.

6.5 ®@Von Kol GVOTUTIKA TOV TEPLEKTY)

Kvoyéheg alovpviov/olovpviov pe i ympic eEmtepikn evioyvon amd yopTtovL Tov TEPEYOLY 7 M
14 yaotpoavlextucd diokia.

Mmropei vo, unv KuKAOPOPOLY OAEG 0L GLGKEVAGIEC.
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6.6 Iowitepeg TPOPLAGEELS UmOPPLYNG

Kda0e aypnoiponointo eopuokevtiKd Tpoidy 1 VIOAEUO TPETEL VO, ATOPPITTETOUL COUPOVO LE TIG
KOTO TOTOVG 1GYVOVGEC GYETIKEG SLOTAEELG.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX

Takeda GmbH

Byk-Gulden-Str. 2

D-78467 Konstanz

Teppovia

medinfoEMEA @takeda.com

8. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/09/517/001-004
9. HMEPOMHNIA ITPQTHX EI'KPIZHX / ANANEQXHYX THX AAEIAX
Hpepounvia mpdtng €ykprong: 12 Iovviov 2009

Hpepounvia tedevtaiog avavémong: 21 OePpovapiov 2014

10. HMEPOMHNIA ANAOGEQPHXHX TOY KEIMENOY

Agntopepn TANpoPoplaKd ototyeio yia To Tpoidv givar dabécia oty 1wtocerida Tov Evpmraiko
Opyaviopuov @apudxmv http:/www.ema.europa.eu/.

13


http://www.ema.europa.eu/

ITAPAPTHMA 11

MAPAXKEYAXTHX(EZ) YHEY®YNOX(OI) I'IA THN
AIIOAEZMEYZH TON HAPTIAQN

OPOI'H ITEPIOPIXMOI XXETIKA ME TH ATIAGEXH KAI
TH XPHXH

AAAQOI OPOI KAI AITAITHXZEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H NIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHEZH TOY ®PAPMAKEYTIKOY
MPOIONTOX

14



A. HAPAXKEYAXTHX(EX) YIHLEYOYNOX(OI) I'TA THN AIIOAEEMEYXH TQN
IHAPTIAQN

Ovouo kot 61e06vven Tov TaPUCKELAOTH TOL £ival LITEVOVVOC Yo TV ATOOELGUEVCT) TOV TOPTIOWV

Takeda GmbH

Movéda mapaywyng Oranienburg
Lehnitzstral3e 70-98

D-16515 Oranienburg

Teppavia

B. OPOI'H IEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH

DoppokevTikd TPOIOV Yo TO 0TTOI0 OEV ATOLTEITOL LTPIKT GUVTOYT.

I AAAOI OPOI KAI AITAITHXZEIX THX AAEIAY. KYKAO®OPIAX

. Ex0¢cs1g meprodikng mapakorovdnong g acpdreras (PSURS)

Ot anoutioetg yuo tnv vroPoin twv PSURS ya to gv Adym gappokeutikd mpoidv opilovion
GTOV KOTAAOYO UE TIG Nuepounvieg avaeopag g Evoong (katdioyog EURD) mov mapatifston

otV apdypago 7, tov apBpov 107y, g odnyiag 2001/83/EK kot ka0 emakdlovbng
EMKALPOTOINONG OTMG OMUOGIEVETAL GTIV EVPMOTAIKT] SIKTVOKT] TOAT] Y10 TO, PAPLLOIKOL.

A.  OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHZIH TOY ®APMAKEYTIKOY ITPOIONTOX

. Yyé010 owayeiprong Kivovvov (XAK)

Agv gpapudleta.
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'IQN XPHXHX
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A. EINIXHMANXH
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTII'TA KYYEAH
EEQTEPIKO KOYTIT'TA KYWYEAH ME EEQTEPIKH ENIXXYXH AITIO XAPTONI

[ 1.

ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

PANTOZOL Control 20 mg yaotpoovOeKTiKd dioKia
TovTompalOoAn

| 2.

YXYNOEXH XE APAXTIKH(EY) OYXIA(EY)

Ka0e yaotpoavOektikd diokio mepiéyetl 20 mg mavtonpaloing (¢ voTplovyo oEGKILOPIKN).

| 3.

KATAAOI'OX EKAOXQN

4.

PAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

7 yaotpoavOekTikd diokio
14 yaotpoavOektucd dickio

| 5.

TPOIIOX KAI OAOX(OI) XOPHI'HEHX

Ta dtokia Tpémetl va KaTamivovTol OAOKANPO.
Awpaote 10 PUALO 0ONYIOV TPV amd TN YOPNYNON.
Amo tov 6TOHTOG XPION.

6.

EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidcoetal o€ BEon v omoia dev PAETOLY Kot dev Tpoceyyilovy To TodId.

[7. AAAH(EZ) EIAIKH(EX) IPOEIAOINIOIHEH(EIX), EAN EINAI ATIAPAITHTH(EY)
[8.  HMEPOMHNIA AHEHZ

AHEH

[9. EIAIKEX *YNOHKEX ®YAAEHX

DVAAGGETE GTNV OPYLKT] GLOKEVAGIA Y10 VO TPOCTUTEVETOL OO TNV VYPUGiaL.
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10. TAIAITEPEX TPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHHOAEIMMATON ITOY HNPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Takeda GmbH
Byk-Gulden-Str. 2
D-78467 Konstanz
T'eppavia

| 12.  APIOMOZX(OI) AAEIAY KYKAODOPIAY

EU/1/09/517/001-004

| 13.  APIOMOZX IAPTIAAYL

TToptida

| 14. TENIKH KATATAEH I'TA TH AIAOGEXH

| 15. OAHI'IEX XPHZHZ

T ™ Bpoyvypovia, OVTIHETMTICT CUUTTOUATOV TAAVIPOUN GG (TT.). GO LATOG KADGOV, AvVay®YNG
0&€0G) og eviMKEG,.

Aoappavete éva dtokio (20 mg) v nuépa. Mnv vrepPaivete avtiyv ) 6661. AVTO TO PAPUOKO UTOPET
VoL N QEPEL QLECT] AVAKOLOLOT).

Avaxovoiletl omd 1o aicOnuo Kadcov

16. IAHPO®OPIEX XE BRAILLE

PANTOZOL Control 20 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)

Agv gpapuoletar.

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

Agv epapuoletart.
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN ENATAMEXH XYXKEYAXIA

EZEQTEPIKH ENIZXYXH AIIO XAPTONI

| 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITIPOIONTOX

PANTOZOL Control 20 mg yaotpoovOeKTiKd dioKia
ovTompaloAn

[2. TYNOEZIH XE APAXTIKH(EZ) OYZIA(EY)

Ka0e yaotpoavBektikd diokio mepiéyetl 20 mg wavtonpaldAng (¢ vatplovyo cEoKIOPLKT).

| 3. KATAAOI'OX EKAOXQN

| 4. PAPMAKOTEXNIKH MOP®H KAI TEPIEXOMENO

7 yactpoavOekTiKd diokio
14 yactpoaviektucd dickio

| 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Amo tov 6TOHTOG XPION.
Ta dtokia mpémetl va KaTamivovTol OAOKANPO.
Awfaote 10 PUALO 0INYIOV TPV amd TN YOopPNYNON.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
MPOION MPEIEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIOYN KAI
AEN IPOXEITIZOYN TA ITAIAIA

Na puAdooetor og 06om v onoia dev PAETOLY Ko dev Tpooeyyilovv Ta TodLd.

| 7. AAAH(EY) EIAIKH(EY) IPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EX)

| 8. HMEPOMHNIA AHEHX

AHEH

| 9. EIAIKEX XYNOHKEX ®YAAEHX

DduAdooete 6NV APYIKN CLCKEVAGIN Y10 VO TPOCTATEVETAL OO TNV VYPUCIA.
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10. TAIAITEPEX TPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON ‘H TON
YIHHOAEIMMATON ITOY HNPOEPXONTAI ATIO AYTA, EOOXON AITAITEITAI

| 11. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Takeda GmbH
Byk-Gulden-Str. 2
D-78467 Konstanz
T'eppavia

| 12.  APIOMOZX(OI) AAEIAY KYKAODOPIAY

EU/1/09/517/001-004

| 13.  APIOMOZX IAPTIAAYL

TToptida

| 14. TENIKH KATATAEH I'TA TH AIAOGEXH

| 15. OAHI'IEX XPHZHZ

T ™ Bpoyvypovia, OVTIHETMTICT CUUTTOUATOV TAAVIPOUN GG (TT.). GO LATOG KADGOV, AVay®YNG
0&€0G) og eviMKEG,.

Aoappavete éva dtokio (20 mg) v nuépa. Mnv vrepPaivete avtiyv ) 6661. AVTO TO PAPUOKO UTOPET
VoL N QEPEL QLECT] AVAKOLOLOT).

Avaxoveiletl omd 1o aichnua Kavcov.

16. IAHPO®OPIEX XE BRAILLE

17. MONAAIKOX ANAINQPIZTIKOZ KQAIKOX — AIZATIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYIIOY KYWYEAHX 'H XTIX TAINIEX

KYYEAEX

| 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IPOIONTOX

PANTOZOL Control 20 mg yaotpoovOeKTikd diokKia
TovTompalOoAn

| 2. ONOMA TOY KATOXOY THX AAEIAY KYKAO®OPIAX

Takeda GmbH

| 3. HMEPOMHNIA AHEHX

AHEH

| 4. APIOMOX ITAPTIAAX

TToptida

5. AAAA XTOIXEIA

22



B. ®YAAO OAHI'TQN XPHXHX
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@viro oonYLOV ypions: Iinpoopics Yo Tov a.60evi)

PANTOZOL Control 20 mg yactpoavOekTiKd d10Kio
TAVTOTPAOAN

AP aoTE TPOGEKTIKA OLOKAN PO TO PUAAO 0ONYLOV YP1ONGS TPLV UPYIGETE VU TAIPVETE GVTO TO
PaPRUKO, OLOTL TEPLAOUPAVEL CNUAVTIKES TANPOPOPIES Y10 GUG.

[Ipénel mhvrote vo Taipvete avtd T0 PAPUIKO aKPPDC OTMS TEPLYPAPETAL GTO TOPOHV PVALO OONYIDV

YPNONG N COLP®VO LE TIG 0OMYIEG TOV YIATPOL T} TOL POPLAKOTOLOD CUG.

- Ddurdgte avTd To EOALO 0N YDV Yprione. Towg ypelaotel va to dofdcete Eavda.

- AmevBuvleite 6TOV QOPUOKOTOLO GOC, EAV YPEINOTEITE TEPLGCOTEPES TATPOPOPiEG 1] GLUPOVALC.

- Edv mopatnpnoete kamoto avemBOun evépyela, EVNUEPDOTE TOV YIOTPO 1) TOV POPLOKOTOLO
caG. Avtd 1oyvel kat yo KaBe mhovn avemBOUNTN EVEPYELD TTOV JEV AVAPEPETAL GTO TAPOV
@OALO 0ONY1DV Yprone. BAéme mapdypago 4.

- [Ipéner vo amsvbuvieite o yiatpo, dv dev aicHdveste Kaldtepa M| v aieOdveote yepdtepa
petd amd 2 efdopades.

- Agv mpénet va Aapfavete ta dtokic PANTOZOL Control yio tepiocotepo amd 4 eBOoUAdEg
yopic ™ cvpuPfovAn yiotpo.

T tepréyer 1o mapév Ao 00N YLOV:

T1 etvan to PANTOZOL Control kot mowa givat ) xprior tov
T mpéner va yvopilete npv mapete 10 PANTOZOL Control
[og va ndpete to PANTOZOL Control

[Mbavéc avemBounteg evépyeteg

[og va puidcocete to PANTOZOL Control

[Tepreydueva g cvuokevaciog Kot AOES TANPOPOpieg

A

1. T givar o PANTOZOL Control kon o givan 1 yp11on Tov

To PANTOZOL Control mepiéyet ) 0pacTikn 0vcio Tovtonpaloin, 1 0moio omoKAEIEL TNV «avTALO
OV TOPAYEL 0EH TOL GTOUAYOV. ZVVETDG HELDVEL TNV TOGOTNTO 0EE0G GTO GTOUAYL GOG.

To PANTOZOL Control ypnoytomoteitar yio tn Bpoyvypovic ovVIUETDOTIOT GCUUTTOUATOV
ToAvdpounong (Yo mopadetypo oodnpatog kahoov, avaywyng 0&€og) o€ eVIAKEC.

[MoAwvdpounomn givol n ETGTPOPT TOV 0EEOC OO TO GTOUAYL OTOV OLGOPAYO (KCOAVA TPOPTGY), TOV
umopel va dnuiovpynoet pAeypov kot Tévo. AvTto Umopel vo 6o TPOKOAEGEL GUUTTOUATO OGS
ENMOVVO aicOnua KaoVpaS 610 6TéEPVO oL avePaivel péypt To Aopd (aichnua Kavcov) Kat v
yevoM o610 6TOU (avayyn 0£€0G).

Mmnopei va, arcBavBeite avaKovion amd To GUUTTOUATE TOAVIPOUNONE 0EE0C KOl aoBNUATOC
Kavoov petd poag pia nuépa Bepaneiag pe PANTOZOL Control, aAA& avtd T0 @apuaxo dev
npoopileTor va pépet dueon avakoveion. Mropel va givol amapaitnto va mapete o diokia yio

2-3 ovveyeig NUEPES Y10 VO VOKOVPLOTEITE OO TOL GCLUTTAOUATA.

[Ipéner va amevBuvieite og yiatpo, edv dev aicBdveste KaldTepa 1| 0V aicBdveote xelpdtepa PETA
oamd 2 efdopddec.

2. T npéner vo yvopilete mpy mapete To PANTOZOL Control

Mnyv napere To PANTOZOL Control

- o€ MEPImTOON aAlepYiag otV TOVTOTPalOAN 1] G€ 0TOI0ONTOTE GAAO OO TO, GVCTUTIKG KVTOV
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TOL PAPUAKOL (OVOPEPOVTOL TNV TTAPAYPAPO 6).
- gbv Aappdvete avaotoreis g mpwtedong tov HIV, énwg atalavaBipn, velpvaPipn (yio
Oepaneia Loipwéng HIV). BAéne « Al pdapuaka kot PANTOZOL Control».

IIpogidomon)6ElS Kol TPOPUAGEELS

AmevBuveite otov Yiatpd 1 TOV Qoprokonold cog tpotol tapete 1o PANTOZOL Control

- €av €yete voPanbei oe Oepamevtiky aywyn Yo aicOnua Kavoov 1 dvomeyio cuvey®dS Yo 4 M
nePLocOTEPESG EPOOUADEC,

- €dv glote Gvm TV 55 g1V ka1l vToPfdilecte 6e un cuvtayoypa@ovUEVT] BEPaTEVTIKY] Oy®YN
g dvomeyiog o kabnuepvr Paon,

- €av glote VO TOV 55 €TOV [LE CLUTTOUOTO TOAVOPOUNGNC TTOL Eivar VEa 1] EXOVV TPOGPATO
petafin0et,

- €4V TPOMYOLUEVAG ElYOTE YOOTPIKO £AKOG 1| Elyate VIOPANDOEL og yepovpyikn emépPaon
GTOLAYOV,

- €av €xete NTaTIKG TPoPANpaTa. 1 TKTEPO (KITPIVIGHO TOV EPUATOG 1) TOV 0QOUAUDY),

- eqv gmokéntecte TaKTIKG TOV Y10Tpd G0g Yo coPapd evoyipata 1 tabnoe,

- €av mpokertal va vtoPAndeite og evéockomnon 1 doKIUAGio avamvong mov ovoudletal
doxpacio pe C-ovpio,

- €dv elyate mOTE dePUOTIKY aVTIOpaoT HETA amd Oepameia e PAPHOKO TOPOLOLO LE TO
PANTOZOL Control yw ) peiwon Tov 0EEog Tov atopdyov,

- TpoKeLTaL Vo, VToPANOeite o€ Kamolo EOTKN OLUATOAOYIKN e€€Taon (ypopoypavivn A).

- edv maipvere avootoleig g Tpwtedong Tov HIV, 6nwg atalavafipn 1 veApwvafipn (yio
Oepaneio g Aoipwéng amd HIV) tavtdypova pe mavtompaloin, {ntmote and Tov yiutpo 6og
€101KN cLUPOVAR.

Mnv maipvete avtd 10 TPOIdV Yo mePLocdTEPO 0md 4 efdopddes, ywpis va cvpPfovievteite Tov yroTpd
cag. Eav 1o copntdpota tolvopopnong (aicnua kavcov 1 avaywyn o&€og) emuévouy yo
TeP1ocOTEPO 0o 2 efdouddeg, cupPovAgvTeEite TOV YI0TPO GOG, 0 0TOI0G O UTOPUGIGEL GYETIKA [UE
TNV OVAYKT LOKPOXPOVILG AYNG QVTOV TOV QOPLAKOL.

Edv maipvete to PANTAZOL Control yio peyoAdtepa povikd SteGTAUATA, 0VTO EVOEYETOL VO

TPOKOUAEGEL TPOGHETOVE KIVOVLVOLG, OTTMG:

- pewwpévn amoppoenon g Prrapivng Bz, kot avemdpkeia Prrapivng Bz, €dv £xete 1o younid
omofépata Prrapivng Biz otov opyaviopd coc. Emwowveoviote pe tov yutpd cag, v
TOPOTNPNOETE KATO10 amd To. akOAovBo cupnT®dpaTe, To omoio Ba vodeikvue yaunAd enineda
Brrapivng Bia:

- YmepPolikn kovpaon 1 EALENYT) EVEPYELOG

- Mvpunxioon

- II6vo 1 xokkiviopa TG YADGGOC, CTOUATIKA EAKN
- Mvikn advvapia

- Awtopayéc g Opoaong

- IIpopAipata pviung, cvyyvomn, Kotdoiwym

- KdTaypo Tov 16yiov, Tov KapTov 1 TNG GTOVOVAIKNG GO OTHANG, EO0IKE 0V £xeTe NNON
00Te0TOPMOT (UELOUEVT] OGTIKY TUKVOTNTO) 1 €AV 0 YIUTPOG GOC GOG EXEL TTEL OTL O1UTPEYETE
Kivduvo 06TE0TOp®ONG (Y10 TAPAOELY LD, EAV TOIPVETE GTEPOELON),

- YOUNAQ eTimEdO pLoryvnoiov 6To aipo 6og (TBava CUUTTOUATO: KOTMOT, AKOVGIEG UVTKESG
GLOTAGELS, OMOTPOGAVOTOMGUOG, OTAGHOL, (AN, avénuévog Kapdlakog puOpog). Xapnid
eMimeda Loyynoiov UTopovv EMIGNC VoL 00NYNCOVY GE LEI®OT TOV EMTEd®MV KOAIOV 1 acPectiov
o710 aipa. Eqv ypnopomnoteite avtd to mpoidv yia mepiocdtepo amnd 4 efdouddec, npémel va
piAnoete pe tov y1atpd oag. O y1Tpdg 6oG EVOEYETOL VO OTOPAGIGEL TN dte&aymyn
OLUOTOAOYIKOV EEETACEMV TAKTIK(, TPOKEWEVOL VO TOPAKOAOVOEL Ta EMiMEdE GOG GE LOyVi|GlO.

Evnuepoate Tov y10Tp6 605 GUESMS, TPV 1 LETA TN ANYT LTOD TOV QUPUAKOL, EAV TOPATIPTCETE
omolodNTote amd o akdAovba cuumtdpata, Tov Oa propovce va gival onpeio dAANG, o cofapng,
VvOoOoUL:

- aKovoL AmMAELN BApovg (Un oyxeTlopevn pe dtaTtpoPn 1| TPOYPAUS AOKNONG),
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- gUETO, W1aiTEPU €4V emavarapPdveTarl,

- EUETO Le aipa, To omoio umopel va epeoviletol oav orodpo KaTakado Kapé oTov UETO GG,

- TopoTNPEiTE Oipo 6TO KOTPAVE GOC, TO OTTOT0 UTOPEL VO, EIVOL LODPO 1 TIGGMOEG GTNV
ELOAVION,

- SVoKOALN TNV KATATOO™N 1] TOVO OTOV KOTOTIVETE,

- Qaiveote YAOUOG Kt acBdveote adbvapog (avarpia),

- évo oto Bopoaka,

- TOVO GTO GTOMAYL,

- cofopn Ko extuévovca ddppota, ETEN aVTod TO PApUaKO £xel cuoyeTicbel ue pikpn avénon
EUPAVIOTG AOYUMDOOVG dLEPPOLUG.

- €dv eppavioete deppotid eEavinpa, 10iwg oe onpeia Tov dEPRATOG TOV KTiBEVTOL GTOV A0,
EVILEPMDGTE TOV YIOTPO GOG TO GUVIOUOTEPO SLVOTOV, KAOMC EVOEXETAL VO, TTPETEL VO, OLUKOYETE
1 Ogpamneia cog pe 10 PANTOZOL Control. @uunfeite va avapépete Eniong 0mol00NToTe
Ao cOumtopo 6T TOVO OTIG ApBpPDoELS GOg.

- Y& ovoyétion pe Oegpaneio pe mavrtompalddn Exovv avapepOel coPapés depuaTIKES AVTIOPACELS,
cuumePAaUPavoUEVOL TOL GLUVOPOUOL Stevens-Johnson, T¢ TOEIKNG EMOEPUIKNG VEKPOAVOTG,
NG PUPUOKEVTIKNG AVTIOPAONG LE NovoPidia kot cuotnpatikd copntopata (DRESS) ko
TOV TOAVOPPOL epvONuatoc. Edv mapoatnpfoete KAmowo omd T0 COUTTOUOTA TTOL GYeTICoVTOL
UE OVTEG TIC COPaPEC DEPUOTIKEG OVTIOPAGELS KO TTEPLYPAPOVTAL GTNV TTapdypapo 4,
OTOUOTNGOTE AUECHS VO (PTOLUOTOLEITE TOVTOTPALOAN Kal avaintiote T cupfovAn yatpoD.

O y1atpog oag umopel va amopaciost 6Tt ypelaleote PHePIKEG EEETACELS,

Edv mpdxertar vo vtoPAndeite og e£€taomn aipotog, EVHEPDOGTE TOV Y1IOTPO GOG OTL TOIPVETE ALTO TO
OapUOKO.

Mmnopet va ars0avOeite avakodeion amd To GOUTTOUATO TAAVIPOUNONG 0EEOC Kot 0loONUATOG
Kavoov petd poag pia nuépa Bepaneiog pe PANTOZOL Control, oAAd avtd T0 @dppoxo dev
TPoopileTar vo pEPEL AUEST] OVOKOVPLOT).

Agv mpénel va TAPETE AVTO TO PAPLOKO TPOANTTIKA.

Edv mapovoidlete emavarapfavopeva Copumtdpate oiodnuatog kabcou 1 Svomeyiog yio Kamolo
yxpovikd drdotnua, Bounbdeite va emickénteste Tov yTpO GOC TOKTIKA.

Moora xon Egnpor

To PANTOZOL Control dev mpémet va ypnoiponoteitor amd mondid kot epnovg nAtkiog kdtw tmv
18 etddv LOYw EAdetymg oTotyelmV acPALELNS GE VTV T VEOTEPT] NAMKLOKT] OLAdA.

Alro pappoka ko PANTOZOL Control

Evnuepoote tov y10tpd M TOV @OPUOKOTOLd GG EAV XPCULOTOEITE, EXETE TPOCPATA YPTCLLOTOUCEL

N UTopEl va YPNOUYLOTOICETE GAAY PAPLLOKOL.

To PANTOZOL Control pumopet vo 6TOUOTAGEL T GOGTH OpAcT) OPIOUEVOV GAADV QOPUAKOV.

Ewwkd, poppdkwmv mov mepléyovy pia omd Tig okoAovdec dpacTiKEG OVGiEG:

- avaGTOAELG TG TpaTtedong Tov HIV, énwg atalavaBipn, vehowvafipn (yia t Bepaneio g
rotpwénc amo tov HIV). Aev apéner va, ypnoiponotoete 1o PANTOZOL Control gdv mtaipvete
avaotoleig e pmtedong tov HIV. BAéne «Mnv népete to PANTOZOL Controly.

- KeTokovalOAT (XPNOUOTOIEITOL Y10 LUK TIOCIKES AOTUWDEELS).

- Bapeapivn Kot ovpoKovpovn (XPNCLOTOI0VVTAL Y10l ApaimoT) OUIOTOG Kot TPOANYN
OpopPov). Mropel va ypelacteite mepattépo eE€TAGELS AipLaTOG.

- pebotpe&arn (ypnoomoteitar yio tn Oepaneio peopatogdong apbpitidag, ywpioong kot
KapKivov) - edv maipvete pebotpeldtn o yroTpdg Gog PTopel TPOSMPIVE Vo SLOKOWEL TN
Oepaneia pe PANTOZOL Control gneidn 1 mavtonpalddn umopei va avéNocel ta. emimeda
uebotpe&atng oto aipa.

Mnv napete 1o PANTOZOL Control pe dAlo gappoka mov meptopilovy v 1ocdtn e Tov 0££0¢ OV
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TOPAYETAL GTO GTOUAYL GOC, OTMC LE AALO avaoToAEN avTAiag TpwToviny (opemnpaldin,
Aavoompaloin N paurnenpaloin) N ue Ha- avtayoviot (m.y. pavitidivr, eapotidivn).

Qot600, pnopeite va wapete to PANTOZOL Control pe avtid&va (w.y. poyaAdpdn, aAyiviko oo,
vatplo dirtavOpaxiko, apykiov vopoeidio, payviolo avBpaKikd 1 GVLVIVAGHOVS VTOV), EGV
ypedleTar.

AmevBuvbeite otov yiatpd cog mpwv napete to PANTOZOL Control, edv npoxeitat va vrofAnbeite o
uia cuykekpipévn e&€toon ovpav (yio THC, tetpaiddpokavvaBivorn).

Konon kot Onhaopég kot yovipdtnra
Agv mpénel vo TapeTe aVTO TO PApUaKo v gioTe £ykvog i OnAdlete.

Edv giote éyxvog 1 Inidlete, vouilete 0tL pmopet va giote £ykvog 1) oYeSALETE VO ATOKTOETE T,
{note ™ GUUPBOLAN TOL YITPOV T} TOL POPLUKOTOLOD GG TPV TAPETE AVTO TO PAPLOKO.

Odnfynon KoL (EPLOROS POV RLATOV

Edv sppavicete avembounteg evépyeleg 0nwg {ain N diatapoyuévn Opact, dev TPETEL vV, 0O YNGETE 1
VoL XEPLoTELTE UNYovLaTa.

PANTOZOL Control wtepiéyer vatpro

To eappaxo ovtd mepiEyel Arydtepo and 1 mmol vatpiov (23 mg) avd diokio, givarl avtd mov
ovopdlovpe «erebBepo vatpiovy.

3. Hog va napete To PANTOZOL Control

[Ipénel mbvtote va Taipvere 10 APHOKO aVTO akpPDS OTMG TEPLYPAPETAL GTO TAPHV PVALO 0ONYIDV
¥PNONG N COHLE®VA LE TIG 00N YIES TOL YATPOL 1] TOL POpPUaKOTOY cag. Edv éxete appifolries,
POTACTE TOV YUTPO 1 TOV PUPLOKOTOLO GOG.

H ocvvietdpevn doon givan éva diokio v nuépa. Mnv vrepPaivete T cuvietdpevn d6om tov 20 mg
ToVTOTPalOANG MNUEPNGIMG.

[Ipénel va maipvete avtd 10 PAPLAKO Yo TOVAGYIGTOV 2-3 cuveyels NuéPec. AlaKOYTE TN Ayn TOL
PANTOZOL Control étav éxete amaiiayei TANpog omd to cvuntdpoto. Mropet va acucBaveite
avaKoHELoN A0 TO, GUUTTOUATO, TOAVOPOUNOTG 0EE0C Kol OGO UATOG KOVGOL UETO LWOALS ia Nuépa
Oepaneiog pe PANTOZOL Control, ahAé avtd to @appako dev mpoopiletar vo gEPeL QUEDT
OVOKOVQLON).

Edwv dev €xete avaxovpiobei amd To GUUTTOUATO, LETA TN ANWT] CLTOV TOV POPHUAKOL Y10, 2 GUVEXEIG
gBoopddeg, cupPovievteite TOV YIOTPO GOG.

Mnv napete ta dioki PANTOZOL Control yia epiocdtepo omd 4 fdouddeg ympic va
ovuPovievteite Tov YiaTpd Goc.

Aopavete to diokio Tpv amd yevpa, TV 1010 dpa kdbe nuépa. Ipénet va Kotanivete 1o diokio
oAOKANpo uali pe vepd. Mn poocdte 1 omdte 10 O1oKio.

Eav napete peyordtepn 06on PANTOZOL Control o6 Tnv Kavoviki

Evnuepdote tov yiorrpd 1 Tov @opuakorold oag eav Exete AaPel d0om peyolvtepn amd
ocvvietopevn. Eav eivat duvatd, mapte to papuokd cog Kot avtd 1o GOALO 0dny1dv pali cog.
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Eav Eeyaoete vo wapete o PANTOZOL Control

Mnv tapete dSmAR 6061 Y10 vV AVOTANPDOGCETE TN 0001 ToL EEXAcOTE. AGPETE TNV EMOUEVT], KAVOVIKT|
d00T], TNV EMOUEVT MUEPA, TN GLVH O BPO GO,

Edv &yete mep1ocdtepeg EpMTNGELS GYETIKA LE TN YPTOT ALTOV TOL PAPUAKOV, POTAOCTE TOV Y TPO N
TOV QUPULOKOTOLO GOG.

4.

IMBavéig avemOOpNTES EVEPYELEG

Onwg 6o To eAappaKa, £TGL KOL 0VTO TO QAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELES, OV
Kot 6gv Tapovctdlovtal 6€ OAOLG TOVG AvEPMOTOVG.

Evnuepaote 1oV Y10TPO 60 APECMG 1) EMKOWVMOVIGTE LE TO TUNLO EXELYOVIWOV TEPICTATIKMY TOL
TANGIEGTEPOV TTPOG EGGC VOGOKOUEIOV, EAV ELLPAVIGETE OTOLOONTOTE AmTd TIG aKOAoVOEC cofapég
avemOounTeg evépysieg. AlakoOyTe T AMyn avTod TOL POPUAKOD OUECHOC, GAAL TAPTE AVTO TO PUALO
oonydv kavn ta dwokio poli cog.

YoPapic alrepyikéc avTiopacels (cuyvoTnTa omavia: propei va ennpealovrar £mg 1 ota
1.000 Gropa):

avTOpaoElg VITEPELOGONGING, ATOKAAOVUEVES OVOPUAUKTIKEG AVTIOPAGELC, AVOPUANKTIKT|
KkatomAnéio Kot ayyerooidnpo. Tomikd copntodpata eivat: oldNue TPocMTOL, YEMEDV,
GTOUATOG, YADCGHG KU1 AGLLOD, TOL UTOPOVV VO TPOKAAEGOVV SUGKOAID TNV KATATOOT 1|
oV avamvon, kvidmon (kvidmtikd e&avinua), copfapn CaAn pe Tohd Toyd Kapdtokd TaAUd Kot
évtovn epidpwon.

YoPapéc deppaTikés avTiopacels (GuYvOTNTA UN YVOOTH: 1] oVYVOTNTA OEV PTopEl va.
ekTiun0¢i pe paon to dSrwbéoipa ogdopéva):

Mmropei va mopatnpioete éva 1 TeEPLocoTEPA amd T aKOAovOaL:

- e&hvOnpa pe oidn o, EAVKTOLVES 1] OTOAETION TOV OEPHOTOG, AMMAELD SEPUATOS KOl
ooppayia yopw amd To paTia, T 0T, TO GTOMO 1] TO YEVVITIKA Opyove Kot Tayeio
emdeivoon ¢ yevikng oag vyeiag N e€avOnua 1d10itepa o€ TEPLOYEG TOV EPUATOG TOV
extifevral otov MAo. Evdéyeton emiong va €xete mévo otig apOpdoelg 1 Ypurdon COUTTOUATOL,
TVPETO, TPNGUEVOLS 0OEVES (T.Y. OTIC HOOYAAES) Kot Ol EETACELS aipaTog evOEyeTOL va deiEouy
UETAPOAEG oE oplopéva Aevkd apoc@aipto 1 Nrotikd Evivpa.

- KOKKWVOTEC, L) EE0YKOUEVES, TEPLOYES GYNLOTOG GTOYXOV 1| KUKALKOD GYLOTOS GTOV KOPLUO,
GLYVA LE KEVIPIKES PAVKTOVES, EEPAOVIIGLLA TOV OEPUATOC, EAKT] GTO GTOUN, GTOV AULU), OTY|
pOTI, OTO YEVVITIKG OpYOva Kol 6T LATIO. AVTOV TOV coPapdv deproTik@v eSavinudtmv
pmopel va Tpomyeital TUPETOG KOl CLUTTMOUATA TOV OpOLALOVV LE TG Ypinng (cVuVOpopo
Stevens-Johnson, to&ik1| emdeppuxn vekpoOALGN).

- ekteTopéVo e£avONUa, VYN BEpLOKPAGIN TOL GOUATOG KOl SIOYKMUEVOL AEUQUOEVES
(oOvépopo DRESS 1 chvopopo gappoKevTikng vepsvoucnciog).

AlLeg oofapés avTidpaosig (cvyvéTnTa U Yveot):

KITPIVIGUO TOL SEPUOTOC KOt TV HoTIOV (AOYw cofapng nrotikng PAAPNC) 1 mupetdc,
eEAvOM O Ko S10YKOUEVE VEPPE, LEPIKEG POPES LLE ETMAIVVT] 0VPNON Kot TOVO oTN PEoT
(coPapn PAeyHOVI TOV VEQEPDV), TOV TOAVAOC 00N YOOV GE VEQPPIKT AVETAPKELX.

AMdeg avemBounteg evépyeleg meplappdvouy:

Yoyvéc avemBounteg evépyereg (umopel va emmpedlovrar éo¢ 1 ota 10 dtopa)

KaAon0g1g ToAOTOdEC GTO GTOLAYL.

Oy ovyvég avemBOuNTES evEpyeLeg (Umopet va emnpedloviat éo¢ 1 ota 100 dropa)
TOVOKEQUAOC, LAAN, dtdppota, vouTio, EUETOS, POVCKM®MUO, KOl LETEMPIoUOS (aépiar),
dvuokototnta, Enpoctopic, TOVOG 6TV KOWALA Kot Sucpopia, deppatikd eEdvOnua 1 kvidmon,
Kvnopog, aictnua advvouiog, e£dvtinong N yevikng adtabeciag, dtatapayég vIvov, avénon
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nratikev evOOImVy og €EETO0T OiLOTOG, KATAYILO TOV 1510V, TOL KAPTOU 1) TG GTOVOLALKNG
GTAANC.

- Yrdvieg avemBounteg evépysaieg (Lmopel va emnpedlovrot émg 1 ota 1.000 dtoua)
aAroiwon M TG EMAEYM TG aicBnong g yevong, dtotapoyés Opaons Onme Baumn dpao,
TOVOG OTIS apBpdGELS, Pvikoil Tovol, petaforéc copatikod Bdpovg, avEnuévn Beprokpacio
OMUOTOC, OIONUO TV AKPOV, KaTAOAYM, avénuévn yorepuBpivn Kot eninedo Mmidiov aipatog
(mov gaivovrol otig e€etdoelg aipatog), SdyYKWoN HOoTOD GE APPEVES, VYNAOS TUPETOC Kol
UEYOAN TTTAOOT GTA KLUKAOQOPOVVTO KOKKIDON AevkokiTTapa (Tov goivetal 6Tl e£€TA0ELS
aipatog).

- oAb onavieg avemOounteg evépyseieg (Lumopel va emnpedlovior £mg 1 ota 10.000 dropa)
OTOTPOCUVOTOMGUOG, HEITT) TOV aPlOUOD TOV OUOTETAAIDY, TOV UTOPEL VO GOG TPOKAAEL
aoppayic N HOAMTEG TEPIGGOTEPO OO TO KAVOVIKO, LEIMOT TOV aplfloy TV
AEVKOKVTTAP@V, TTOL UTOPEL VO 0O YNGEL GE TLO GLUYVEG AOUMEELS, GLVLTTAPYOLGO N
QLOLOAOYIKT LelmoT TOV aplOUOD TV EPLOPOKVLTTAPMOV KOl TOV AELKOKLTTAP®V KAODS Kl TV
aponeTariov (mov eaivetot oTic eEETACELS ALOTOG).

- Mn yvootég (n cvyvotnto oev propet vo, ektiun0el pe Baon ta dtabéoua dedouéva)
yevdaicOnomn, cuyyvon (Wwitepa oe AoOEVEIS LLE 1IGTOPIKO AVTOV TV CUUTTOUATOV),
pelpéva eminedo vatpiov, payvnoiov, acfestiov 1 kKokiov oto aipa (BA. Tapdypapo 2),
e€avOnua mbavov cuvodevduevo amd movo otic apbpmaoelc aichnomn popunkioong,
TOUTNHATOG, LOVSIUC LA, KOWIHO 1 OLUmST0, GAEYLOVY] TOV TOLXE0G EVIEPOV, 1) OTTOI0L TTPOKAAEL
emipovn voapn S1dppota.

Ava@opd avemOOunTOV EvEPYELOV

Edv mopatnpnoete kKamoto avemBOunt eVvEPYELD, EVILEPADGTE TOV YLOTPO 1| TOV POPLOKOTOLO CUG.
Av16 1oy0et Kat yio kéBe oy avemiBountn evépyeLa TOV €V AVAPEPETAL GTO TAPOV EVAAO 0N YIDV
ypnons. Mmopeite emiong va avapépete avemBounTeg evépyeleg anevbeiag, Lécw Tov Bvikond
GLGTNILOTOG OVOPOPAS TTOL avaypapeTol oto [lapdptnua V. Mécwm g avapopds averdountov

EVEPYEIMV UmOpeiTe Vo, fonBNcETE TN GLALOYN TEPLOCOTEPMV TANPOPOPLDV CYETIKA LLE TV ACPAAELL
TOV TTOPOVTOC POPUAKOV.

5. Iog va pvrideoete To PANTOZOL Control

To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLY TO TOdLA.
Na pn ypnoiponoteite avtd 10 PAPUOKO UETE TV NUEPOUNVIa ANENG TOV AVOPEPETOL GTO KOVTL Ko
otV KLWyéAN petd v « AHEH». H nuepounvia Aqéng etvar n tedevtaio nuépa ToL PRVA TOV
ovVoQEPETOL EKEL.

DvAdooete 6NV OPYIKN CLOKEVAGIN Y10l VO TPOCTATEVETAL OO TNV VYPACId.

Mnv metdite @APUAKA GTO VEPD TNG AMOYETELONG N OTA OKLOK(A amoppitpata. Potiote tov
(OPLOKOTOLO GOG YOl TO MG VO TETAEETE TO, PAPUAKO TTOL OEV YPNOIOTOLEiTE Tl AvTd T péTpa Oa
BonBnoovv oty Tpoctacio tov mepiPdAiiovtog.

6. Mepreyépeva TG GVOKEVACING KOl AOWTEG TANPOPOPIEg

Tvgpréyer to PANTOZOL Control

- H dpaotikn ovoia givar | Ttavionpaloin. Kabe diokio mepiéyel 20 mg moviompaloing (g

VaTploHyo GECKIIPIKN).
- Ta dALo cvoTaTIKA Elva:
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- [Mvprvag: vatplo avOBpakiko (dvudpo), pavvitodn (E421), kpoomoBidovn, mofiodvn K90,
0oPEcTIO GTEATIKO.

- EmucdAloyn: vrpopeAroln, mofidovn, titaviov 610&eidio (E171), odnpov o&eidio kitpivo
(E172), mpomuievoylvkoin (E1520), copmorvpepéc pebaxpuiikon o&éog-oBviestépa
oKpLAKOD, vaTplo Aaovpvrobeukd, ToAvsopPikd 80, TplaBvAiestépag KITPIKOS.

- Meravt TomoypoeKo: Koppea Adkkag, oidnpov o&egidio epubpd, uéhav ko kitpvo (E172)
Kot OUUOVIOG SIAV O, CUUTVKVOUEVO.

Epoeavien tov PANTOZOL Control kot wepieydpeva T 606KEVOGIOG

Ta yootpoavOektikd diokio eivar Kitpva, EAAELYOELDT], AUPTKVPTO, ETKAAVUUEVO LE AETTO DUEVIO
dlokia TOV O pio ETPAVELL TOVG PEPOVY TO OOTOTTMMA «P20».

To PANTOZOL Control dwatifeton o€ koyédeg alovpviov/adovpviov pe 1 yopic eEmtepikn
gvioyvon and yaptovi. Ot cuckevacicg mepiEyovy 7 M 14 yaostpoavOektikd diokio. Mmopei va unv
KUKAOQOPOVV OAEC Ol GUOKELAGIES.

Karoyog adciog kokrhopopiog

Takeda GmbH
Byk-Gulden-Strafle 2, 78467 Konstanz
Teppovia

HopackevaosTic

Takeda GmbH

Movéda mapaywyng Oranienburg
LehnitzstraBe 70-98, 16515 Oranienburg
Teppoavia

I'o omoladnmote TANpoPopio. GYETUK LLE TO TAPOV PAPUAKEVTIKO TPOTOV, Tapakareiche va

angvuveite GTOV TOTIKO OVTITPOCOTO TOL KATOYOL TNE AOELNG KUKAOPOPING:

Belgié/Belgique/Belgien
Takeda Belgium NV
Tél/Tel: +322 464 06 11
medinfoEMEA @takeda.com

bbarapus

Takena bearapus EOO/L
Ten.: +359 2 958 27 36
medinfoEMEA @takeda.com

Ceska republika

Takeda Pharmaceuticals Czech Republic s.r.0.

Tel: +420 234 722 722
medinfoEMEA @takeda.com

Danmark

Takeda Pharma A/S

TIf: +45 46 77 10 10
medinfoEMEA @takeda.com

Lietuva

Takeda, UAB

Tel: +370 521 09 070
medinfoEMEA @takeda.com

Luxembourg/Luxemburg
Takeda Belgium NV
Tél/Tel: +322 46406 11
medinfoEMEA @takeda.com

Magyarorszag

Takeda Pharma Kft.

Tel.: +36 1 270 7030
medinfoEMEA @takeda.com

Malta

Takeda HELLAS S.A.

Tel: +30 210 6387800
medinfoEMEA @takeda.com
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Deutschland

DR. KADE Pharmazeutische Fabrik GmbH

Rigistrasse 2

12277 Berlin

Tel: +49 (0)30 720820
info@kade.de

Eesti

Takeda Pharma AS

Tel: +372 6177 669
medinfoEMEA @takeda.com

E\rada

Takeda EAAAX A.E.

TnA: +30 210 6387800
medinfoEMEA @takeda.com

Espaiia

Takeda Farmacéutica Espafia, S.A.
Tel: +34 917 90 42 22
medinfoEMEA @takeda.com

France

Takeda France SAS

Tél: +33 14067 3300
medinfoEMEA @takeda.com

Hrvatska

Takeda Pharmaceuticals Croatia d.o.o.

Tel: +385 1 377 88 96
medinfoEMEA @takeda.com

Ireland

Takeda Products Ireland Ltd
Tel: 1800 937 970
medinfoEMEA @takeda.com

island

Vistor hf.

Simi: +354 535 7000
medinfoEMEA @takeda.com

Italia

Takeda Italia S.p.A.

Tel: +39 06 502601
medinfoEMEA @takeda.com

Kvnpog

Takeda EAAAX A.E.

TnA: +30 210 6387800
medinfoEMEA @takeda.com

Nederland

Takeda Nederland B.V.

Tel: +31 20 203 5492
medinfoEMEA @takeda.com

Norge

Takeda AS

TIf: +47 800 800 30
medinfoEMEA @takeda.com

Osterreich

Takeda Pharma Ges.m.b.H.
Tel: +43 (0) 800-20 80 50
medinfoEMEA @takeda.com

Polska

Takeda Pharma Sp. z o.0.
Tel.: +48223062447
medinfoEMEA @takeda.com

Portugal

Takeda Farmacéuticos Portugal, Lda.
Tel: + 351 21 120 1457
medinfoEMEA @takeda.com

Roméania

Takeda Pharmaceuticals SRL
Tel: +40 21 335 03 91
medinfoEMEA @takeda.com

Slovenija

Takeda Pharmaceuticals farmacevtska druzba

d.o.o.
Tel: +386 (0) 59 082 480
medinfoEMEA @takeda.com

Slovenska republika

Takeda Pharmaceuticals Slovakia s.r.o.

Tel: +421 (2) 20 602 600
medinfoEMEA @takeda.com

Suomi/Finland

Takeda Oy

Puh/Tel: 0800 774 051
medinfoEMEA @takeda.com

Sverige

Takeda Pharma AB

Tel: 020 795 079
medinfoEMEA @takeda.com
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Latvija United Kingdom (Northern Ireland)

Takeda Latvia SIA Takeda UK Ltd
Tel: +371 67840082 Tel: +44 (0) 3333 000 181
medinfoEMEA @takeda.com medinfoEMEA @takeda.com

To mapév @vALo 00N LAV YpfioNS avade®PONKE Y10 TELEVTALIN POPA OTIS

Agntopepn) TANPOEOPLAKA GTOLYELD Y10 TO TPOTOV avTd elvan d1aBEcia 6ToV SIKTLOKO TOTO TOL
Evponaikod Opyaviopod @apudkov: http:/www.ema.europa.eu.

Ot ax6AoVBeG GLGTAGELS Y10 AAAAYEC TOL TPOTOL LMNG KOl S TPOPNG Umopet eniong va fondicovyv otnv

ovoKovEion otd To aictnuo Kodsov 1 ard To CUUTTOMOTO TOV oyeTilovTot Le To 0&D.

- Amopevyete T PLeyaAa YEOLLOTO,

- Tpote apyd

- AloKOYTE TO KATVICUOL

- Meuwaote TV KoTavaAmor 0tvOTVEDLLOTOG Ko KAPETVIG

- Meihote 10 copatikd cog Bapog (edv giote veépPapoc/n)

- Amopevyete povya 1 (DVEG OTEVIG EPAPUOYNG

- Amopevyete v TpMOTE 6 MYOTEPO OO TPELS DPES TPV TNV DPO. HITVOL

- Avoyaote TV KeQaAn KpePaTion (e0v TACKETE OO VUKTEPIVH GUUTTOOTOL)

- Meidhote T Ay TPOPAOY TOL UTOPOLV VO, TPOKAAEGOVV aicHN O Kavoov. AVTEG Ol TPOPES Umopel
va TepAapPavouy: ZoKoAdTo, HEVTA, SVOCHO, ATOPEG KL TNYOVNTES TPOPES, OEIVES TPOPEC,
TKOVTIKEG TPOPEC, EGTEPLOOELDN KOl PPOVTOYLLOVS, VIOUATES.
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