ITAPAPTHMA I

IEPIAHYH TON XAPAKTHPIZTIKOQN TOY IIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Pioglitazone Accord diokia Twv 15 mg

Pioglitazone Accord diokia Twv 30 mg
Pioglitazone Accord diokia TV 45 mg

2. IHHOIOTIKH KAI IOXOTIKH XYN®EXH

Pioglitazone Accord diokia twv 15 mg
Kda0e diokio mepiéyet 15 mg moyAitalovn (g vdpoyrmpikn).

Exdoyo(a) ue yvwotés opdoeig:
Ka0e diokio mepiéyet 37,24 mg haxtoln povoddpikn (BAére mapdypapo 4.4).

Pioglitazone Accord diokia T@wv 30 mg
Kda0e diokio mepiéyet 30 mg moyAitalovn (g vdpoyAmpikn).

Exdoyo(a) ue yvwotés opioelg:
Kda0e diokio mepiéyet 74,46 mg haxtoln povobdpikn (BAéne mapdypapo 4.4).

Pioglitazone Accord diokia T@wv 45 mg
Kda0e diokio mepiéyet 45 mg moyAitalovn (g vdpoyAmpikn).

Exdoyo(a) ue yvwotés opdoeig:
Ka0e d1okio mepiéyet 111,70 mg Aaktoln povobdpikn (BAEne mapdypago 4.4).
IMa tov TAfpn katdroyo TV ekddywV, PA. Tapdypoeo 6.1.

3. OAPMAKOTEXNIKH MOP®H
Atokio
Pioglitazone Accord diokio tov 15 mg

Ta dtokia etvar Agvkd £ VTOAEVKA, GPALPIKE, AUETKVPTO, U1 ETKOAVUUEVO SIOKI [LE EVIVTOUEVT
v évdelln ‘P’ ot pia mievpd kot tov aptBpd ‘157 oty dAin mievpd.

Pioglitazone Accord dwokia tov 30 mg
Ta dtokia eivor Aevkd £ VTOAEVKA, EMITEDN, COAPIKA, LN EMKAAVIEVA dioKia e AooTunuéva
axpa, pe eviumopévn v évoeign ‘P10’ ot pia mievpd kot tov aptBud 30° atnv GAAn TAgvpd.

Pioglitazone Accord diokia T@wv 45 mg
Ta dtokia eivor Agukd £ VTOAEVKA, EMITEDN, COUPIKA, LN EMKOAVPEVA dlokia pe AooTunuéva
axpa, pe evrumopévn v évoeign ‘P10’ ot pia mievpd kot tov aptBuod ‘45’ atnv GAAn Tigvpd.

4. KAINIKEYX IAHPO®OPIEX
4.1 OgpamevTiKég evocitelg

H moyAtalovn evdeikvutan mg de0tepnc 1| Tpitng ypouung Oepaneio tov tomov 2 caxyopmorn dtapntn
OTMC TEPLYPAPETUL TTIO KAT®:

¢ povodepameia

- o€ eviilikeg aobeveig (Bwitepa o vépPapovg acbeveig) ot onoiot dev pvBuilovron
TKOVOTIOUNTIKA e OlonTa Kot GOKNGT Y10 TOVG 0TTOI0VE OEV GUVIGTATOL 1) YOPTYNOT LETQOPUIVIG
AOY® ovtevdei&ewv 1 un-avoyng



¢ oA amd Tov oTépaTog Oepameia oe cuvOLAGUO LE

- HeTQopuivn, o€ eviilikeg acbeveig (101aitepa o€ VIEPPapovg acbeVEIQ) (e UN IKOVOTOTIKO
YAVKOLUKO EAEYYO TOPA TN YOPNYNOT TNG UEYIOTNG AVEKTG 000oNG povobepaneiog pe
HETQOppiVN

- GOVAPOVVAOVPIN, LOVO GE EVIAIKEG 0:60gVEIG GTOVG 0010V dEV glvar aveKT 1 LeTPOpUivn 1| o
acBeveic Tov 1 YopNYNoN TG LETQOPUIVIG OVTEVIEIKVLTAL, LE [UT] TKOVOTTOMNTIKO YAVKOLUKO
EAEYY0 TOPA TN YOPNYNON TNG UEYIGTNG AVEKTNG 000N C povobepameiog pe GovApovorovpia

o¢ TP antd Tov 6TOpATOG OgpanEia € GULVILAGUO [E
- UETQOPLIVY KOl poe covApovvrovpia, o€ eviihikeg acbeveic (101aitepa og vaépPapovg acbeveic)
LE U1 UKOVOTIONTIKO YAVKAYKO EAEYYO TOPA TN SITAT] OO TOL GTOUATOG OEPATEVTIKY Oy®YN.

Emunpdobeta, n moyAtaldévn oe Guvovaoud Ue tVGOLAIVY evOgikvuTaL GE EVAMIKEC 000EVELG e
GOKYOPMON O1aPfNTN TOTOV 2 GTOVE OTOIOVG dEV EEL EMTEVYDETL IKAVOTOMTIKOG YAVKOLUKOS EAEYYOG
LLE WVGOLALVY] KOl GTOVG OOOVE 1) HETQOP UiV KpiveTal akaTdAAnAn Aoy avtevdeitewv 1 ducaveiog
(BAéme mapaypoeo 4.4).

3 ¢wg 6 ufveg petd v Evapén g Bepaneiog pe moyhtalovn, ol aobeveic O mpémel va
EMOVEKTILOVVTOAL, Y10, VO a§10A0YEITOL 1] EMAPKELN TNG OvTOTOKPLoNG 0T Bepameia (T.y. peimon g
HbA ). Ze aobeveig ympic kavomom Tk avtomdkpion, | moyArtaldvn Oa mpénet va, SakdTTETAL.
AoapBavovtog oy Tovg SLVNTIKOVG KIvODVOUS TNG TAPATETAUEVTG Bepameing, ol cuvTayoypapoL
woTpol Ba mpémel va emPePaidvovy Ge PETAYEVEGTEPEG EMOKEWYELG POVTIVOG OTL 1] EVEPYETIKT OPACT)
™G moyAltalovng owatnpeitat (PAéne eddpio 4.4).

4.2 Aocoloyia Kol TPOTOG JOPNYNONS

Aocoloyia

H ayoyn pe moyitalovn puropel va Eekivd o 060¢€1g Tov 15 mg 1 30 mg, pia popd nuepnoing. H
yopryovuevn 66on umopet va avéavetar mg 45 mg, Aapfavopevn pio gopd nuepncing.

211 GUVOVAGUEVT OY@YT LE VOOVAIVT), 1| 101 YOPTYOVLEVT] OOGT IVGOLAIVNG Himopel va cuveyloBel kot
petd v évapén g Bepamneiag pe moyArtalovn. Edv ol acBeveic avagépovv vroyAvkapia, 1 d6om

NG WWGOLAIVIG Ba Tpémet va petwbet.

E1dwoc mAnfvoude

Himawuévor

Agv amonteiton Tpocappoyn e docoroyiag oe nAtKiopévoug acbeveic (PAEre Tapdypao 5.2). Ot
woTpoi Bo Tpémel va apyicovy TV aymyn He T YoUnAOTEPT duvath 066N Kol Vo TV avERcOoVY
Babaia, Waitepa 6tV 1 TOYATALOVN YPNCYLOTOLEITAL GE GUVOLAGUO UE VGOVALVT (PAETE
Tapdypoeo 4.4 Kotokpdtnon vypmv Kot Kapdlokn avenapKeLa).

Neppixy averdpreio

Agv amaiteitol Tpocupoyn e 60c0A0yiog oe aoOeVelg te dlaTopayE TS VEQPIKNG AEITOLPYiag
(kaBapon kpeatvivng > 4 ml/min) (BAéne mapdypago 5.2). Eneidn dev vdapyovv dtabéotpeg
TANPOPOPIEC GYETIKA UE TN YOpNYNoN o€ aobeveic mov vroPdAlovrol e arpokadapon,
moyMtalovn dev Ba mpémet va xopnyeitol o avtovg Toug acheveic.

Hromixn ovendpreio

H moyAtalovn dev Oa mpémet va yopnyeitan o€ acbevelg pe nrotiky avendpkela (PAETE mapdypapo
4.3 ko 4.4).



THoudrotpixos tAnBoouog

H acopddeia kot 1 amotelecpaticotnta Tov Pioglitazone Accord og madid Kot eprfovg kdtw tov 18
€TOV 0eV EYovv Tekunplwbel. Aev vdpyovv dabéoipa dedopéva.

Tpomog yopnynong

Ta dtokia moyArtalovng Aappdvovtol amd Tov 6TOHNTOG pia opd nuepnoing, pe N xopis eayntd. Ta
dloKia TPEMEL VoL KATATIVOVTOL e Eva TOTIHPL VEPO.

4.3 Avtevosielg
H moyltalovn avievdeikvotal o€ acbeveic pe:

- vrepevalctncio 6N dPUGTIKN OLGIN 1) GE KATO0 0TT0 TO, EKJ0YN TTOV OVAPEPOVTOL GTIV
Topaypopo 6.1

- KaPOLOKN OVETAPKELN 1) 16TOPIKO Kapdiakng averapkelag (NYHA Babuod I éwg IV).

- NTOTIKY AVETOPKEL.

- Swafntikn keto&émon

- evepyo KapkKivo oupoddyov KOGTNG 1 10TOPIKO KApKivou oupoddyov KOGTNG

- U S1EPELVIUEVT] LOKPOGKOTIKT] CLUOTOVPin

4.4 E10kég TPoEIdOTOMGELS KOL TPOPVAAEEIS KATE TN (p1jo

Koroxpdrnon vypov koi kopoloxi oVETGPKELo,

H moyitalovn pmopei va TpokoAEécel KaTaKpaTnoT vypdV, 1 0Toio UTopel v, ETOEIVMOGEL TNV
Kapdlakn averdpkelo. Katd v Bepaneio acBevdv mov xovv TovAdylotov évay Tapdyovia Kivduvov
Y TNV avamrTLEn GUUPOPTTIKNG KAPIIOKNG OVETAPKELNS (7). TPOYEVESTEPO EUPPAYLLO TOV
LLOKOPI0V 1] CUUTTOUOTIKY OTEPAVIOiN VOGO 1 6€ NAKIOUEVOVG), 0L YloTpol Ba Tpémel va apyicovy
pe T yopnAoTepn dvvatn do6om Kot va v avénoovy Badaio. Ot acbeveig Bo mpémet va
mopoakoAovBovvTal Yo onpeia | COUTTOMOTO KAPOIOKNE OvETdpKeLaS, avEnong Bapoug 1 oidnua,
€101KA eKEIVOL e PElUEV KOopdlakn Agttovpyia. [leprrtdoelg Kapdlokng OVETAPKELNSG EYOVV
avagepbei, petd v KuKAoEopia ¢ moyAtalovng, 0Ty avth xopnynnke o€ GuVILOGUO LE
WGOVAIVI 1 6€ 00OEVEIC e 16TOPIKO KOPILOKNG avemdpkelas. Ot acBevel Ba tpémet va
TapoKoAovOovVTaL Y10 OTUEIR | CUUTTOUOTO KOPIIKNG AVETAPKELNS, abENOTG BApovg 1] oldnua
otav 1 ToyAMTalovn ¥PNCIHOTTOLEITOL GE GUVOLACUO UE TNV WGOLAIVY. Emeldn] o0 1 tvoovAivn 660
Ko M ToYArTaldvn Exovv cLGYETICOEL e KOTAKPATNGT VYPOV, 1] TOLTOYPOVI XOPNYNON AVTOV
gvdéyetan va avEavel Tov Kivouvo gpeavions owdnpatoc. Metd v Kukhoopia 6ty ayopd, Exovv
eniong avapepOel TEPITTOGEIS TEPIPEPIKOV OONUATOG KOl KAPILOKTG AVETAPKELNG G 000eVEIS e
TOVTOYPOVN YPNON TOYMTALOVIG KOl L1 GTEPOELODV OVTIPAEYHOVOIDY QUPUAK®V,
ocoumephappavouévey tov ekdektik®v ovoactorénv COX-2. H aywyn pe moyAtrtalovn Oa mpénel va
SdwakonteTon edv mapatnpnel emPapuvon g kapdlakng Aettovpyiog.

Melém ékPaong TV kapdloayyelak®dv coppfopdtov g moyirtaldvng apayuatoromnke o
acBevelg pe caxyapmon dwfntn TOmov 2 nAkiag KATm TV 75 eTdv ko [e TpodTdpyovca cofapn
pakpoayystokn voco. IToyArtaldvn 1 etkoviko dapuoxo (placebo) mpootédnke ot vdpyovoa
ovTidtanTikn Kot Kapdloyyelakn Bepamneia, didpkelag o ToAv 3,5 étn. H pedétn avtn £de1&e avénon
TOV TEPIOTATIKMDV KAPIIOKNG OVETAPKELNG, KATL TO 0TToio dgv 0dnynoe o avénon g Bvnoudtntag
o1 HEAETN aVTY.

Hlukiouévor

H ypriion cuvovaopol pe vooviivn mpénet va eEETACTEL LE TPOGOYT GTOVG NAIKIOUEVOLE AOY® TOL
oLEAVOEVOL KIVOUVOL GoPapng KOPOLUKNG OVETAPKELNG.



Aappdvovtoc vTdyn Tovg Kvdhvoug Adym niikiog (edtkdtepa Kapkivog ovpoddyov KOGTNG,
KOTAYLOTO KO KOPOLOKT) OVETAPKELDL), 1) LGOPPOTIL TWV OQEADY KL TOV KIVOUVOV TPETEL VO,
e€eTaoTel TPOGEKTIKE TOGO TPV OGO KOl KOTA TN SIUPKELN TNG 0YWYNG OTOVS NAKIOUEVOLG,.

Kopkivoc ovpoddyov kvotnc

e HETU-0VAAVOT) ELEYYOUEVOV KAMVIKDV SOKIU®DV, ava@EPONKOV TLO GUYVE TEPITTOGELG KOPKIVOL TNG
0VPOOOYOV KVGTNG 6TV Opdda acBevmv mov Erapay moylrtalovn (19 neputtdoelg and

12.506 acBeveic, 0,15%) évavtt g opdadog eréyyov (7 nepimtdoetg and 10.212 acbeveic, 0,07%) HR
=2,64 (95% CI 1,11-6,31, P = 0,029). Metd v eaipeon tov acbevav, oToug omoiovg 1 £ékBeon oto
QAPUOKO NTOV UIKPOTEPT 0T EVa £TOG KOTA TO XPOVO TNG dIUYVIOOTG TOL KAPKIvoy TG 0upododyov
KOG, VPOV 7 TepttOcElS (0,06%) oty opdda ¢ moyAtalovng kot 2 teputdcets (0,02%)
otV opado eréyyov. Emdnuioloyikéc peréteg Exouvv emiong vmodei&el pikpn avénon Tov Kivohvou i
KOPKIVO TNG 0upodoyov KHOTNG o€ dtafntucong acbeveic mov £govv AdPet Bepameia pe moyirtaldvn,
LOAOVOTL €V EVIOTIGTNKE GE OAEC TIG LEAETEC GTATIOTIKA GNUAVTIKOG ALENUEVOC KivOLVOG.

Ot Tapdyovteg Kivdvvov yio Kapkivo ovpoddyov kootng Tpénet va a&loloynBovv mpwy v Evapén g
ayoyng pe moyittalovn (ot kivévvor mepthapufavouy v nAlKio, To 16TOPIKO Kamviouatog, tnv £ékbeon
0€ KOO0 ETOYYEAUATIKO TOpAYOVTa 1} TOPAyOoVTOo YN ueloepameiog .y, KUKAOPOGEAUISLO 1] oy®yn
pe aktvoPforia otV TuEAKN TepLoyn). OTOLONTOTE LOKPOGKOTIKY| OLUATOVPIN TPETEL VAL
depevvnBetl Tpv v Evapén e aywyng e moyAttalovn.

O1 aoBeveic mpénet va evnuepwBolv, va {ntrcovy dueca ) forndeta Tov 1wTpov Tovg 6V KaTd )

SUIPKELD TNG OY®YNG TOAPOVCIAGOLV LOKPOSKOTIKY aptotovpio 1 GALN COUTTOHOTO OGS Sucovpia 1
gnelyovsa ovayKn ovPNoNC.

HopoxolovOnan e nratiknc ASITOVPYIOC

"Exovv avaeepbel 6TaVIEC TEPITTOCELS NTATOKVLTTOPIKNG SVGAEITOVPYING, OO TV EUTELPIO KUTA TNV
KuKAogopia Tov Tpoidvtog otny ayopd (BAEne Tapdypago 4.8). g €K TOVTOV GLVIGTATOL O TEPLOOKOG
EAEYYOG TV EMIESDV TOV NTOTIKMOV EVEOUOV 6TOVG AcOEVEIC VIO aywyn pe ToyAttalovn. Ot Tég
TV NTATIKOV eviOp®V B mpémel va eAéyyovion Tpwv Ty Evapén e oywyng pe moyMtoldvn oe
O0Movg tovg acbeveig. H Bepaneia pe moyirtalovn dev Oa mpénet va Eekiva o acbeveig mov
nmapovctdlovv avénon tov nratikdv eviopmv (ALT > 2,5 @opég Tov avdTEPOL PLGLOAOYIKOV) 1| GE
acBeveic pe evoei&elg nmotikng mibnomng.

Metd v évapén g ayoyng pe moyAttalovn, GLUVICTATOL 1) TEPIOOIKT TOPAKOAOVON T TOV NAATIKOV
ev{OUOV GE TEPLOSIKE YPOVIKA StooTiUaTe, LE Baon tnv KAvikn ektiunon. Eav to exineda g ALT
BpeBovv TpumAdcio Tov aVMTEPOL PUGIOAOYIKOD, KOTA T SIAPKELN TG OY®YNG UE ToyAttalovn, ot
TEG avtég Ba mpémet va emaveéetacBovv dueoa. Edv o1 petpioeig g ALT mopapévovy 3-mAdoieg
TOV AVMTEPOV PLGLOAOYIKOD, 1| oYY We ToyAtrtalovn Oa mpémel va dakdmtetor. Edv o acbevig
EUPOVICEL CUUTTMOUUTO EVOEYOUEVIC NTATIKNG SVGAEITOVPYIOG, CLUTEPIAOUPAVOUEVIC TNG UN-
EPUNVELGIUNG VOUTIOG, EHETOV, KOWAAKOD AAYOVG, KOTWOOTS, avopeEiag Ka/f) GKOVpOYPOU®Y 00P@YV,
0o Tpémel va TporyLaToTolovVTOL LETPNGELS TV NTaTK®V evidumv. H amdeaon, oyetikd pe tnv
GUVEYIOT TNG AY®YNS UE ToYALTa OV 6TO GLYKEKPIUEVO aobevn, Oa Ttpémet vo. kabodnyeital omd o
KAviKd kot gpyaotnplokd svpnpata. Edv eppavictel iktepog, 1 yopnynon Tov poproKenTIKOD
10100KEVAGOTOG B0l TPETEL VAL SIOKOTTETAL.

AdEnon cwuotikod Bapovg

XTI KAMVIKEG peAéteg pe moyArtalovn mopatnphionkay evoeiEelg doco-eEaptdpevne ovénong Bapovg,
KATL TO OTO{0 LITOPEL VO, OPEIAETOL OE GLGCMOPELGT MITOVG KOl GE PEPIKES TEPUTTAOGELS VO oYeTIlETON
LE TNV KOTAKPATNON VYPAOV. e KATO1EG TEPIMTOGELG 1) avéNon Papovg pmopel va eival cOUTTOHO
KOPOLOKNG OVETAPKELNG, ETOUEVOG TO COUATIKO fApoc TV acbevav Bo mpémet va TapakoiovBeiton
TakTikd. O éleyyog e doTpong amoterel pépog ¢ Bepameiag tov draprntn. Ot acheveic Oa Tpémet
VOl EVILEPDOVOVTOL MGTE VO, AKOAOVBOVV avotnpd pia Satpoen) eheyyOUevVeV Beppuidmv.



Awazroroyio

Mio pucpn| eEddttoon tng aposealpivig (oxetikn peimon-4%) Kot Tov aipatokpit (oxetikn peioon-
4,1%) mopatnpnnke kotd ™ ddpKela TG ayyng pe moyTaldvn, AdY® OLHO0PULOGEDG.
ITapopotec petaforéc £xovv mapatnpndel oe acbeveic VO aywyn pPe LETPOPUIVN (CYETIKEG LELDCELG
g apoopapivig 3 - 4% kot tov apatokpitn 3,6 - 4,1%) kot og pikpotepo Pabud oe acbeveig vd
ay®yn Le GOLAPOVLAOLPIa Kol VGOLAIVT (oxeTIKEG LEtDOELS TG aupocatpivig 1 - 2% kot Tov
owpatokpitn 1 - 3,2%), 0TI GLYKPITIKES KAVIKEG LEAETEC LLE TNV oywyn Me ToyAttalovn.

Yroyivkayuio

Q¢ ovvémela TG av&avouevng evacinoiag oty eoviivn, ot acBeveic o1 omoiol Aappdvovv amd Tov
o1opaTog Bepameia S1TAov 1 TPITAOD GUVOLOCUOV pall He o covApovuiovpia 1 Suthn Bepaneio pe
WWGOLAIVT), eVOEYETAL VO SLATPEYOLV KIVOLVO ELOAVIONG 00GO-EEAPTAOUEVTG VITOYAVKOLUIOG KOl £TCL VoL
Katootel avaykaio n peiwon g 666Mg TS GOLAPOVLAOLPING 1) TNG VGOVAIVIC.

OpBoluikéc d1oaTopoysc

Metd ) KuKAOQOPi TOL TPOIOVTOC, AVAPOPES VEMV 1) ETOEIVMOONG TPOTYOVUEVOV TEPIGTATIKOV
dtafnTikod 0N UaTog TG ®YPAG KNAdag He eAATT®MON TNG OTTIKNG 0&0TNTAG, £X0VV TapaTnpNOel pe
T yopnynon Bsralordvedovav, coumeptiapavopévng g moyMraldvne. Apketol amd ovTohg TOvg
aoBeveig avépepav cLVLTIAPYOV TEPLPEPLKO oldNpa. Aev €xel emPePaiwbel cuoyétion trng
moyMtalovng Kol TNG ELPAVIONS O10NLATOG TG OYPAS KNALdAG aALd Ol waTpol Tpénet va ivort
EVILEPOL Y10 TNV EVOEYOUEVT] ELLPAVIGT] OONUOTOS TS OYPES KNAdag o€ acbeveic Tov avapépovy
SloTapayEC 6NV OXTIKN 0EHTNTA KOl ETOUEVIS GLVIGTATOL EI0TKN 0@BadoAoyikY eEétaon.

Alleg

& GUYKEVIPOTIKY] OVAALGT] TOV OvAPEPHEVTMV AVETIBOUNTOV EVEPYEIDV GYETIKMV LE KUTAYUATO, GE
TUYOIOTOMUEVES, EAEYYOUEVES, MAEG TUPAEG KAWVIKEC PEAETEG TTOV TTEPIAGUPOvaY TAV®D Ao

8100 yvvaikec acBeveic mov Adppovoy moyirtaldvn ko 7400 yovaikeg acBeveig mov AduPavoy aAleg
Oepameiec, cuvolkng didpkelag Em¢ kat 3,5 €11, TapatnpnONKe Lo avENUéEVN ETIMTOON KATAYLATOV.

Kozdayuoto topatnpndnkoy og 2,6% t@v yovorkov mov Eaafov moyArtalovn évavtt 1,7% tov
YOVAIK®V TOV APy GLUYKPLTIKO QappoKko. Agv Topatnpninke kopio avénon 6te 1060oTd
KATOYUATOV o8 dvipeg mov Erafav moyAttalovn (1,3%) Evavtt Tov cuykprtikold eoppdkov (1,5%).

H enintoon tov kataypdtov vroloyiotnke o6t rav 1,9 koatdyuate ava 100 avBpomo/étn ot
yovaikeg vd ayoyn pe moyartalovn kot 1,1 katdypota avd 100 avOpwmo/étn og yovaikeg vod aymyn
He ouyKpLTiKo pappoko. O mapatnpndeic emmAéov Kivouvog KOTAYUAT®V Y1 TIG YOVOIKES, G 0VTO TO
oVVOAO dedouévmvy TG ToyArtalovng, eivar emopévag 0,8 kotayuoto ava 100 avOpomo/ét.

2y kapdlayyelokn perétn kwvddvov PROactive mov smpknoe 3,5 1, 44 yuvaikeg acbeveic amod Eva
ovvoro 870 (5,1%, 1,0 xétoayua avd 100 dvOpmmo/étn) vad aywyn pe moyArtaldvn aviépepay
Katdypota, evo 23 yovaikeg acbeveic avépepay katdypota amd Eévo chvoro 905 (2,5%,

0,5 xotdypato ava 100 avBpomo/étn) Vo aywyn pe cLYKPLTIKO EApuaKo. Agv Topatnpndnie Kopio
avENGoN OTa TOCOoTA KATAYHAT®V o€ dvtpeg mov Elafoav moyAttalovn (1,7%) évavtt Tov GuYKPLTIKO
eapudkov (2,1%).

Mepikég emodnuoroykég pehéteg £xovv Oei&el mapopote aVENUEVO KIVOLVO KOTOYUAT®V Kol OE
GVOPEC KOl GE YUVOIKEG.

O «ivévvog KaToyUdTeVv TPETEL VO EKTILATOL KOTE TN OEpamenTikn aymyn TV acfevdv pe
moyAtalovn (PAéne mapdypago 4.8).



Q¢ cuvénela g evioyvong g dpdong g tvoovAivng, n Bepameio pe moyArtalovn oe aobeveic e
GUVOPOLLO TOAVKVGTIKOV WOBNKOV UTopel va ETPEPEL ETAVAANYT TG woppnéioc. Avtéc ol acbeveig
umopei va ekteBovv o€ kivouvo evdeyouevng eykopocivie. Ot acBeveic avtég Ba mpémel va
EVILEPOVOVTOL GYETIKA LE TNV EVOEYOUEVT EYKLLOGHVI KO GV 1) 0loBgVNG emBupel eykvopochvn 1| €6
glvon éyxvog, n aywyn 8o tpénet va dtokdntetan (PAERE Tapdypago 4.6).

H moyAtalovn o mpémet va yopryeiton e Tpocoyn KaTd T SPKELD GLYYOPNYNONG LE OVUGTOAELG
(1. yepeBpoliin) N eraywyeic (m.y. prooumikivn) Tov kKutoypmduotoc P450 2C8. O yAvKoukog
éleyyoc o pémetl va Tapakorovbeitor otevd. H mpocappoyn g 66omg e moyittalovng eviog e
GUVICTONEVNG 00c0A0Yi0G 1) Ol aAlayEG otny Bepameia Tov dwaprtn Oa npénel va eEetdlovton (PAEme
Tapdypoeo 4.5).

Ta dwokia Pioglitazone Accord mepi€yovv povoddpikr Aaktoln, EMOUEVOC dEV TPEMEL VOL XOPYOHVTOL
o€ aobevelg pe omavieg KANPOVOUIKEG dtoTapayEsg Omme 1 ducavesio g YOAAKTOLNG, 1] OVETAPKELD
g Aaktdong N n dvcamoppdenon g yAvkolnc-yaraxtdlng.

4.5 Aliemopaocsic pe GAro QUPRAKEVTIKG TPOIOVTO KAl GAAES POPPES ahinienidpaong

Meléteg arlndeniopaong éxovv deiket 6Tt 1 woyAttaldovn dev €xel Kapio OVCAGTIKN EMIdpacN 00TE
OTLG PAPUOKOKIVITIKEG OVTE OTIG POPLAKOSVVALIKES 1010TNTEG TNG dryo&ivng, Tng Papeapivng, TG
QAVOTPOKOVUOVIG Ko TNG PETPopuivine. H ouyyopniynon g moyArtaldvng e covipovorovpieg dev
Qaivetol va emnpedlel TIC PUPUAKOKIVITIKESG 1010TNTEG TG GOVAPOVLAOLPiaG. Melétec o avOpdmovg
£€0e1&av OTL Oev TOPATNPEITOL EMAYMYT] TOV KUPLOV EXAYMYILOL KuToXpdpotog P450, 1A, 2C8/9 kot
3A4. Otin vitro peléteg dev £(0VV TOPOLGLACEL KA EVOEIET OVAGTOANG OTOLOVONTOTE VITOTVITOV
ToV KuTtoypOUaTog P450. Aev avapévovtol aAANAETIOPAGELS [LE PAUPUUKEVTIKEC OVGIEG TTOVL
petaforilovion amod to Evivua avTd, OTMG T.Y. oTd TOL GTOUATOG CVTICLAANTTIKG, KUKAOGTOpiv,
AVTOYOVIGTEG AV acPeotiov Kot avactoleic tng HMGCoA pedovktdong.

Svuyyopnynon g moyittalovng pe yepeupoliin (éva avacstolén Tov kKutoxpdpotog P450 2C8) éxet
avapepBel 611 £xel cav amotédespa v 3TAdoia avénon g AUC g moyArtalovne. Katd )
ouyyopnynon He yeppupoliin, icmg etvar avaykaia, 1 peiwon ot 6001 g moyAltalovng emeidn
VILAPYEL TO EVOEYOUEVO HLOG DOGO-EEAPTOUEVTG ADENGNC TOV AVETIOOUNTOV EVEPYELDV. ZVVIGTATOL
GTEVY TOPUKOAOVON OGN TOL YAVKOIUIKOD EAEYYOL (PAéme mapdypapo 4.4). Zvyyopnynon g
moyMtalovng pe prpapmikivny (évav emaymyéa Tov Kuotoxpopatog P450 2C8) éxet avapepbel 11
empépet a peimon kotd 54% e AUC g moyMtalovng. Kotd t cuyyopnynon He pLpopmikivn,
iowg gtvar avaykaia, 1 adénon tng 66omg g ToyALTalovng. ZUVIGTATOL GTEVT TOPUKOAOVON G TOVL
yAvkapkov ghéyyov (BAEne mapdypapo 4.4).

4.6 T'ovipétnTo, KONON KAl Yorovyia

Eyxvpocivn

Agv vrapyovv emopkn 6eS0UEVA VIO OCQAAT Y0P YN O TNG ToYMTOLOVNG GE YUVOIKEG KOTH TN
duapkela tng komone. Kabvotépnon e avamtuéng Tov epfpvov topatnpnonke otig peréteg
yopnynong g woyArtalovng ota tepopatolmoa. To coppapa avtd opeiietar otn dopdon g
moyAtalovng ot HElmon TG UNTPIKNG VITEPIVGOLAVALLING KaOMS Kol TNG aVENIEVNS AVTIGTAOTG
GTNV WWOOVAIVI OV UEAVILETOL KOTA TNV EYKVHOGVVI LLE OMOTEAEGLLOL VO LELDVETOAL 1] TOGOTNTO
UETABOAIKOV VTOGTPOUATOG OV €ivor dStaBESIo Yo TNV avantuén tov epPpvov. H onuoacio avtod
TOV LUNYAVIGHOV 6TOVG avOpmmovg dev €xel e€axpifmbel kot emopévmg, N moyArtaldvn oev TPEmEL va,
yopryeiton kotd v Kinom.

OnAacpos

"Eyetl amoderyfel 6t ) moyhralovn aviyvevetal 6to YaAa apovpainv mov Onialovv. Aev gival yvooto
€av n moyArtalovn amofdrieton oto avBpdmivo untpkd yora. Eropévac, n moyitalovn dev mpémel
va yopnyeital oe OnAdlovoeg untépec.



Tovipémro

e peréteg yovipotnrtog oe {oa dev vpée kopia enidpact oto {euydpmua, TN YOVIHLOTOinon 1 6To
deiktn yovipdmrag,.

4.7 Emdpacels 6Tny IKavoTnTo 001Y161NS KUl YELPLGROD UNYOVAOY

To Pioglitazone Accord dev €yet kapio 1 (€L ACNUAVTY EXLOPUCT] GTIV IKAVOTNTA 001YNONG KO
YEWPLGLOD Unyavav. QoT000 01 060eVEiS OV TOPOVGIALOVY OTTTIKN dtoTopayn TPETEL VO Eivol
TPOCEKTIKOL OTOV 0dNyoUV N yepilovTon pnyoavec.

4.8 AvemOOuNTEG EVEPYELES

Katdloyoc ovemQountmv VEPYELDY GE LOPOT TIVOKO

O avemBOuntec evépyeteg mov mapatnpOnkav, oe peyardtepo Padbud (> 0,5%) cvykprikd pe to
gKoviKo edppoko (placebo) kot oe pepovopéveg avapopiéc, oe acobeveig mov Erafav moyAtrtalovn
OTIC SUMAEC-TVOAEC LEAETES, O100VTOL TAPOUKAT®, COUPOVA LLE TOVG TPOTEVOUEVOLS OPOVE KATA
MedDRA, ava opyovikd GOGTNHO Kot 0tOALTH cLyvOTNTa REdvions. Ot cuyvoTNTES ELPAVIONG
avapépovtal oG ToAD cuyveg (= 1/10), cuyvég (= 1/100 émg < 1/10), oyt ovyvég (= 1/1.000 £mg

< 1/100), omavieg (= 1/10.000 £wg < 1/1.000), ToAd omavieg (< 1/10.000), un yvootég (dev umopody
va ektiunovv pe Paomn ta dtbéotua dedopéva). Xe kKabe Kotnyopio opyavikod GUGTHUATOS, Ol
avemBounteg evépyeieg tavopovuviol oe Oivovsa oelpd cuYVOTNTAG EUPAVIOTG KOl OTT) GLUVEYELD GE
eBivovca celpd cofapdTnrtag.

AvemOounteg ZoyvoTNTO AVETMOOUNTOV EVEPYELDOV TN TLOYATALOVIG OV
EVEPYELES OspamevtiKn ayoyn
2OVOVUGIOG
Movo- pe pe pe pe
Ogpaneio | per@oppivn | 6ovAQOVL- | pET@OPRIVY] | YGOLLIVY
Aovpia Kol
GOVAPOVV-
Aovpia
Aondéeis kK
TUPUCLTOGELS
Aoipwén tov ouyxvn ooy ouyxvn ouyvn oV
OVMTEPOL
OVOTVELGTLKOV
GUOTNLOTOC
Bpoyyitioa oyl
TOPOPPLVO- oL ovyvi oy cvyvn oy cvyvn oy cvyvn oy cvyvn
KOATiTIO0




AvemOdunteg
EvEPYELEG

ToyvoTNTO OVETOOUNTOV EVEPYELDY TNG TLOYAMTALOVIG avd
OepamevTIKI] 0 yOYN

Movo-
Ospamneia

TovOvaopog

ne
RETQOPHIVY

TE
GOVAPOVV-
Aovpia

Tk
peT@oppivn
Ko
GOVAPOVV-
Aovpia

ne
VGOVLIVY

Neomhaopata
Kalon0n,
KOK010n ko pn
KaBoprlépeva
(meprrapfavovror
KUOTELS KOl
TTOADTTO0EC)

Kopkivog
0VPOdOYOV KOLOTNG

oL ovyvy

o1 cvyvn

o1 cvyvn

oy cvyvn

o1 cvyvn

Awtopayéc Tov
ULLOTTOUTIKOV
K01 TOV AEPPLKOD
GLOTIHNOTOG

ovopio

GLYVN

Awtopayéc Tov
UVOGOTONTIKOV
GLOTIHNATOG

vrepevatcincio
KoL OAAEPYIKES
avtidpdoeic!

N YvooTi

N yvoot

1N Yvoot

Hn Yvoot

N Yvoot

Awtopayéc Tov
petapoiopod ko
g Opéyng

VEOYAVKOiaL

oY1 cvyvn

oA LYV

GLYVN

0pedn avénpévn

oY1 cvyvn

Awtopayéc Tov
VEVPIKOD
GUGTILOTOG

vralcOncio

GLYV

GLYVN

GLYVN

GLYVN

GLYVN

KeEQOAOAYiol

GLYVN

oY1 oLV

CéAn

GLYVT

ovmvio

oY1 ovyvy

oY1 cvyvn

oY1 cvyvn

Oy ouyvy

oY1 cvyvn

Op0aipikég
owtapayés

omTiKy doTapoyn’

GLYV

GLYVN

oY1 oLV

oldnua g wypdc
KnAidog

1N Yvootn

M Yvooti

M YvooTi

M YvooTi

M Yvooti

Awtopayéc Tov
®T0g KO TOV
Aafopivlov

iAyyoc

oY1 cvyvn

Kopowokég
owtapayés

KOPOLOKT|
avendpkea’

GLYVT




AvemOdunteg
EvEPYELEG

ToyvoTNTO OVETOOUNTOV EVEPYELDY TNG TLOYAMTALOVIG avd
OepamevTIKI] 0 yOYN

TovOvaopog

Movo-
Ospamneia

ne
peT@oppivn

TE
GOVAPOVV-
Aovpia

Tk
peT@oppivn
Ko
GOVAPOVV-
Aovpia

ne
VGOVLIVY

AwoTapay£g Tov
OVUTVEVGTIKOV
GULGTILUTOG,TOV
0®dpaxo Kot Tov
pecofmpaxion

ovomvola

GLYVN

Awtopayéc Tov
YOGTPEVTEPIKOD

LETEOPIOUOG

Sy oy |

oo |

AwoTapay£g Tov
0£PNATOG KOL TOV
VT0S0PLOV 16TOV

£Qidpwon

SyLovpvh |

AwoTapay£g Tov
JVOGKELETIKOD
GUGTI|LOTOG KOl
TOV GUVOETIKOV
16TOV

KéToypo 0oton?t

GLYV

GLYVN

GLYVN

GLYVN

GLYVN

apBpodyio

GLYVT

GLYVT

GLYVT

0GLUAYia

GLYVN

Awtopayéc TOV
VEQPAOV KUl TOV
0VPOPOPMV 00DV

oaTovpio

GLYVN

yAvkolovpia

oY1 cvyvn

TpwTEIiVoLpia

oY1 cLYVN

Awtopayéc Tov
AVITOPAYOYIKOD
GUOTILOTOG KoL
TOV HOGTOV

GTULTIKY|
dvoAettovpyia

GLYVT

T'evikég
olaTopuyés Ko
KATAGTAGELS TNG
080V yopnyneng

Oidnua’

TOAD GLYVN

KOT®ON

oY1 cLYVN

Hapaxivikég
gkerdosig

ocouatikd Bapog
avénuévo®

oLUYV

oLYVT

oLYVT

oLYVT

oLYVT

KpPEATLVO-
POGPOKIVAOT
oipotog avEnuévn

GLYVT
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AvemOdunteg ToyvoTNTO OVETOOUNTOV EVEPYELDY TNG TLOYAMTALOVIG avd
EvEPYELEG OepamevTIKI] 0 yOYN
TovOvaopog
Movo- pe pe pe pe
Ocpameioa | pet@oppivny | covi@ovy- | peT@oppivy | weovhivn
Aovpia Ko
GOVAPOVV-
Aovpia
YOAOKTIKN oL cuyvn
apLOPOYOVAOT)
ovénpévn
OULVOTPOVOQE- Un yVooTn U1 YVOOTN U1 YVOOTN U1 YVOOT U1 YVOOT
pacm g aAavivng
ovénpévn 7

TIeprypoen emieyuévmv ovemfountwy eVEPYELDV

' Meté v xukhogopio £xovv avagepdei mepiotatikd avtidpdcoenv viepevaicOnciog o acdeveic
6TOVG 0oiovg yopnyHonke moyMtaldvn. Avtég ot avtidpdoelg meptiappdvovy avagula&io,
ayyglooidnua kot kvidmon.

20ntikn Swatopoayn] £xet avapepdel Kuping kotd T Evapén The aymyrc kot cucyeTiletan pe
UETAPOAEG TV EMTESWOV TNG YAVKOING alipaTog, AdY® TPOSMPIVIG S1OYKMONG Kot LETABOANG GTO
delktn 0140A00T G TOV OTTIKOV QOK®V, OTMG £XEL EMIONC TapatnpnOel Kot e GAAOLG VITOYAVKOLUIKODS
TOPAYOVTES.

33 eAEYYOUEVEC KMVIKEC LEAETEG, TO TOGOGTO EUPAVIOTG KOPIIOKNG OVETAPKELNG LE TN YOPNYNON TNG
moyAtalovng, NTOV TOPOLOL0 LE TO OVTICTOLYO TOGOGTO OTIC OUAOEG AGOEVDV [LE YOPTYNOT| EIKOVIKOD
oapuaxov (placebo), petpoppivng Kot covipovvrovpiag, avénonie OUwmc OTav XpnoLLonoOnke o
ouvdvoouévn Bepomeio pe tvooviv. Xe pia pelétn éxPaonc, acbevav pe Tpodmdpyovcso coPapn
HOKPOaYYEWKN VOGO, 1 cuyvotnTo cofapng Kapdlakng avendpkelog ntov 1,6% vynAdtepn pe
moyMtalovn ox' 0,Tt pe 1o slkovikd eappako (placebo), dtav avtd tpoctédnkay oe Oepameia wov
nepleAdpfove woovrivn. Evtovtolg, avutd dev odnynoe oe avénon g Bvnoudtrag o autiv
peAén. Ze avtv T peAétn pe acsBeveic mov eraupavay moyltalovn Kot tvGovAiv, VYNAOTEPO
m0G00TO 0G0evOVY e Kapdlokn averapKelo TapatnpnOnke otoug acbeveic nhkiog > 65 etdv, o
ovyKplon pe 0,11 6Tovg acbeveic nlikiog Katm tev 65 etdv (9,7% évavtt 4,0%). Xtovg acbeveic vd
WGOoLAIVY Ywpig ToyATaldvn, N ETITTOOT TG KapIlakNG avemdpkelog nTav 8,2% otovug acheveic >
65 etV oe ouyKpion pe 4,0% otovg acbeveig NAkiog KAt Tov 65 etdv. MeTd 11 KukAopopia TG
moyMtalovng, £xovv mapatnpnoel avapopEg KapdlaKg AVETAPKELNG, KOL EIVOL TTLO GUYVES OTOV 1|
ToyMtalovr YPTCULOTOLEITOL GE GUVOVAGHO [LE VGOVAIV 1] 08 0oBeVElg [IE 10TOPIKO KOPOIOKNG
OVETAPKELNG,

4 Tuykevipotueh avalvon SeERxdet oTIC avapepOEVTES AVETIOVUITES EVEPYELEG OXETUCEC E
KOTAYLOTO, 0TO TUYOLOTOINUEVES, EAEYYOUEVES, OIMAEC TVEAEG LEAETEC OV TTEpAGUPavay TEVe amd
8100 acbBeveic mov Aapupavayv moyittalovn ko 7400 acBeveic Tov AduPavay GuyKpITIKO GAPHOKO,
GUVOAIKNG dtdpketag Bepameiog £wg kot 3,5 £tn. YymAdtepn cuyvotnto Katayudtov mopatnpnonke
o€ yuvaikeg mov Adpfavav moyirtalovn (2,6%) évavit Tov cuykpitikod eappdakov (1,7%). Agv
mapaTnpnonke Kapio adENOT 6T0 TOGOGTA KaTOYUATOV 08 Avipeg oL EAafav moyAttalovn (1,3%)
£VaVTL TOVL GUYKPLTIKOD Poppdkov (1,5%). Tty kapdiayyelokn perétn kivdvvov PROactive mov
dmpxnoe 3,5 étn, 44 yovaixkeg acBeveic amd Eva obvoro 870 vid aywyn pe moyAttalovn (5,1%)
avépepav KoTdyuata, eva 23 yovaikeg acbeveic avépepav katdypata ond éva chvoro 905 vd aymyn
LE GLYKPLTIKO PAppoKO (2,5%). Agv TapatnpiOnke Kopio avénon oTo T0G0GTA KATAYHAT®OV O
avtpeg mov Ehafav moyAtalovn (1,7%) évoavit Tov cuykprtikov eappdakov (2,1%). Metd and v
KuKlogopia otV ayopd, £xovv avaeephel Katdypoto 06To0 TOG0 GE AVOPEC OGO KOl GE YUVOIKES
aoBeveig (PA. mapdypapo 4.4).

1"



> Oidnua £xet avagepet o€ 1060670 6 - 9% TV acbevdv ot omoiot EhaPav Oepomeia pe moyAttalovn,
TEPIOCOTEPO OO £V £TOG OE EAEYYOUEVEG KAMVIKEG LeAETES. Ta TOGOOTA EUPAVIONG OLONLOTOC Y10L TIG
GUYKPITIKEG OLLASES (TNG COVAPOVLAOVPING KoL TNG LETPOPUIVIG) NTaV 2 - 5%. Ot ovapopég
EUEAVIONG OONLLOTOG NTOV YEVIKA NTLEG £MG UETPLEG KOl GLVIOME OEV OALTOVGAY T OLUKOTY| TNG
ayoyne.

0 Te hvicéc pHeAETEC GUYKPLTIKEG e GANEC SPAOTIKEG OLGIES, 1| LEGT] OENGT] TOL GMUTIKOD PEPOVE,
oTNV aymy" g povobepamneiog pe moyltalovn frav 2-3 kg oe didpkeia evog £tove. [apopoia
avénon €xel mopatnpndet oty opada TV achevdv mTov EAafov GOLAPOVLAOLPIL GTNV AVTIGTOLYN
GLYKPLTIKN HEAETN. ZTIC HEAETEG GLVOVACUEVNG AYYNG TG ToyAMTalOVNG TapatnpnonKe otnv aywyn
HE PeET@Opuivn pia péon advénom tov couatikod Bapovg oe diapkela evog £Tovg katd 1,5 kg kot pe
pio covipovorovpia katd 2,8 kg. XTic cuykpitikég opddeg achevav mapoatnpnonke pio péon avénon
TOL COUATIKOV Bapovg katd 1,3 g pe ™ mpoohnkmn piag covilpovorovpiog oe acheveic vtd
HETQOPLIVN Ko pio péon peimon Tov copatikoy fapovg katd 1,0 kg pe ) tpochnin petpoppivng o
aoBeveic VIO aymyn pe pio GoOLAPOVLAOLPIC.

T ¥11c Khavicée pedétec pe moyArraloviy, 1 ouyvOTTa EReAaviong avénpévay petpicemv ALT, Tpelg
(POPES VA TOL OVATEPOL PLGLOAOYIKOV, TTOV TOPOUOLN LE TN GLYVOTNTA TOV UGHEVAV VIO EIKOVIKO
eapuako (placebo) ahAd LKpOTEPN GO TN GLYVOTNTA GTN GLYKPLTIKT OUAd0 TOV acHeVdY VIO
ay@yn He petgopuivn 1 pe covipovoriovpio. H péon tiun tov emmédnv tov Nratik®dv eviopmy oy
LEL®UEVT OTNV OUAda 060EVAOY VIO Ay®YT HE TOYALTOLOVT). ZTAVIEG TEPMTMOGELS AVENUEVDV
NraTK®V vOOI®Y KoL TOTOKVTTAPIKNG SLCAELTOVPYIONG £Yovv avaeepBel, Letd v KukAopopia Tov
QOPUAKOV. AV KO G TOAD GTOVIEC TEPMTMOELG 1) Hotpaia EkPaon €xel mapatnpnbel, n arttodoykn
oLGYETION dev €)el dievkpvicbet.

AvoQopd mBavoLoyOLUEVOV aVETBOUNTOV EVEPYEIDY

H avoapopd mBavoroyodevmy avemiBountmy evepyeumdv HeTd amd T Yop1yNnom Adelc KuKAOPopiag
TOV PAPUAKELTIKOD TPOTOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakoiovdnon g oyéong
0PEAOVG-KIVOUVOL TOV QOPUAKEVTIKOD TPOTOVTOG. ZNTelTol amd TOVG MOy YEALOTIEG TOL TOUEN TG
VYELOVOLUKNG TEPIBOAYNG VO, AVOPEPOLY OTTOLECONTTOTE THUVOLOYOVUEVES OVETIOOUNTEG EVEPYELEG
UEG® TOV €6VIKOD GUOTNUATOG AVOPOPAS TOV avaypapeTat oTo [lapdptmua V

4.9 Ynepdocoroyia

e KMVIKEG peléTeg opiopévol acbeveig Eafav d6celg ToyATaldvng VYNAGTEPES OO TNV AVATEPT
ocuvietOuevn 8001 TV 45 mg nuepnoing. H péyiom yopnyoduevn do6on, n omoia £xetl ovapepdei Kot
nrav 120 mg/Mmuepnoing yo téooepig nuépec kot katdny 180 mg/muepnoimg yio entd nuépeg, dgv
€xel ovoyeTiobel pe omolodnmote avemiBounto couPapa.

Yroyhvkoipio Pwopel vo LPAvIoTEL 6T GUVOVAGUEVT] XOPNYNOT LE COLAPOVLAOLPIEG 1 IVGOVAIVT).
SOUTTOUOTIKY AVTILETOTICT KOl YEVIKE VTooTNpIKTIKG pétpa Oo mpémel va Aapupdvoviol og
TepinTOON LIEPSOGOLOYING,

S. OAPMAKOAOI'IKEX IAIOTHTEX

5.1 @oppokodvvoptkES 1O10TNTES

doppakodepamevtikn Kotnyopio: @dppoka xpnoHonolodpeVe 6To dtapnTn, Yo T Heiwon Tov
GOKYAPOL TOV aipaTog, EKTOC VGOVAIVIG, Kwdwog ATC: A10BGO3.

O1 dpaoelg e moyAtalovng epeavifoviol HEc® g Helwong TG avTiotaong oty tvooviivy. H
moyAtalovn eAavnKe OTL dpa LEGM TNG EVEPYOTOINGONG EWOIKDV TUPNVIKAOV DITOS0YEMV
(evepyomompéVog YALLLO VITOSOYENS TOL TOALATAAGLOGTY TG TTEPOEElOUNG), N omoia odnyel oe
avénuévn evocHnoio TV KLTTAPWOV TOV HTOTOG, TOV ATOIOVS 1IGTOV KOl TOL HVOCKEAETIKOD
GUGTHIOTOG, COUPMOVO, LE TIC HeEAETEG ToV Telpapatdlowy. H Bepaneia pe moyhralovn Exet derybel
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OTL LELMVEL TNV NIATIKY TOPAYOYN TS YALKOING Kot avEdver Ty TpoOSAnYN TS YALKOING omd Tovg
TEPLPEPIKOVC 16TOVE GE KATACTAGELS OVTIOTOONG GTNV IVCOVALIVN.

O yAvkoipikog ELeyy0g, 6€ KOTAGTOOT VIOTELNG KoL LETOYEVUATIKA, PEATIOVETAL O a.c0eveig pe
TOTOVL 2 Gakyopddn dtufnn. O PeATiOpUEVOS YAVKALIKOS EAeyyog cvayeTiletan e pio peimon tov
GLYKEVTIPMOEMY TNG WVGOVAIVIG 6TO TAAGLN, GE KOTAGTACT VNGTENG Kot LETA otd T AW YEVIOTOG.
Mo kKhvikn) peAétn g moyAtalovng Evavtt g yAwholidng oe povobepamneio, Elafe mapdracn ota
dvo €1, e okomod v a&loAdynom Tov ¥povoL amoTuyiag ot pHOen Tov S (cav amotuyio
ot pvOomn opileton n epedvion Tiung HbA 1 > 8.0% petd and €& pnqveg Bepanevtikng aymyng). H
avéivon Kaplan-Meier £d€1&e 0T eppavicnke amotuyia ot pOOUIGT TOL JPNTN OE GLVTOUOTEPO
YPOVIKO drdoTnua Katd T povobepameio pe yAuhalion cuykpitikd pe tn povobepamneio pe
moyATalovn. Metd ta dvo £, n YAvkoyukn poden (opilopevn wg HbA .« < 8.0%) datnprnke
670 69% TV 0oBevav Tov Edafov moyAtalovn cuykpitikd pe o 50% tov acbevav mov Edapay
YAKAACION. e GAAN peAéTn), S1apKELNG 2 ETMV, GLUVIVAGUEVNG BEPOUTEVTIKNG aywyNG ToYAtTalovng He
PO KN petpopuivig Evavtt YAMkAaliong pe TpocsOfKn LET@OPUIVIG, 1| YAVKOLUIKY pOOLIoN,
VTOAOYILOUEVT] ®G 1) LEGT LETAPOAN amd TNV apykn T g HbA ¢, ftav mapopota peta&d twv 600
opadmV, Petd amd €va £1og Bepaneioc. To mocootd emdeivoong g HbA  katd T didpkela Tov
de0TEPOL £TOVC NTAV LUKPOTEPO BTNV OLLAdA TNG TOYMTALOVNG GUYKPLTIKE LLE TNV OULAdA TG
yAAalionge.

e perétn eheyyouevn pe eiovikd eappako (placebo), acBeveic mov mapd v Tpiumvn mepiodo
BeAtioTtomoinomng g aymyNg e WGOVAIVY elyav avemapkr YAVKOUIKO EAEYYO, TUYOLOTOONKAY GE
moyMtalovn 1 ewovikd eappako (placebo) yua 12 pnveg. Ot aoBeveig Aappavovtag moyAtrtalovn
glyav po péomn peiwon HbA L 0,45% évavtt ekelvaov mov cuvEXIGAV Vo AApBAvVoUY LOVO VGOVALVY,
KaBmg eniong kot peimon g 60ong TG tVGOLAIVIG 6TV opdda Tov AdpPave ToyAttalovn.

H avédivon HOMA bgiyvet 6t1 1 moyMtalovn Bedtidvel ) Aettovpyio Tov Prita-kuttdpmy kabdg Kot
av&avel Ty evacOnoia oty veovAivn. KAwviég peréteg didpketag dvo etcdv £6ei&av T dlathpnon
OVTOV TOV EMOPAGEDV.

Y& KMVIKEG PHELETEG dbpKeLag EVOG £TOVG, 1 ToyATtalovn £0e1Ee otabepn| PelwOT), GTATIOTIKA
ONUOAVTIKT, TOV KAGGLOTOC OABOVUIVIG/KPEATIVIVIIG GUYKPLTIKA LE TV OPYLIKT TLUN.

H enidpaon g moyhralovng (45 mg oe povobepaneio Evavtt eikovikod eappakov-placebo)
ueAethnke o pia pikpn pedét dupketag 18 efdouddwv, e acbeveic pe TOHmoL 2 cakyapmdon
Swaprtn. H moyAitaldvn cvoyetiodnke pe onpoavtikn avénon tov copotikov fapovg tav acbevav. H
gvamofeon AMmovg 0T GTAAYVIKY TEPLOYN LEWDONKE CNUAVTIKE EVO TopatnpnOniKe avénon g
gvamofeong Amovg oty vodopia (eEm-kothiakn) meployn. [lapdpotes petaforéc oV Katavoun
ATOVG GOUNTOC 0o TNV TOYALITa OV, GUVOSEVLOVTOL LIE EVIGYVOT] TNG EvacOnGiog TNV VGOVAIvT.

2115 ePLooOTEPEG KAMVIKEG LEAETES £X0VV avapepDel eEAATTOUEVA EMITESO OMK®DV TPIYAVKEPOI®V Kot
elebbepov Mmapadv o&fwv kot avénuéva, eninedo, HDL-yoAnotepding, GUYKPITIKA UE TO EIKOVIKO
oapuakxo (placebo), pe pukpéc, aAld Oyt KAWIKG onuovTikég avénoelg tov enmédwv e LDL-
YOANoTEPOANC.

Y& KAMVIKEG LEAETEG DLAPKELOG dVO ETMV, 1) TOYAMTULOVT LEIDMCE TO EMMESA OMKDY TPLYAVKEPISIMV Kot
elevbépov Mmapadv o&€mv, 6to TAdoa Kot avéEnoe ta enineda g HDL yoAnotepding cuykpitikd pe
T0 €1KOVIKO Qdppako (placebo), T petpoppivn 1 ™ YAKAalidn. H moyAlitaloévn dev mpokdiece
OTATIOTIKA oNUaVTIKEG avéNoelg ota emimeda tng LDL yoAnotepding cuyKpiTikd Ue TO EIKOVIKO
oapuaxo (placebo), evd petdoelg mapatnpnOnkay pe tn pet@opuivn kot ) yAwhalion. Ze peiém,
Suapxetag 20 efdopddwv, otny onoia petwdnkay ta enimeda TpryAvkepidioy vnoteiog, 1 moytalovn
UEIMGE KOl TNV UETAYEVLLOTIKT VITEPTPLYAVKEPLOALUIN, EXOPOVTIOC GTNV ATOPPOPNGCT KOL GTNV
nratikn ovvheon TV TpryAukepdimv. Avtd Ta amoTeEAEGUOTO HTaY avEEAPTNTA TNE EMIOPAOTG TNG
moyAMtalovng ot yYAvkapuio Kot S1EPEPOV GTATIGTIKG GNUAVTIKE, OO TO AVTIGTOLO TNG
YAPeVKAQUIONG.
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v PROactive, o khviky perétn Exfoong kapdiayyslokdv copPapdtoyv, 5238 acbeveis pe
GOKYOP®OT Ot TOTOL 2 Kol TPOHTAPYOVGH GOPaPT) LAKPOAYYELNKT VOGO TUYOLOTOMONKOV €
moyMtalovn 1 ewovikd appakxo (placebo) otnv dN vIaPYOVoA CVTISAPNTIK KOl KOPIIOYYELOKN
Oepaneia didpkelag To ToAD 3,5 €. O TANBuordg TG peAétng elye péso Opo nAkiog Ta 62 £tn. O
Hécog 6pog dtdpkelag Tov dafntn Nrav 9,5 €. Ilepimov 10 éva Tpito TV acbevmdv eAdpfoavoy
WWGOLAIV] 68 GLUVOLOCUO UE LETQOPUIVI Ko/T) covApovvrovpia. ['a va sloayBovv o1 acbeveic ot
perétn Ba Enpene va iyov vroPAnOel/ 1 vrootel £va M TEPIGGATEPQ OO TO TUPUKAT®: EULPPOYLLO TOV
LLOKOPOI0V, EYKEQOALKO, SLAOEPUIKT KOPILOKT TOPEUPAOT | GTEPAVINIO OPTNPLOKO TOPAKAUTTIIPLO
udéoyevpa, 0&H oTEPOVINio GHVOPOLO, GTEPAVININ OPTNPLUKT] VOGO 1) TEPLPEPIKT OPTNPLUKT|
AmOPPOKTIKN VOco. [lepimov o1 picoi amd Tovg acbeveig eiyav £va TPoNyoUUEVO EUGPAYLLO TOV
pvokapdiov kot wepimov 20% elyav vrootel eykepoikod. Iepimov o uoodg TAnBuouog TG LeAéTng gixe
TOVAGYIGTOV 600 07T TO KOPILOOYYELOKA KPITHPLL EI0AYMYNG 0T HEAETY. Zxedov dhot ot acheveic
(95%) eraupavay EOPUOKEVTIKE 1010GKELACUATO, Y10, KOPIL00YYELNKT VOGO (B1To amoKAEIOTEC,
avaotoieic petatpenticon evibpov (ACE), avtayoviotég ayyslotevaivig I, amokdelotéc Stovimy
acPeotion, ViTpmON, S10VPNTIKA, ACTLPIVY, GTATIVEG, PIUTPATES).

ITaporo mov N pHeAétn améTuye OGOV aPOPA TO TPOTEVOV TEAMKO TNG ONLELD, TO 0moio TEPAGpPave TO
GUVOAO TOV TOPAKAT®, BvnTotnTa aveoptnTov artiag, un Bovatneopo EUEPayLLo. ToL LLoKapdiov,
£YKEPOAIKO, 0&D 6TEQAVINiO GVVIPOUO, GOPapd aKPOTNPLUCUO KATO AKp®V, ETOVOYYEimoN
OTEPOVIOIMV KOl ETOVAYYEINOT TOV KATWO AKPOV, TO OTOTEAECUATO TG OUMG ATOEKVOOLY OTL N
yxpNon TG moyhralovng oe oyetileton pe kapdioayyelakés pakponpodecues avnovyies. [lapora avtd
0l EMTTOOELS TOV OONUATOG, TNG avénong Papovg kot TG KapdloKNg aveTapkelag avénonkay. Agv
mapotnpnnke avénon g BvnopudTnTag amd KapdSlaK OVETAPKELD.

TMoudwarpikdc TANOvoudC

O Evponaikoc Opyaviopog apudkmv xel dOCEL AmaALayn 0md TNV VTOYPEMST VIOPOANG TV
anotelecpdtov TV peEleT®V pe To Pioglitazone og OAgg TIC LTOKATYOPIEG TOV TALSATPIKOD
TANOLG OV oToV Zokyapmdorn Awafntn Tomov 2. BAéne mapdypapo 4.2 yio IAnpoopiec GYETIKA LE
TNV TOLSIALTPIKT YPNON.

5.2 DoPPOKOKIVITIKES 1O10TNTEG
Amoppognon

Metd v amd Tov GTOUOTOC YOPYNON, 1 TOYALTALOVT TOPPOPATOL TAYXVTATO, KOL Ol LEYIGTES
GUYKEVTIPMGELS TAACUOATOG TNG OAUETAPANTNG ToyAMTalOVNG 6TO TAGGHA EMLTVYYXAVOVTOL GLVNB®G
EVTOG 2 OPAOV PETA TN YopNYNoN TS AvAAoyeg AVENGELS TG CLYKEVIPWOOTG GTO TAAC LA

mapatnpn Koy pe 06celg evpovg 2-60 mg. Katdotaomn otabepr|g cuykEVIp®oNG EXITVYXAVETOL LET
amo 4-7 nuépeg yopnynong. Ot emavadapfoavopeveg 00GELG OEV £X0VV G ATOTELEGILN T1] CLGGMPEVCT)
g ovoiag N TV petafoltav e H anoppoopnon dev emnpedletor amd tn Ayn tpoens. H amdivtn
BrodiabeoipotnTo givan peyorotepn amo 80%.

Koatavoun

O 6ykog katavoung £xet extyunei 6t givar 0,25 IV/kg otovg avBpmmovc.

H moyhralovn kabdg kat ot dpaoTtikol HeTaPOAITEG AVTHG OEGUEDOVTOL EVPEDS OO TIG TPWTEIVES TOL
T dopatog (> 99%).

Bulougtooynuotiopnde

H moyAtalovn vidkertor og onpavtikd Nratikd HETOPOAICUO HECH VOIPOELAMMONG TOV AAEIPATIKMOY
HEBVAEVIKOV Opddmv avtig. Avtd yivetar kupimg pécm Tov kutoypmuatog P450, 2C8, dpmg kot
moAlamAol dALOl 160TVTIOL IGmG epmAékovTar og pKkpoTepo Padud. Tpelg amd tovg €51 YveoTohg
petaforiteg eivan dpactikol (M-I, M-I, ka1 M-IV). Aappavopévng veoymn tng opacTIKOTNTOGC, TG
GUYKEVTPMOTG TAACUATOS KOL THG TPOTEIVIKNG TOVE dE0UEVOTC, 1] TToYALTaldvn Kot 0 petafoiimg
avtig M-I cuvelopépovv 16060vaun arotelecuatikotnta. Bdon tov idiov petpioemy, o
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petoforitng M-IV empépetl TpImAdoia amoTEAEGHOTIKOTNTA OO VTN TNG TOYAMTALOVIG, EVA M
GYETIKN OMOTELECUATIKOTNTA TOVL peTafforitn M-II eivan eddyio.

X n vitro Peléteg oev €xet onpelmbel kapio EvoeiEn ot  moyATaldvn avasTEAAEL OTO0ONTTOTE
VIOTLTIO TOL KLTOYPDLOTOC P450. Etov AvBpmmo, dev LIAPYEL ETAY®YN TOV KOPIOV EXAYDYIUMOV
1ooevliumv Tov P450, 1A, 2C8/9 kor 3A4.

Meléteg ardndenidopaong Exovv deitet 6Tt n moyAttalovn dev £xel Koo OVCIUOTIKT EMIOPACT OVTE
OTIC POPUOKOKIVITIKEG OVTE OTIG POPUAKOOVVAUIKES 1010TNTEG TG dryo&iving, Tng Bappapivng, TG
QOLVOTPOKOVUOVTG KO TNG LETQOPLIVIG. Zuyyopnynomn g moyArtalovng pe yepeurpoliin (évag
avaoToAEG TOV Kutoypopatog P450 2C8) 1 pe prpapmikivn (€vag ETaym®y£0s TOL KUTOYPMUOTOG
P450 2C8) &yetl avapephei 6T avEdvel 1 HEIDVEL, OVTIGTO(M, TN CLYKEVTP®ON TNG TOYATAOVNG OTO
mAdoua (PAEme mopdypoo 4.5).

AmofoAn

H padioceonuacpévn moyiraldvn HeTd TNV 0td TOV GTOUATOS YOPTYNoN TG 6ToV AvBpmTo,
aviyveudnke kouping ota koémpava (55%) Kot o pkpoTepn TocdTNTA 6T 0Vpa (45%). Xta (da, povo
L0, JUKPT TOCOTNTO OUETAPANTNG oy MTaldvng aviyvendnke oTa ovpa 1 6To KOTPOvVa. TOV
avBpwmo, n péomn Nuuepiodog amoforng amd to TAAGHO TNG AUETARANTNG ToYAITalovng etvar 5 ém¢ 6
MPEG KO YLoL OAOVG TOVG EvEPYOVG peTafoliteg g 16 éwg 23 dpec.

Hiwopévol

Ot QopHOKOKIVITIKEG 1O10TNTEG TNG 6TAdEPTG KATAGTOONG vl Tapdpoleg 6Tovg acbeveic nikiog
v TV 65 eTOV OIS Kol 6TOVG VEOTEPOLS acheVEiS.

Aocbeveic ne VEQPIKN OVETOPKELD

e aobeveig e VEQPIKT AVETAPKELQ, 01 GUYKEVIPAOGELS OTO TAACHO TNG TOYALTALOVNG Kot TV
UETAPOAT®V TG lvor YOUNAOTEPES OO EKEIVEC TOV TAPAUTIPOVVTOL GE GTOO LLE PUCIOAOYIKN
VEQPIKN Agttovpyia, 0oAAG e Tapopola kGBapon NG UNTPIKNG OVGING, HETA TNV ad TOV GTOHOTOG
yopriynon. Eropévac, n cvuykévipwon erenbepng (Un decpevpévig) moyMtoldvne mapapével
OUETAPANTY.

AocBOeveic e NIoTIK) OVETAPKELD

H ocvvolikn cuykévipmon g moyAltalovng 6To TAACUO TOPOUEVEL AUETAPANTN aALA e avénuévo
oyKo katavounc. Emopévac, peioveral n evooyevig kaBapon, cuvodeuOUEVT| e LEYAADTEPO LN
deopevpévo KAdopa moyltalovng.

5.3 Mpoxivikd dedopéva yia TNV a6PaieLo

e to&iKoroyiKég LeAéTeg, aENGT TOL OYKOV KOTOVOUNG TAAGLOTOG LLE OHOUPOimaT], ovotpio Kot
OVOGTPEYIUN EKKEVTPT KOPILOKT DIEPTPOPia TV GTUOEPA EUPAVIG HETA OO YOPIYT|ON
ETOVOLOUPAVOUEVOV SOCEMV GE TIOVTIKOVG, 0povpaions, koveg kat mifnkove. Emmpocheta
mapotneROnKay avénuévn evamodeon Aimovg Kot Mmddng dtndnom. Avtd ta, svppoTa
mapaTnPNONKay ota TEPAPATdlOa 68 CLYKEVIPMOOELS TAAGHATOC < 4 pOpES TNG KAMVIKNG EkOEOTS.
2115 peréteg mepapotolmav pe moyilrtalovn tapatnpndnke kobvotépnon oty avantuén TV
euPBpdwv. To yeyovdg awtd opeiletatl otn dpdomn g moyArtalovng otn Ueimon TS UNTPIKNG
VREPVoOVAVOLLiRG KaBMDG Kot TN avénévig avTioTacng TNV WGoLALv) 1 omoia speavileton Katd
TNV EYKLLOGUV LE OMOTELEGLO VOL LLEUDVETOL 1] TOGOTITA TOV LETAPOAMKOV VIOGTPOLUATOS TOL Etvat
Stabéotun yro v avamtuén tov euppvov.

H moyAtaldévn otepeitat duvntikig yovidlokng ToEIKOTnToG 6T0 GOVOAO T®V in Vitro Kl in vivo
SOKIHOOIDV YOVISLOKNG TOEKOTNTAG. AVENUEVT] GLYVOTNTA ERPOVICEMG VITEPTANGING (GE APPEVES KoL
o€ OAelg) kat 0YKkmV (o€ dppevec) Tov emINAIOL TG 0VPOSGYOV KDGTEMG TOPATPNONKE O
apoLPAioVg HETE OO YOPTYNON TOYALTALOVNG Yo ¥POVIKO dtdotnpa £0¢ 2 £Tn.
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O oyNUOTIGUOG KOl 1) TOPOVGia OVPOMOWV LLE GLVETOKOAOLON PAEYLOVT] KOl LITEPTANGIN BempriOnKay
dedopéva og PnyavioTikn Paon yuo v mopatpndeica avantuén o0ykov o dppeva apovpaio. Mia
UNYOVIGTIKT LEAETN 24 unvadv G€ ApPEVEG apovpaiong KATESEIEE OTL 1) XopNynom ToyAtalovng
0dNyNoe 6e ALEAVOLEVT) GLYVOTNTA ELPAVIONG VITEPTAUCTIKMY OALAY®DV 6TV KOoTN. H dtontntikn
o&vvion peiwoe onuavTikd, 0ALG dev avEGTEILE TN cVYVOTNTO EULPAVIonS OYKmv. H mapovoia
UIKPOKPUGTUAA®V ETOEIVMGE TN VAEPTAAGTIKY AOKPIoT] 0AAG dev BempnOnke N apyikn outic TV
VIEPTAACTIKAOV dAAay®V. H attiodoyikiy cuey£Tion o€ avBpdmovg svpnuUdTOv OYK®V GE Appeva
apovpaio dev pumopel vo amoKAEICTEL.

Agv mopatnpninie avantuén 6yKov 6g TOVIIKOUS Kot TV 600 pOA®V. Agv mapotnpOnke
VIEPTAQGIO TNG OVPOSOYOV KOGTEMG G€ KOVEG N O KOS UETA TNV ay®yn He ToyArtalovn yia
YPOVIKO dtdoTnua £mg 12 pnveg.

e éva povtélo melpapatélomv pe otkoyevn adevopatodn moivmodiaon (FAP), n Oepaneio pe 600
ddhec BeraloMdvedioveg mpokaiese avEnon e £KTAONE TOV KapKivov Tov mayéog evtépov. H
OITIOAOYIKT GUGYETION TOL EVPNLATOG CLTOV OeV Exel e&akpPwbet.

A&oroynon lepiforrovicod Kivovvou (ATIK):
Kopia mepiparlovtikn enidpacn dev avouéveTal 0md TNV KAVIKN YpNoN TS ToyATalovng..

6. DOAPMAKEYTIKEX TAHPO®OPIEX
6.1 Katdroyog ekdoymv

Koapuerrdln acPectiovyog
Ydpo&umpomviokuttapivn

Aoktoln povoidpikn

Mayviolo oteotcod

6.2 Aocvpfoatotnreg

Agv gpapudletat.

6.3 Awpkera Long

Pioglitazone Accord diokia tv 15 mg: 3 ypovia.
Pioglitazone Accord diokia tv 30 mg/ 45 mg: 4 ypdvia.

6.4 Iowitrepeg mpourders katd T @OLAEN TOV TPOIOVTOG

To @uappakevTiKd 0vTd TPOIOV dev amattel WaitePEC GLVONKEG PUAAENC.

6.5 @Yon Kol GLOTATIKA TOV TEPLEKTT

Alovpivio/meptéktng adovpviov (koyélreg), o€ cuokevacieg Tov 14, 28, 30, 50, 56, 84, 90, 98, 112
Kot 196 diokimv.

Mmropei vo, un KuKAOQOPOUV OAEG 0L GUGKEVOGIES.

6.6 Iowitepec mpo@uvrders amdppryng

Kopia €181k vroypéwmon yuo amdppyn.
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7. KATOXOX THX AAEIAYX KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Iomavia

8. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/11/722/001-010 (14/28/30/50/56/84/90/98/112/196 diokia o KuyEAN ahovviov/aAovptvio)
EU/1/11/722/011-020 (14/28/30/50/56/84/90/98/112/196 d1ckio. o€ KoyéAn alovpviov/aAovpuviov)
EU/1/11/722/021-030 (14/28/30/50/56/84/90/98/112/196 diokia og kKuyéAN ahovpviov/oaAovpviov)
9. HMEPOMHNIA IIPQTHYE E'KPIZHX/ANANEQXHY. THX AAEIAX

Huepounvia mpodng €yxpiong: 21 Mépriog 2012

Huepounvia televtaiog avavémong: 5 Aexéufpn 2016

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agntopepn TANPOPOPLOKE GTOLXEID Y10l TO TOPOV PAPUAKELTIKO TPOIOV gival SabEc1a 6TOV dIKTLOKO
t6mo Tov Evpanaikod Opyavicpod Oopudkov http://www.ema.europa.eu
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ITAPAPTHMA 11
HAPAT'QI'OI YIHEYOYNOI I'TA THN AIIOAEEMEYXH TQN ITAPTIAQN
OPOI'H NEPIOPIXMOI XETIKA ME TH ATAGEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHZEIX THX AAEIAY KYKAO®OPIAX
OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AMMOTEAEZIMATIKH XPHZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAT'QI'OI YHHEYOYNOI I'TA THN AIIOAEEMEYXH TQN ITAPTIAQN

Ovopa kot dtevbvuven Tou(Tev) Tapaymyov (V) Tov eival veedBuvog(ot) Yio TV OT0dEGUEVCT| TOV
TopTidmv

Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50,95-200 Pabianice, ITolwvio

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéyn,
OALavdio

270 £VTUTIO QUALO 0NYIDV XPNOTG TOV PUPLOKEVTIKOD TPOTOVTOC TPEMEL VAL OVOYPUPETOL TO OVOLLNL
Kot 1 d1evBvVoT TOL TAPUCKELAGTH TTOV Eival VTEHOVLVOG YIX TNV ATOSEGUEVGN TNG CYETIKNG TAPTIONS.

B. ‘OPOI'H ITIEPIOPIXMOI XXETIKA ME THN AIAGEXH KAI TH XPHXH
DoproKeLTIKO TPOTIOV Y10 TO OTOL0 AMOLTEITOL LOTPIKT] GUVTOYT.

T. AAAQOI OPOI KAI AITAITHZEIX THX AAEIAYX KYKAO®OPIAX

. Ex0¢oe1g Ileproducig MapakorovOnong tne Ac@dielog

Ot amotnoelg yio v voPoAn ekBécemv TEPLOSIKNG TaPOKOAOVONGNG TG AGPAAELNG
Y10 TO €V AOY® QOPUOKEVTIKO TPOIOV 0pilovTal GTOV KOTAAOYO LE TIC UEPOUNVIES
avapopds s Eveong (katdAoyog EURD) mov mapatiBetatl otnv mapdypago 7, Tov
apBpov 107y, tg odnyiog 2001/83/EK kot ke emaxdAovdng entkopomoinong 6mmc
ONUOGIEVLETAUL OTNV EVPMTATKT STKTLOKT] TOAN Y10, TOL QAP UOKO.

A.  OPOI'H HEPIOPIZMOI XXETIKA ME THN AX®AAH KAI AHOTEAEXMATIKH
XPHZIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Yyéowo Awyeiprong Kiwvovvou (XAK)

O Kdroyog Adeiag Kukhopopiag Ba die&aydyet Tic amartovpeveg dpactnplotnteg Kot mopeUPAacelg
QOPUAKOETOYpOTVT|ONG OT™G Topovctdaloviatl 1o cuupwvniév ZAK mov napovoidletol otnv
evotnra 1.8.2 g adetag Kukho@opiog Kol 0TolecOMTOTE ETOKOAOVOES EYKEKPIUEVEC avafemPNOELg
Tov ZAK.

‘Eva emucoporompévo LAK Oa mpénet va kototebet:

e Letd and aitnua tov Evponaikod Opyavicpod Oappakoy,

OTOTEONTTOTE TPOTOTOIEITOL TO GUGTNIO SLOYEIPIONG KIVOVVOD, EIIKA M OMOTEAEG U, ANYNG VEDV
TANPOPOPLOY TOV PITOPOVY VO ETLPEPOVY CNUOVTIKY] OAACYT] OTN GYECT 0QELOVC-KIVOUVOL 1) (G
OTOTEAEC LA TG EMITEVLENG EVOG GNUAVTIKOD OPOGT|LOL (PUPHOKOETOYPVTVIOT 1] EAULYLOTOTOINGT
Kvduvov).

19



ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIXHMANXZH
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pioglitazone Accord 15 mg diokia
TToyMtaldvn

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Ka0e diokio mepiéyet 15 mg woyAtalovn (og vopoyAmpikn).

3. KATAAOT'OX TQN EKAOXQN

ITepiéyet emiong Aaktoln povoidpik.
BA\éme pOALO 0ONYIOV Y10 TEPALTEP® TANPOPOPIES.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Aokio

14 dioxia
28 diokia
30 diokio
50 diokia
56 diokia
84 diokia
90 diokio
98 diokia
112 éiokia
196 é1okia

‘ S. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

AwPdote T0 OUAALO 0ONYIDOV TPV Ao T XOPYNOoN.
Amo6 oTOUATOC YPNIOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALd1d.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)
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8. HMEPOMHNIA AHEHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAETAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

[omavia

12. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/11/722/001 14 dwokio
EU/1/11/722/002 28 diokio
EU/1/11/722/003 30 diokio.
EU/1/11/722/004 50 dioxio.
EU/1/11/722/005 56 diokio
EU/1/11/722/006 84 diokia
EU/1/11/722/007 90 diokia
EU/1/11/722/008 98 diokio
EU/1/11/722/009 112 éioxio
EU/1/11/722/010 196 éiokio

13. APIOMOX ITAPTIAAX

TToaptida

14. TENIKH KATATAEH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITAL LOTPIKT CUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

Pioglitazone Accord 15 mg
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17. MONAAIKOXZ ANAI'NQPIXTIKOX KQAIKOX — AIXATAXTATOX
I'PAMMQTOX KQAIKAX (2D)

A160100T0TOG YPOUU®TOS KddKaG (2D) mov pépel Tov TEPIANPOEVTO LOVAITIKO aVOyVOPIGTIKO
KOOKO.

18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA
AITIO TON ANOPQIIO
PC:
SN:
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EAAXIXTEX ENAEIZEIX IIOY PEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHHOY KYYEAHX 'H XTIX TAINIEX

BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pioglitazone Accord 15 mg diokia
[MoyAtalovn

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Accord (Logo)

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA XTOIXEIA (I'MTA HMEPOAOI'TAKEX XYXKEYAXIEY)
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pioglitazone Accord 30 mg diokia
TToyMtaldvn

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Ka0e diokio mepiéxet 30 mg woyArtalovn (og vopoyAmpikn).

3. KATAAOT'OX TQN EKAOXQN

ITepiéyet emiong Aaktoln povoidpik.
BA\éme pOALO 0ONYIOV Y10 TEPALTEP® TANPOPOPIES.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Aokio

14 dioxia
28 diokia
30 diokio
50 diokia
56 diokia
84 diokia
90 diokio
98 diokia
112 éiokia
196 é1okia

‘ S. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

AwPdote T0 OUAALO 0ONYIDOV TPV Ao T XOPYNOoN.
Amo6 oTOUATOC YPNIOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALd1d.

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIE), EAN EINAI ATAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX
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AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAETAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

[omavia

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/11/722/011 14 éokio
EU/1/11/722/012 28 dwokio
EU/1/11/722/013 30 dwokio
EU/1/11/722/014 50 dioxio
EU/1/11/722/015 56 dwokio
EU/1/11/722/016 84 diokia
EU/1/11/722/017 90 diokia
EU/1/11/722/018 98 diokio
EU/1/11/722/019 112 éioxio
EU/1/11/722/020 196 éickio

13. APIOMOX ITAPTIAAX

TToptida

14. TENIKH KATATAEH I'TA TH ATAGEXH

DopUAKEVTIKO TPOTOV Y10 TO OTOI0 AMOLTEITOAL LOTPIKT CUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

Pioglitazone Accord 30 mg

I'PAMMOQTOX KQAIKAX (2D)
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A163146TATOG YPAUU®TOS KOOKAG (2D) Tov @épeL ToV TEPIANPHEVTA LOVASIKO AVOYVOPLETIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA
AITO TON ANOPQITIO
PC:
SN:
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EAAXIXTEX ENAEIZEIX IIOY PEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHHOY KYYEAHX 'H XTIX TAINIEX

BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pioglitazone Accord 30 mg diokia
[MoyAtalovn

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Accord(Logo)

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA XTOIXEIA (I'MTA HMEPOAOI'TAKEX XYXKEYAXIEY)
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pioglitazone Accord 45 mg diokia
TToyMtaldvn

2. YXYNGOEXH XE APAXTIKH(EX) OYXIA(EYX)

Ka0e diokio mepiéyet 45 mg woyArtalovn (oG vopoyAmpikn).

3. KATAAOT'OX TQN EKAOXQN

ITepiéyet emiong Aaktoln povoidpik.
BA\éme pOALO 0ONYIOV Y10 TEPALTEP® TANPOPOPIES.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Aokio

14 dioxia
28 diokia
30 diokio
50 diokia
56 diokia
84 diokia
90 diokio
98 diokia
112 éiokia
196 é1okia

‘ S. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

AwPdote T0 OUAALO 0ONYIDOV TPV Ao T XOPYNOoN.
Amo6 oTOUATOC YPNIOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALd1d.

7. AAAH(EY) EIAIKH(EYX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EX)

30



8. HMEPOMHNIA AHEHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

10. TAIAITEPEX TIPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAETAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

[omavia

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/11/722/021 14 Swokia
EU/1/11/722/022 28 Swokia
EU/1/11/722/023 30 Swokia
EU/1/11/722/024 50 Swokia
EU/1/11/722/025 56 dwokia
EU/1/11/722/026 84 dokia
EU/1/11/722/027 90 dokia
EU/1/11/722/028 98 diokia
EU/1/11/722/029 112 dwokia
EU/1/11/722/030 196 diokia

13. APIOMOZX ITAPTIAAX

MMoptida

14. TENIKH KATATAZH I'TA TH AITAOEXH

DopHoKeLTIKO TPOTOV Y10 TO OTOL0 AMOLTEITOL LOTPIKT) CLUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. IAHPO®OPIEX XE BRAILLE

Pioglitazone Accord 45 mg

I'PAMMOQTOX KQAIKAX (2D)
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A163146TATOG YPAUU®TOS KOOKAG (2D) Tov @épeL ToV TEPIANPHEVTA LOVASIKO AVOYVOPLETIKO
K®OKO.

18. MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA
AITO TON ANOPQITIO
PC:
SN:
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EAAXIXTEX ENAEIZEIX IIOY PEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHHOY KYYEAHX 'H XTIX TAINIEX

BLISTER

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Pioglitazone Accord 45 mg diokia
[MoyAtalovn

‘ 2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

Accord(Logo)

‘ 3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA XTOIXEIA (I'MTA HMEPOAOI'TAKEX XYXKEYAXIEY)
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B. ®’YAAO OAHI'TQN XPHXHX
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@vAro ooV piong: IIAnpogopics yra Tov yprijot

Pioglitazone Accord 15 mg diokia

Pioglitazone Accord 30 mg dwokia

Pioglitazone Accord 45 mg dwokia
[ToyMtaldvn

AW PaoTE TPOGEKTIKA OLOKANPO TO PVAAO 00N YLDV YP1ONGS TPOTOV UPYIGETE VO TAIPVETE VT TO

QOAaPLOKO, O10TL TEPLAGUPAVEL CNUAVTIKES TANPOQOPIES Y10 GOG.

- DdovrdEte avTd TO EUALO 0dNYIBV YpronG. Towg ypelaotel va to dePdcete Eavd.

- Edv éxete mepartépm amopieg, pOTNOTE TOV Y1OTPO 1) TOV QAPHOKOTOLO GOG.

- H ocvvtayn yio avtd 1o eapuako xopnyndnke oamokAeloTiKa Yo ooc. Agv TPEMEL va ODGETE TO
(QAapuroKo o€ AAAoVG. Mmopel va Toug TPoKaAEseL BAAPT, aKOpO Kot OTOV TO GNUELN TNG
acBéveldc Toug eivor 101 pe Ta Skl cag.

- Edv mapatnpnioete kamoto avemBOuntn evEpyeLa, EVNUEPDGTE TOV YLUTPO 1| TOV PAPLOKOTOLH
c0c. AvTo 1oybEL Kot Yo KAOe whovn avemBOuntn evEpyeLa Tov OV aVOQEPETOL OTO TAPOV
@OALO oMYV Ypriong. BAEme mapdypago 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

T etvon To Pioglitazone Accord kot ol givot 1 yprion tov

T mpénet va yvopilete mpotov mapete 1o Pioglitazone Accord
[log va ndpete to Pioglitazone Accord

[MBavéc avemBounteg evépyeteg

[ég va purdacoeton to Pioglitazone Accord

ITepiexdpevo g cLOKELAGING KOl AOUTEG TANPOPOPIES

AN e e

1. T eivar o Pioglitazone Accord kon wowa gival 1 ypijon Tov

To Pioglitazone Accord mepiéyetl moylralovr. Avtd etvar Eva avTi-OtofnTiKo EopUAKEVLTIKO TPOTOV
v T Bgpoameio Tov TOTOL 2 (UN-IVCOVAIVOEEUPTAOUEVO) GUKYOPDIT ST TN OTOVG EVAAIKES, OTOV 1|
peteopuivn dev eivar KatdAANAN 1N €Yl AmoTOYEL Vo S0VAEYEL IKOVOTTOTIKA. AVTOG 0 TOTOG
GaKyap®mon oafrtn cvvnbwe epeavileTton oe eviiikeg acOeveic.

To Pioglitazone Accord fonfé otn pvOon Tov emmrédwv YAvkOINE Tov aipatdg oag, OTOV TAGYKETE
omd TOmov 2 cakyapddn SpnTn, PondmdVTIC TO MU GO VA XPTCUOTOCEL KOADTEPA, TNV
waoovAivn ov wapdyet. O yotpog cag Oa eElEyEet edv to Pioglitazone Accord Aettovpyei 3 mg 6
UAVEG LETA OO TOTE TOV aPYICUTE VO TO TOUPVETE.

To Pioglitazone Accord pmopei va yopnynei oe povobepaneio oe acbeveig mov dev pmopovv va
ThpovV LETQOPIVY Ko Tov 1 Bepameio pe dlatpon| kot doknon dev TéTvye va puBuicel T YAvkoln
Tov aipatog | umopel va tpootedel og dAlec Bepameiec (Ommg peteopivn, GovAPovvAoLpia 1
WWGOLAIVI) TTOL £XOLV OTOTVYEL VO, TTOPEYOVY LKAVOTOUTIKO EAEYYO TNG YAVKOLING TOL aipaTog.

2. T péner va yvopilete mpy va wapete To Pioglitazone Accord

Mnyv népete o Pioglitazone Accord

o o€ mepintwon aAlepyiog otnv moyAtaldvn, N o€ 0To10dNTOTE GALO OO TO. GVGTATIKA CVTOV
TOL POPUAKOL (OVOPEPOVTOL TNV TTAPAYPAPO 6).

o €4V mhoyeTe MmO KAPSIOKT UVETAPKELN 1) ElYOTE KOPOLOKT OVETAPKELN GTO TOPELOOV.

. €4v mhoyete amd NraTikn achévela.

o eqv eiyate SraPntikn keto&émwon (pa emmAoky Tov ST TOL TPOKAEL Ypriyopn amdAELD
Bapovg, vavtia 1| epetd).

. ey &yete N elyate mOTE KOPKIvo TNG 0OVPodOY OV KOGTNG.

. gy &yete aipo ota 00pa GOg OV 0 YITPOG Gag dev Exel EAEYEEL.
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IIpog1domon)6ElS Kol TPOPUAGEELS
AmevBuvleite oTov Y10Tpd 1 TOV QOPLOKOTOLO GO¢ TPoToV TTapete To Pioglitazone Accord (PA. emiong
Toapaypao 4)

. €dv ovykpateite vepo (KATOKPATNOT VYPDOV) 1 £XETE TPOPANLATO KOPIIOKTG AVETAPKELNG
wiaitepa edv glote NAkiog peyoaivtepng tov 75 etdv. Edv maipvete aviipieypovodn
QAapLOKO TO OTTOl0L Uopel EMIONE VO TPOKOAEGOVY KOTAKPATNGN LYPOV Kol 0l Lo, TPETEL
EMIOMNG VO EVILEPDCETE TO Y1ATPO GOC.

. ey &yete évay 101K TOTO SLOPNTIKNAG 0POOAUIKNG VOGOV TOL OVOLALETOL 010N LA TNG WYPAC
KknAidog (oidnua Tov mico PEPOLS TOL HOTIOD).
o €aqv €xete KOOTEIS 6TIG WOONKEG GOg (GVUVOPOLO TOAVKLOTIKOY MOONKAOV). YTTapyel ocvéEnpévn

mhavOTTO VO LEIVETE £YKVOG EMELO Umopel va Exete Eova woppnéia dTav Taipvete T0
Pioglitazone Accord. Edv avtd 1oybetl yio 60, ¥pNOILOTOEIGTE KATAAANAN AVTIGOAAN YT Y10
Vo amo@OYeTE TNV TOHAVOTNTA [0S UT) TPOYPOLLUOTICUEVIG EYKVLOGVVIG.

. €av €yete Kamolo TPOPANUa e TO GUKMTL 1 TNV Kapdid. [Ipv apyicete va maipvete to
Pioglitazone Accord npénel va ddoete delypa aipatog yio v eAéyEete T Asitovpyia TOV
GLK®OTION GOC. AvTdg 0 EAeYY0g Umopel va emavaAneBel katd dtaotiuarta. Kdamolol acbeveic
mov éhafav Pioglitazone Accord kot tvGovAivn Kot elyov LokpD 1GTOPIKO TOTOL 2 GAKYOPMON
dwaPnn kot Kapdlondabela 1| TPONYOVUEVO AYYELOKO EYKEQOAKO EXEIGOSI0 ELPAVICAV
KapdloKn averdpkeln. Evnuep®oTte 1o Y10Tpd Gog TO GLVTOUOTEPO SVVUTOV EAV TOPUTNPTCETE
oNUAdIO KOPSIHKNG OVETAPKELNG OTTMG acLVNOIoTN dveTvola )| Ypryopn avénon Bapove 7
tomiko mpr&uo (oidnua).

Edv maipvete to Pioglitazone Accord poli pe dAha pdapuaka yio To dtapntn, givol moAd mibavd to
GOKY0PO GTO QO GOG VO TECEL KATM OO TO KAVOVIKO eMimedo (VIToyAvKaLpia).

Mropeite eniong vo TapovcIIcETE LEIOUEVES TIEC 6TV eEETOOT QipoTog (avoupior).

Yracpéva 0oTd

[Mopatnpndnke peyodlvtepog apOuog Kotayudtov o€ achevelg, 1dlaitepa 6TIG YOVAIKEG TOL
ghapPoavay moyArtalovn. O yiatpoc Bo AdPet avtd T0 6£d0UEVO LITOYT TOV KOTA TV Cy®YN TOL
St cog.

oo ko £épnpor
H ypnon og maudid ko epnfovg nikiog pikpdtepng tov 18 etdv de cuvictdrtol.

Allo @appoxo ko Pioglitazone Accord
Evnuepdote tov y10tpd 1) TOV QOPUOKOTOL0 GOG EAV TAIPVETE, EYETE TPOGPATO TAPEL 1| LTOPEL VO TAPETE
A0 PAPLLOKE, COUTEPTAAULBOVOLEV®V Kol QLTAOV TOL eV Gag £xovv xopnynel pe cuvtaym.

Yuvnbog, umopeite va cuveyicete ) Bepameio cog pe GAla pappoka, Kobmg Aappfdvere to
Pioglitazone Accord. Qot660, optopéva appaka ivar Waitepa THavO va, EXNPedcovy TV
TOGOTNTO TOV GOKY(POL GTO il GOGC:

- vepeupoliAn (ypnoomoleital yio tn peimon g YoAnoTepOANG)

- pLpaumikivn (ypnoponoteital yio t Oepameio TG GUUOTIOONG Kol GAA®V LOAOVGE®DV)
TTopakareicBe va evIePMGETE TO Y1OTPO 1 TO PUPLOKOTOLO GOG EAV TAIPVETE OTOLOONTOTE OO QLT
To cdkyapo oto aipo cog Oa ereyybet, kot 1 66om tov Pioglitazone Accord pmopei va tpémet va
oAhayTet.

To Pioglitazone Accord pe Tpo@ég kKo ToTa
Mmropeite va mapete Ta diokio oag pe 1 yopic ™ Aqyn tpoenc. Na katarivete ta diokio pali pe éva
TOTNPL VEPO.

Kinon kot Onioopdg

Evnuepmote 10 yiatpd cog edv

- globle, éyxete v voyia 1 oyeddlete va peivete £yKvog.

- Onralete, N oyedialete va Onhacete to Ppéeog oag.

O ywtpdc cag Bu cag vrodeiEet T dakom AYNG TOL PAPUEAKOL AVTOV.
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O ynon Kot EPLEROS PNYAVOV
AvT0 TO PAPHOKO dEV EMIPA GTNV TKOVOTNTA GOG Y10 00N YNOT N XEWPICUO UNYOVAV, CALY TPOGEETE
€0V TAPOVCIAGETE U1 PLGIOAOYIKT] OPOOT).

To Pioglitazone Accord wepiéyel Aaktoln povovopikn
Edv &yete evnuepwbel and 10 yi0tpo cog 0TL £xete ducavetio oe oplopéva GAKYOpa, CUIPOVAEVTEITE
70 Y1Tpd oag TPy mhpete To Pioglitazone Accord.

3. Haog va napete 10 Pioglitazone Accord

[Tavtote va maipvete To PAPLAKO QLTO CVGTNPE COUPOVO LE TIG 0ONYIES TOV YLOTPOD 1] TOV
Qopurokomolod cog. Eav éxete appifolieg, potnote Tov Y1aTpd 1 TOV QOPLOKOTOL GOG.

H ovuvnng 660m évapéng eivar éva diokio moyAtalovng tov 15 mg 1§ tov 30 mg, to omoio
AapPaveron pia eopa (araf) nuepnoing. O yatpdg cog pmopel va avERoet tn 600m Emg T LEYIOTN
T tov 45 mg pio opd nuepnoine. O yiotpodg cag o cag cueThoEl T 00661 1oL Ba TapPETE.

Edv &yete v eviomwon mwg 1 dpdor tov Pioglitazone Accord givat idwaitepa adbvatr, eEvnUepOOTE
TO Y10TPO OO,

Orav 1o Pioglitazone Accord yopnyeitanr 6€ GLVOLAGHO [E GALD PAPHLOKO TOV YPNCUYLOTOLOVVTOL OTY|
Bepaneio Tov caKyopP®ON SafnTn (OT®G WWVGOLAIVT, YA®pOomPOoTapidn, YAPEVKAauion, YAvkialion,
ToABovTANiON), 0 YITPOG Gag Oo oG EVIUEPMDGEL AV ¥PELALETAL VO TAIPVETE LUKPOTEPT dOGT OO TO.
@appoKkd cog avtd.

O y10tpdg o0g Ba GOg GUGTNGEL VOL KAVETE OLLATOAOYIKES EEETACELS OE TEPLOJIKA YPOVIKA SLOCTHLLATO
Katd T ddpKeln NG ayoyng He Pioglitazone Accord. Mg tov TpOmo 00TO EAEYYETOL 1) KOVOVIKT|
NTaTIKN AglTovpyia.

Edv akolovBeite pio e1d1kn diarta yio to dofnn, Oa mpémel vo cuveyicete Kavovikd avtn ) dioitd
o0G, KOTA TN dtdpkeln g aywyng pe Pioglitazone Accord.

O TpémeL Vo, ELEYYETE TO COUATIKO PAPOG GOg G€ KOVOVIKE Ypovikd dtactripota. Evnuepmote 10
YTPO GOGC, 0€ TEPITTOOT aENGNS TOL Phpove Goc.

Eav ndpete peyordtepn d6on Pioglitazone Accord amd Tnv Kavoviki

Edv mapete kotd Adbog tepiocdtepa diokia, 1 dv KAmolog GAA0G 1 Eva andi AdPel To PapraKd Gog,
EVIUEPDGTE TO Y1OTPO 1 TO PAPLOKOTOLO GAG, Apesa. To clkyapo 6To aiflo oo UTOpEl Vo TECEL KATM
amd to uololoykd emineda kot pmopel va avéndel pe ™ Aqyn Layapns. Xvviotdton va €xete poli
caG LepKovg kKPovg {ayxapngs, YAVKA, UTIGKOTA 1] GOKYOPOVY0 YUHO @POoLTOV.

Edv Eeyaoete vo mapete to Pioglitazone Accord

Noa maipvete to Pioglitazone Accord, kd0e pépa, 0nwc oag £xel cuvtayoypapndel amd 10 yutpod Gog.
Qo616060, 4v EgxdoeTe Lo dOOT], GLUVEYICTE KAVOVIKE LE TNV €XOUEVT dO0T. M1y Ttdpete dimAn doom
Y10 VO OVOTTANPOCETE TO dlokio Tov Eeydoarte.

Edv otapatioete va naipvere to Pioglitazone Accord

To Pioglitazone Accord mpénetl va ypnouomoteiton Kabnuepva yio vo, dpdocet amotelecuatikd. Eav
oTapOTNoETE VO ypnotponoteite To Pioglitazone Accord, To cdkyapo 6To aipa cag pumopei va avéPet.
Yv{nreiote pe T0 Y10TPO COG TPV GTAUATCETE aVTN TN Oepameia.

Edv €xete meplocodTepeg EPOTAGELS GYETIKA LE TN ¥PNOT) GLTOV TOV TPOIOVTOS POTNGTE TO YITPO N TO
QOPULAKOTOLO GOC.
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4. IMBavéc avemBounTeg evépyereg

Onwg 6ha Ta eAppraKa, £TGL KO AVTO TO QAPUOKO UTOPEL VO TPOKAAESEL AVETIOOUNTEG EVEPYELES, AV
Kot 6gv Tapovcldlovtal 6€ OAOLG TOVG AVOPMOTOLG.

Yuykekpyéva, ol acBevelg Exovv ekdnAdcet Tig eENG coPapéc avembBOuNTES evEpPYELES:

Kopdiakn avendpkeia £xel ekdnAwmbei cuyvd (umopei va emmpedoet péxpt 1 ota 10 dropa) oe acbeveic
7ov maipvouv Pioglitazone Accord og cuvdvacud pe wvoovrivy. To countdpato sivor acvvindioto
Aayaviaopo 1 amdtoun avénon Pépovg 1 tomikd Tpr&yto (oidnpa). Av eKONAOCETE KATOLN OO OVTEG
TIG avemBounTeg EVEPYELES, W1aiTEPA €AV €l0TE TAV® amd 65 Ypovav, (NTNOTE AUECHS OTPIKN
ouupovin.

Koapxivog ovpoddyov kdotng &xet exdnimbel oyt cuyva (umopel va emnpedoet péxpt 1 ota 100 dropa)
o€ acbeveig mov maipvovv Pioglitazone Accord. Ta onuddio Kot To GOUATOUATE TEPILOUPAVOLY aipta
oT0 00Pa 60G, TOVOC KAT TV 00pNnon N Eaevikn avaykn va ovpnoete. Edv exkdniodcete Kamowo and
QLTA, EVIUEPMGTE TO GLVTOLOTEPO duvaTdV TO YTPO CGOG.

Tomikd mpi&uo (oidnpa) €xel emiong ekdnAiwbel ToAd cuyva (Lmopel va ennpedocel Tave ond 1 ota 10
droua) oe aobeveig mov maipvouv Pioglitazone Accord oe GuvdvaoUo e VGOVAIVY. AV eKONAGDCETE
OVTN TNV OVETLOOUN T EVEPYELD, EVILEPDGTE TO GUVTOUOTEPO SVVATOV TOV Y1ATPO GOC.

Eroacpéva KokaAa £xouv avaeepOet cuyva (umopel va ennpedost uéypt 1 ota 10 dtoua) oe yovaikeg
aocBeveic mov maipvouvv Pioglitazone Accord ko £xovv emiong avaeepbel og dvdpeg acbeveic (1
ovyvoTnTa dgv popel vo exktiun el amd ta dtbéotua dedopéva) mwov maipvovv Pioglitazone Accord.
Av exdNAOCETE QLTI TNV OVETIBOUNTY EVEPYELD, EVIUEPDOTE TO GLVTOUOTEPO SVVATOV TOV YIOTPO GOGC.

®oAn opacn Aoy® Tpnéinatog (1 vYPOV) 6T0 ToW® UEPOG TOV UATIOV (1] GUYVOTNTO, OV UTTOPEL Va.
extiunOei pe Pdon ta drwbéoipa dedopéva) Exet eniong avapepbel og acbeveic Tov Taipvovv
Pioglitazone Accord. Av eKONAMGETE OVTO TO GUUTTMOUA Y10 TPMTT POPEL, OVAPEPETE TO TO
GUVTOUOTEPO dLVOTOV 6TO Y1TPd oag. Emiong, av éxete 16M BoAn dpacn Kot T0 GCOUTTOUA
YEPOTEPEVGEL, EVIUEPDOTE TO GUVIOUOTEPO SLVATOV TOV YLOTPO GOG.

AMepyIKEG avTdpaoels £xouv avapepbel ( cuyvotnta dev punopei va exktiundei pe faon ta dabéotpa
dedopéva) o acbeveic mov maipvovy Pioglitazone Accord. Av exkdnimoete pio cofopn aALEPYIKN
avTidpaon, Omwg kKvidwon Kot TPHEYLO TOV TPOCHTOV, TOV XEIMMY, TNG YAMCGOS 1| TOL AQLOD TOL
umopel va TpoKoAEcEL SVOKOAID GTNV AVOTVOT 1] TNV KOTATOGT, GTAUATGTE VO TOIPVETE AVTO TO
QAPUOKO KO EVIUEPDOTE TO GUVTOUOTEPO SLVATOV TOV YLOTPO GOC.

Aleg avemBOunTes evépyeleg Tov £xovv ekdniwbel og opiopévoug acbeveig petd ) yopnynon
Pioglitazone Accord etvou:

ovyvés (umopel va emnpedoovy péxpt 1 ota 10 dropa)
Aolp®EN avamVELCTIKOD GUGTHLLOTOG

- avapoAn épacn

avénon Bapovg

- LovdaGHa

oy ovyvés (umopet va emmpedoovy puéypt 1 ota 100 dropa)
- QAEYLLOVT] TOV KOAT®OV (TOpapPLVOKOATITION)
- dvokoAio otov vvo (abmvia)

L Yvootég (n ovyvotnta dev pmopei va ektiunOet pe Pdon ta dStbéoipa dedopévar)

- avEnomn tov nraTikov evidumv
- OAAEPYIKEG AVTIOPACELC
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AMdeg avemBounteg evépyeleg mov £xovv eKONAmBEl oe oplopévoug acbeveig dtav to Pioglitazone
Accord yopnynonke pe dAia avtidonTikd appoko etvat:

oA cuyvég (Umopel va emnpedoovy tepiocdtepa omd 1 ota 10 dropa)
- pelopéva enineda cakydpov 6to aipto (vroyAvKoio)

ovyvég (umopel va emnpedoovy péxpt 1 ota 10 dropa)
- TOVOKEPUAOG

- Can

- apBpodyio

- ovIKavOTNTO

- 0GQLOAYiN

- AOYAVIOC LLOL

- pKpn| peiwon otov aptipod tov epufpokuTTapoy
- UETEWPIOUOG

Oyt ovyvég (umopet va emnpedoovy péxpt 1 ota 100 dropar)
- GAKYOPO GTO 0VP0, TPMTEIVEG GTO OVPO.

- avénon ota Evlvua

- aioBnon o6t 6Aa yupilovv (Ikryyog)

- epidpwon

- KOT®OT)

- onénuévn opedn

AvaQopd avemOounToVv evepyEt@dv

Edv mapotnpioete Kamota ovemiBountTn evEPYELD, EVILEPMGTE TOV Y1ATPO 1) TOV PUPLOKOTOLO GOG.
Av10 1oyt Kot Yo kde mbavn avemBountn evépyela Tov dev avaPEPETAL GTO TAPOV PUALO 0ONYIDV
ypnons. Mmopeite emiong va avapépete avemBounTeg evépyeleg anevbeiag, Lécw Tov Bvikod
GLOTNLOTOG OVOPOPAS TToV avaypaeetal oto [lapdaptnua V. Méow g avagopdg avemiBountoyv
EVEPYELMV Umopeite vo fon0foeTe 0TI GLALOYN TEPIGGOTEP®V TAPOPOPIDV GYETIKA LUE TIV OCPOIAELL
TOV TTOPOVTOS PAPUAKO.

5. og va pvracoetor To Pioglitazone Accord

To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO TOdLA.
Na pn ¥pnoLHOTOoLEiTE AVTO TO PAPOKO LETE TNV NepOUMVIia AMENG TTOL AVOPEPETOL GTO KOVTI Kot
o™ ovokevacio kuyéAng (blister) petd ™ cvvtopoypagioa «kEXP». H nuepounvio ARENG eivor n
TEAEVTAIO NUEPO TOL UIVOL TTOL OVOPEPETOL EKEL.

Agv vtapyovv €1d1kéEG 0dMYieg dlathpnong Yol T0 TPOidV ovTo.

Mnv metdte ApUOKO GTO VEPO TNG OMOYETELOTG 1) OTA GKOVTION. POTHOTE TOV POPUOKOTOLO GOG V1oL

TO TG VO, TETAEETE TO PAPLLOKO TOV OV YpNooToleite a. Avtd ta uétpa Bo fondncovy oty
Tpootacio Tov mepPaAlovoc.
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6. Ilepreydpevo TG GVGKEVAGING KOl AOLTES TANPOPOPIES

T epréyer To Pioglitazone Accord

- H 6paoctikn ovsia tov Pioglitazone Accord ivat ) moyAttalovn.

- Kda0e diokio Pioglitazone Accord 15 mg mepiéyetl 15 mg moyArtaldvng (¢ vopoyAwpikn).

- Ka0e diokio Pioglitazone Accord 30 mg mepiéyel 30 mg moyirtaldévng (g vopoyA®pIKn).

- Ka0e diokio Pioglitazone Accord 45 mg mepiéyetl 45 mg moyArtaldvng (g vOpoyA®PIKN).

- Ta GAAa cvotaTikd givat: Aaktoln povobdpikn, KopueAddln acPecstiovyog,
vdpoéumponvrokvttapivn (E 465) kot payviotlo oteatiko (E 572).

Epg@avion tov Pioglitazone Accord kot TEPLEYONEVO TS GLVOKELUGIOG

e Ta dwokia Pioglitazone Accord 15 mg eivat Agvkd €mg VTOAELKA, COAPIKA, AUPIKLPTO, LN
emKaALUpEVA Olokia pe eviumopévn Ty Evoelén ‘P’ otn pia mhevpd ko Tov aptBud ‘15° oty
GAAN TAELPA.

e Toa dokia Pioglitazone Accord 30 mg givat Aevkd €mg VTOAEVKA, EMIMEDA, COOLPTKA Un
emkaALUpEVa dlokia, pe AooTunpéva dxpa, e eviomopuévn v évoelén ‘PIO° ot pia Thevpd
Kot tov apdpd 30° otnv GAAN TAgvpa.

e Ta diokio Pioglitazone Accord 45 mg eivat Agvkd g VITOAELKOQ, EMITEDN, COUIPIKE, N
emkoivppéva dokio, pe AoEotunpeéva akpa, e eviommpévn v évdelln ‘P10’ ot pia mievpd
Ko Tov apldpd ‘45’ oty GAAN TAgvpd.

Ta dwokia Pioglitazone Accord diatifevtal e cuokevacieg aAovviov, e TEPLEKTEG AAOVUIVIOL
(Koyéheg), mov mepiéyovv 14, 28, 30, 50, 56, 84, 90, 98, 112 kot 196 diokia.
Mmopei va unv Kokho@opohv OAEG Ol GUOKEVAGIEC.

Kéroyog Adeiag Kvkhogopiag ko IMapaywydg

Karoyog ddgrog kukrogopiag

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona, s/n,
Edifici Est 6* planta,

08039 Barcelona,

Iomavio

Hoapaymyoc

Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50,95-200 Pabianice, IToAwvia

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Ovtpéyr,
OALavoio

Accord Healthcare Single Member S.A.
64th Km National Road Athens,

Lamia, 32009,

EAAGOO

IMo omoadnToTE TANPOPOPI GYETIKA LE TO TAPOV POUPUAKEVTIKO TPOTOV, TAPAKUAEISTE VOl
anevBuvleite otov Tomiko avimpdswro tov Katdyov g Adstog Kukhopopiog:

AT/BE/BG/CY/CZ/DE/DK/EE/FI/FR/HR/HU/IE/IS/IT/LT/LV/LX/
MT/NL/NO/PT/PL/RO/SE/SI/SK/UK(NI)/ES
Accord Healthcare S.L.U.
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Tel: +34 93 301 00 64

EL
Win Medica Pharmaceutical S.A.
Tel: +30 210 7488 821

To mwapov @OAL0 03NTIOV ypiong avadewpnOnke Yo TeEAEVTAIO QOPA GTIS <{piiveg
EEEE}.>

Aentopepn TANPOEOPLAKA GTOLYELD Y10 TO TPOTOV aVTd elvar d1aBécia 6ToV SIKTLOKO TOTO TOL
Evponraikod Opyavicuov dopudkov: http://www.ema.europa.eu.

To mapdv @OALO 0dNYIdV ¥prong eival d1abécipo oe OAeg Tig emionpeg YAwooeg g EE/EOX
6TOV O1IKTLOKO TOTO TOV Evponaikod Opyaviopod Gapudkov.

41



	ΠΕΡΙΛΗΨΗ ΤΩΝ ΧΑΡΑΚΤΗΡΙΣΤΙΚΩΝ ΤΟΥ ΠΡΟΪΟΝΤΟΣ
	A. ΠΑΡΑΓΩΓΟΙ ΥΠΕΥΘΥΝΟΙ ΓΙΑ ΤΗΝ ΑΠΟΔΕΣΜΕΥΣΗ ΤΩΝ ΠΑΡΤΙΔΩΝΌνομα
	B. ΌΡΟΙ Ή ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗΝ ΔΙΑΘΕΣΗ ΚΑΙ ΤΗ ΧΡΗΣΗ
	Γ. ΆΛΛΟΙ ΟΡΟΙ ΚΑΙ ΑΠΑΙΤΗΣΕΙΣ ΤΗΣ ΑΔΕΙΑΣ ΚΥΚΛΟΦΟΡΙΑΣ
	Δ. ΟΡΟΙ Ή ΠΕΡΙΟΡΙΣΜΟΙ ΣΧΕΤΙΚΑ ΜΕ ΤΗΝ ΑΣΦΑΛΗ ΚΑΙ ΑΠΟΤΕΛΕΣΜΑΤΙΚΗ ΧΡΗΣΗ ΤΟΥ ΦΑΡΜΑΚΕΥΤΙΚΟΥ ΠΡΟΪΟΝΤΟΣ
	Α. ΕΠΙΣΗΜΑΝΣΗ
	Β. ΦΥΛΛΟ ΟΔΗΓΙΩΝ ΧΡΗΣΗΣ



