ITAPAPTHMA I

HNEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



¥V To géppoxo avtd tekel VIO GLUTANPOUOTIKY TAPaKOAOVONGT. AVTO Ba ETITPEYEL TOV TayD
TPOGIOPIoUO VEDV TANPOPOPLOV AGPAAELNS. ZNTEITAL 0O TOVG EXAYYEAUATIEG TOL TOUEN TNG
VYELOVOLIKNG TTEPIOAAYTC VO OVAPEPOVY OTTOLEGONTOTE TOOVOAOYODUEVES OVETLODUNTES EVEPYELES. BA.
TAPAYPOEO 4.8 Y10, TOV TPOTO AVOPOPAC OVETIOVUNTOV EVEPYEILDV.

1. ONOMAZIA TOY PAPMAKEYTIKOY IPOIONTOX
Forxiga 5 mg emuoloppéva pe Aentd vpévio diokia

Forxiga 10 mg emikalvppéva pe Aemto vuévio dlokio

2. INOIOTIKH KAI IIOXOTIKH XYNOGEXH

Forxiga 5 mg emuolopuéva pe Aentd vuévio diokia

Kabe diokio mepiéyet povoidpikn domayiprolivn pe Tpomavodiodn 160d0vaun Le
5 mg damoayiprolivng.

"Exdoyo e yvootég 0pacels:
Kabe diokio 5 mg mepi€yet 25 mg avoudpnc Aaktolng.

Forxiga 10 mg emkolvppéva pe Aentd vpévio diokio
Kabe diokio mepiéyet povoddpikn domayerolivn pe Tpomavodiorn 160d0vaun Ue
10 mg damayAipAolivng.

"Exdoyo e yvootég 0pacels:
Kabe diokio 10 mg mepiéyet 50 mg dvvdpng Aaktdlng.

I"a tov TANpn kaTdloyo TV ekddywv, PAEe Tapdypapo 6.1.

3. OAPMAKOTEXNIKH MOP®H
Emcaioppévo pe Aemto vuévio dlokio (d1okio).
Forxiga 5 mg smkoAvupéva ue Aemtd vuévio dokio

Kitpwa, apeikvpto, otpoyyvrd dtopétpov 0,7 cm, EXKOADUUEVO, e AETTO VUEVIO dloKia Kol EPOVY
yopoyuévn v évoein "5" ot pia Tievpd kot v voeién "1427" and v GAAN TAELPAL.

Forxiga 10 mg emikalvupévo pe Aemtd vuévio diokiol

Kitpwa, apeikvpta, og oxfua poppov pe dtaymdviovg mepimov 1,1 cm x 0,8 cm, enucoivppéva e
AETTO LUEVIO dloKin KOl PEPOLVV Yapaypévn TV Evoeién "10" ot pia TAgvpd kot Ty Evoeidn "1428"
amo TNV GAAN TAELPAL.

4. KAINIKEX ITAHPO®OPIEX
4.1 OgpamevTiKEg EVOEIEELG

To Forxiga gvdeikvutar yio xpnon o€ eviiikeg acbeveic nAtkiog 18 eTdv Kot Gve pe cakyopmon
Swafrytn tHmov 2 yia ) PeATioon Tov YALKALIKOD EAEYYOV OC:

MovoBepaneio
Otov 1 dlorta Kot 1 AGKNoN o LOVEG TOVE OEV TOPEYOVY IKUVOTOMTIKO YAVKOUIKO EAEYYO G

aoBeveic, 6TOVG 0TOIOVE dEV GLVIGTATAL 1) XOPNYNOT| HETQOPUIVIG AOY® ducaveLiog.



Emnp6coOetn Bepaneio cuvovacuod

e ouvovaoud pe GAAD POPUOKEVTIKG TPOTOVTA TOV UEWDVOLV TN YAVKOLN, TEephapPavopévng g
WGOLAIVNIG, OTAV gKElva 68 GLUVOVAGCUO LE dloTa Kot GoKNOT), SEV TOPEYOVY IKOVOTOINTIKO YAVKOUUIKO
éleyyo (BAéme mopaypdpovg 4.4, 4.5 ko 5.1 yuo to Sa0écyo ded0UEVA TOV SEAPOPOYV GLUVOVAGLMV).

4.2 Aocoioyio Kol TPOTOS YOPNYNONS

Aocoloyia
MovoOspoameio kou eminpooletn Ospomeio c0VOLATUOD

H ocvvietdpevn d6on eivar 10 mg damaylipArolivng o eopd nuepncing og povobepameio kot og
emumpocBetn Oepameio. GUVILAGUOD HE AANN POPUOKEVTIKG TPOTOVTA, TOV LELOVOLY T YALKOLN,
neprropPavouévne g veovAivng. Otav n damayAipAolivn pnoLoTOolEiTal GE GUVIVUGUO LE
WGOOLAVN 1 €vaL EKKPITOY@YO TNG WVGOLAIVIG, OT®G Lo covApovuiovpia, pumopel vo e&etacbel n
TEPITTOOT YOPNYNONG YOUNAOTEPNG HOCTG IVGOVAIVIG 1] EKKPLTAY®YOL TN IVGOLAIVNG, TPOKEUEVOL
va pelmdel o kivovvog vroyivkatpiog (PAEre Tapaypdeovg 4.5 kat 4.8).

E1dixol mhnboouoi

Negpixn ovolertovpyio.

H omoteleouarikomta e damayAiprolivng e€aptdtor amd T VEQPIKN AErTovpyia Kot M
OTOTEAECUATIKOTNTO LELOVETAL G acfeveic Tov £xouv pétplov Pabuov veppikr dvoieitovpyia, eV
mhavac dev voiotatal og acbeveic e coPapr| veppikn dvcsiertovpyia. H ypiomn tov Forxiga dev
ocvviotdrol o€ acbeveic pe pétpla £mg coPapn veppikn dvciertovpyia (acheveic pe kdbapon
kpeatwvivng [CrCl] < 60 ml/min 1 extipdpevo puBud orelpapaTikng omonong

[eGFR] < 60 ml/min/1,73 m?, PAéne napaypdpovg 4.4, 4.8, 5.1 xar 5.2).

Agv amarteital Tpocappoyn g 60omg og acBeveic e e veQPIKN SuGAELTOVPYidL.

Hratikn dvoiertovpyio

Agv amarteitol Tpocappoyn e 60coA0yiag Yo acOevelg pe Nmio 1 LETPLU NTOTIKY SOVGAELTOVPYia. X€
aoBeveig pe coPapn nratikn duciettovpyia, cuvicTdTol apyikn doon Tov 5 mg. Epocov eival Kald
avekTn, 1 60om propet va avénbet oe 10 mg (BAéne mapaypdpovg 4.4 kot 5.2).

Himawuévor (iikiog > 65 etav)

I'evikd, dev oLVIoTATOL TPOGAPLOYT TNG d0G0 0Yiag pe fdon tnv nhkia. H veppikn Agttovpyia kot o
Kkivduvog peimong tov evdayyelakon dykov Tpémel va Aapupdvoviat veoyn (PAéne mapaypdpovg 4.4
Kat 5.2). Adyw g Teplopiouévng Bepomentikng eumelpiog o€ acbeveic 75 etdv kot dvm, dev
ocuviotdral n évapén Bepaneiog pe damoryliprolivn.

THoudrorpixog minQvouog
H aopddeia kan anotelespatikdTTa g damayApArolivng og maudid nitkiog 0 £wg < 18 etmv dev el
axopa tekunpiwbei. Agv vdpyovv dabéciio dedopéva.

Tpomog yoprynong
To Forxiga pmopei va AneBel and 10 otopa pia popd nuepnoing pe 1 xopig cuvodeio yEOLOTOG
omoladnmote mpa. TG Nuépac. Ta diokia Tpénel va, kaTomivovTal oAGKANpa.

4.3 Avrevosigeag

YrepevaioOnoio 6t dpacTikn ovoia 1| 6 KATolo amd To EKO0Y TOV AVOPEPOVTOL GTNV TUPAYPUPO
6.1.

4.4 E101kég TPOELOOTOUNOELS KUL TPOPVAGEELS KATE TN Y p1ion
Tevika

To Forxiga dev mpémet va yopnyeital og acbeveic pe cokyapmon dwfntm tomov 1 1 yio my
OVTILETOTIOT TG Ol PN TIKN G KEToEEMONC.



Xpnon og aofeveic pe veppikn duoiettovpyia

H amoteleouatikotnta g damayiiprolivng eEaptdtot amd T veppikn Aertovpyia Kot
OTOTEAECUATIKOTNTO LELOVETAL G acbeveic Tov £xouv pétplov Pabuod veppikn dvciettovpyio, VD
mhavag dev voiotatal og acheveic e coPapr| veppikn dvchertovpyia (PAEre mapdypoapo 4.2). Te
dropa pe pETpov Pfabpod veppikn dvciettovpyia (acbeveic pe CrCl < 60 ml/min 1

eGFR < 60 ml/min/1,73 m®), bynAoTEPO TOGOGTO TOV BTOU®Y OV ELaPay SamoryAprolivn siyav
avemBuUNTEG AVTIOPAGELS, TOV GLVIGTAVTO & AOENGOT TG KPEUTIVIVIG, TOV QOGOOPOL, TNG
napadupeogidtkng oppovng (PTH) kabmg kot vrdtaom, og cOYKpIon LE TO EKOVIKO @appoko. H
ypnon Tov Forxiga dev cuviotdton o acBeveig pe pétplo Emg cofaprn veppikn duciettovpyio
(acBeveic pe CrCl < 60 ml/min /| eGFR < 60 ml/min/1,73 m®).To Forxiga dev éxet pekem0ei oe
coPapy veppikh Suorettovpyia (CrCl < 30 ml/min 1 eGFR < 30 ml/min/1,73 m?) §| veppikn voco
teAkob otadiov (ESRD).

H maparxorovbnomn g veppikig Aettovpyiog cuVIGTATOL MG aKOAOVO®C:

* [Ipwv v évapén g damayiproliving kKot TovAdylotov etnoing otn cuvéxeld (PAETE Tapaypapovg
4.2,4.8,5.1 ka1 5.2)

* [Ipwv v €vopén cuyyopnyoOLEVOV POPLOKEVTIKMY TPOIOVIWMV TOV LITOPEL VO, LELOWCOVY TN
VEQPIKN AEITOLPYIO KOt GTN GLUVEXELN GE TEPLOOIKT Pdom

o NV TEPINTOOT EKTTMONG TNG VEPPIKNG Agttovpyiag 1 omoia wpooeyyilel T HETPLO VEPPIKN
dvodettovpyio, Tovidyiotov 2 Emg 4 popég etnoing. Eav n veppikn Aettovpyia peimbel kdto amd
CrCl < 60 ml/min 1| eGFR < 60 ml/min/1,73 m* n Ogpomeia Somoyhipholivne mpémet va
StaonTETOL.

Xpnon og aoBeveic pe nratikn ducieitovpyio

H epmepio and Khvikég dokipéc oe aobevelg pe nrotikn dvciertovpyia ivar mepropiopévn. H €kBeon
ot damaylprolivn avEdvetan o aoBeveig pe coPapn nratikn duciettovpyio (PAERE Tapaypdpovg
4.2 ko 5.2).

Xpnon oe acBeveig pe Kivovvo peimong Tov evoayyelokon dyKov, VIOTACG KOV S10TapaydY TG
LO0PPOTHOC TOV NAEKTPOAVTAOV

AOY® TOVL unovicuov dpaong, 1 domayelolivny avédvel T dtovpnon, wov oyetileTal pe uétplo
peimon g aptnplokng mieong (PAEme mapdypapo 5.1), n onoia pmopel va givorl eviovotepn oe
aoBeveic e TOAD VYNAEG GUYKEVTPAOOELS YAVKOLNG aiploTOG.

H ypnon g damayAprolivng dev cuvictdrol og acheveic mov Aapfdvovy d100pNTIKd TG oyKOANG
(BAéme mapdypoo 4.5) 1 £xovv HEWUEVO EVOAYYELOKO OYKO, TT.Y. AOY® 0&elag VOGO (OTmG VOGOL TOV
YOG TPEVTEPIKOD GLGTILATOG)

[Ipocoyn mpénel va aokeitan oe 0c0evelg yio Tovg omoiovg emarydpevn omd ) damayiprolivn peimwon
NG aPTNPLOKNG Ttigomng Oa pmopovoe vo, amoteAésel Kivouvo, dnwmc acOeveic [IE O1yVMGUEVT] VOGO TOV
KapALOyYELOKOV, 00OEVEIC VIO AVTIVTEPTUGIKN OY®OYT| LLE IGTOPIKO VILOTAGTC 1| NAIKIOUEVOL 0cOEVEIC.

I"a tovg acBeveig, mov Aappdavouv domaylelolivn, o€ TEPITTOON TOPEUTITTOVCOV TOONGEWDY TOL
UTOPEL VOl ETLPEPOVY LEIOUEVO EVOAYYELOKO OYKO, GUVIGTATOL 1] TPOGEKTIKT TOPAKOAOVON O™ TNG
KATAOTOONG OYKOV (T.). PLCIKT £EETAOT], LETPNOELG TNG APTNPLOKNG TESNG, EPYASTNPLOKES EEETATELG
TEPIAAUPOVOLEVOL TOL OLULATOKPITH) KO TOV NAEKTPOAVTMV. ZVVICTATUL T TPOCOPIVT SIOKOTT TNG
Oepamneiog pe damayleArolivn o acbeveis e petmpévo evdayyelokd oyko uéxpt va dtopbwbei n
ueimon (BAéne mapdypopo 4.8).

Awfntikn keto&émon

Eravieg mepumTmoelc dopntikng ketoéwong (AKO), teprrapupavouévov anetAntikoy yio m (on
TEPIMTOCEWDV, £Y0VV avapepDel o€ KAMVIKEG SOKIUES Kol LETA TNV KuKAOQOopia o acBeveig mov Ehafav
Oepaneio pe avactoreig SGLT2, nepilapfovouévng g domayMelolivig. e 0pIGUEVEG TEPITTMGELS,
N KAWVIKY €1KOVOL TG KOTAGTAONG TAV ATLTN e MOVO HETPImS auénuéveg Tiuég YAVKOING aiplotog,
Kbt omd 14 mmol/l (250 mg/dl). Aev givar yvootd edv n AKO eivar miBavotepo va epoavioTel pe
VYNAOTEPEG dOGEIS damayAlpAolivng.




O «ivovvog d1opnTiKng keToEEmONG TPEMEL va EEETACTEL GE TEPINTMOON EUPAVIONG U1 EWOIKAOV
CUUTTOUATOV, OTMOG VALTING, ELETOV, avope&iog, KOMaKoD dAyous, vepPolkng diyag, SuoKOAAG
oTNV avamvon, cOyyvong, acvvndiotc kdénwong 1 vevniioc. Ot acbeveic Tpémet vo aloloynbovv yio
KeTOEEWOT AUECHC GE TEPITTMGT EKONAMONE OVTAOV TOV GUUTTOUATOV, aveEdpTnTa 0o To ERinEdQ
YAUKO{NG oTo aipaL.

e aobeveic oTovg omoiovg vapyel vrroyia 1 £xel dyvaootel AKO, n Oepameia pe damoyleArolivn
TPEMEL VAL OLOKOTTETOL ALUECWG,.

H Ogpancio mpénel va dtokomtetal o€ acbeveic mov voonievovtat yio Heiloveg YEPOVPYIKES
emeuPacelg 1 okeieg cofapic rpikég mabnoeic. Kot otig 600 nepmtdoelg, pmopel va yivet
emovévapén g Oepameiog pe domayhorolivny dtav 1 KaTdoTaon Tov achevoig £xel otabepomombei.

Ipwv and v Evapén g damayiiprolivng, Tpénet va Anedody vdyn TapayoVTEG GTO IGTOPIKO TOV
acBevoug mov umopel va mpodiafétovy yio KetoEEmon).

Y1ov¢ 0o0gveig mov umopel va dtatpExovv VYNAGTEPO Kivouvo yio, d1aPnTiky ketoéwon
nweprhapfavovror acOeveig pe peiopévn epedpeia g Aettovpyiog TV B-kuttdpov (T.y. aceveic pe
Swafrtn toHmov 2 pe yapnid eninedo tov C-nentidiov 1 evilikeg pe AavBdvav avtodvocso dtapnt
(LADA) 1 ao0gveig e 16T0p1Ko ToyKpeatitidog), acheveis ue Kataotdoelg Tov 0dnyodv o
TEPLOPIOUEVN ANYT TPOPNC | GoPapT| apvddT®moN, acbeveic yio Tovg 0moiovg o1 0OGELG IVGOVAIVIG
petmvovtot Kot acfeveic pe avénuéveg amaitnoelg o€ voovAivn e&antiag o&elag 1otpikng tabnong,
YEPOLPYIKNG emEUPooNG 1 KaTdypnong aAkooA. Ot avactoreic SGLT2 mpémel va ypnoiuomolovvtal
LE TPOGOYN GE AVTOVG TOVE aobeveic.

H emavévapén g Oepamneiog pe avaoctoréo SGLT2 ot acbeveig pe nponyoduevn AKO evoowm
Adppavay Oepaneia pe avactoréa SGLT2 dev cuvictdtal, EKTOG GV KATOL0G GALOG GOPNG
podafecikog Tapdyovtog Tavtomoindel Kot emtAvOe.

H aopdleia kot 1 amotelecpatikotnto e domayiprolivig o acbeveig pe dtafntn tomov 1 dev
&yovv texunprwbet ko n damayAipriolivn dev Oa mpémel va ypnoyLonoteital yio T Oepaneio acdevav
pe dwafrytn tomov 1. Tlepropiopéva dedopéva KAVIK®Y SOKIUL®Y E1GTIYOUVTAL OTL 1) GUYVOTNTA
eppdaviong g AKO eivar ouyvn 6tov acBeveic pe dwafntn tomov 1 Aapfdavouvv Bepaneio pe
avaotoAeig SGLT2.

Ovpololuméelg

& 10, EVOTIONUEVT] avaAVoT SLapKELNG EmG Kot 24 EBSOUAO®V avaeépOnKay ovpoloudelg
ouyvoTepa Yia T damayAiprolivn 10 mg cuykpitikd pe To eucoviko edpuaxo (BAEre mapdypagpo 4.8).
H epgdvion mveloveppitidog dev oy cuyvi Kail EKONAGONKE 6€ GUYVOTNTO TAPOLOLX. [LE TOV
udptopa. H anékkpion yAvkoing ota obpa pmopet va cuvdéetar pe avénuévo Kivouvo ovpoAroinuméng.
Q¢ ek TOVTOL TIPEMEL VoL eEETALETAL TO EVOEYOUEVO TPOCOPIVIG O10KOTNG TNG damayApAoLivig KaTd
TNV OVTLETMTIOT TNG TVEAOVEPPITIONG 1) TNG CYOLIOG OO LOAVGHEVE OVPOL.

Hlwwpévor (ylixiog > 65 etwv)

O nAkiopévol acBeveig eivorl mBavOTEPO VA £XOVV EKTTMON TNG VEPPIKNG AEITOLPYIOG KA/ Vo
AQUPEVOUY OVTIVTEPTACIKA QUPIOKEVTIKA TPOIOVTQ, TTOV UTOPEL VO TPOKOAEGOVY HETAPOAES TNG
VEQPIKNG A&LTOVPYinG, OTMC OVAGTOAEIS TOV HETATPETTIKOD eviDLOL TG ayyelotacivig (AMEA-I) kot
UTOKAEIOTEG TV VITodoYEmV TOmov 1 ¢ ayyetotacivng II (ARB). ' Toug nAikiwpévoug acheveic
1o0OOLVV 01 131EC GLOTAGELC Y10, TN VEQPIKN AEITOVPYiN OTMS Kal Yo, GAOVG ToVG acbeveic (PAEme
mopaypdeovg 4.2, 4.4, 4.8 kan 5.1).

210 dropa nAKiog > 65 eTdv, VYNAOTEPO TOGOGTO ATOU®MYV, TOL VTOPANONKAV oe Bepamneia pe
domayMerolivn, eueavice avemBounteg evépyeleg oyeTILOUEVEG UE VEPPIKT OVGAELTOVPYIL Iy
OVETAPKELN GLUYKPLTIKG [LE TO EIKOVIKO @apurako. H cuyvotepa avapepouevn avemiBount evépysio
oxetil{OpeVN LE T VEQPIKN AELTOVpYia NTaV AVENCELS TOV EMMES®Y KPEATIVIVIG GTOV 0pO, M)
mAeloYNeio TV 0oiV HTay TAPodIKES Kot avaotpéyiues (PAEre mapdypago 4.8).



O nAukiopévol acBevelg pmopel va dtaTpéYovy LEYOADTEPO KIVOLVO LEIMONG TOV EVOAYYELNKOD OYKOL
Kat gival Thoavotepo vo Aaufavovy Bepomeio S10VPNTIKOV. Te dtopa nAKiag > 65 eTmv, VYNAOTEPO
TOGOOTO TOV ATOUMV, TOV EAAPay damayAlpAolivn, eLeavicay avemBOUNTEG EVEPYEIEG OYETIKEG UE
peimon Tov evoayyeiakol oykov (PAEre Tapdypao 4.8).

H Oepanevtikn eumeipio o acbeveic nhikiog 75 TV Kot Gve gival Teplopiopévn. Agv cUVIGTATOL )
évapén g Bepaneiag pe domayololivn otov mAnBucud avtd (PAEne Tapaypdoovg 4.2 kot 5.2).

Kopdwoxn avemdpreia

H eumeipio oe acOeveic pe kapdiakr averdpkeia taéng I-1I katd NYHA eivar mepropiopévn kot dgv
VIApyEL epmELpio amd KAVIKEG peEAéTeg pe T domayhelolivn og acheveic [e KapdloKY| ovETpKELD
taéng -1V kotd NYHA.

Xpnon og aofeveic mov Aapfdvovv moyMrtaldvn

Evo dev givon mBavi 1 oitioloyikn oyéon HETaEL TG damayApAolivng Kot Tov Kapkivov g
0VPodOYoL KOGTNG (PAETE Topaypdeovg 4.8 kat 5.3), ®g mpoinmTikd uETpo, N domayAprolivn dev
ocuviotdral yuo xpnon o€ acbeveig, mov AapPdavovy Tavtdypovae moyirtalovn. Ta dwbéoia
EMONUOA0YIKE dedopéva Yio TV TOYATalO6vN VTOSEKVHOVV KATOL0 LKPO avENUEVO Kivouvo
KapKivov Tng ovpoddyov KOoTNG o€ dlafnTikovg acbeveic, mov Aaufavouvy moyirtaldvn.

Avénuéva erineda Tov opatokpitn
[Mopatnpndnke avénon tov apatokpitn pe aywyn domayierolivng (BAéne Tapdypago 4.8),
EMOUEVMG amalTeiTol Tpocoy o€ 0obeveig e 101 avénuéva enimeda Tov opuaToKpitn.

Axpwotnprocuol K4Tm aKkpov

Mia avénon oto TEPIGTOTIKG AKPMTNPLICUAY TOV KAT® dKpov (Kuping TV daKkTOAMV) £xel
mopatnpnel oe gv e€ehiler paxpoypdvieg kKhvikéc perfreg ue évav dailov SGLT2 avaotorfa. Eival
AYVmOoTo €0V 0T 0moTEAEL Hia ETdpoon TS KT Yopiog opudkmnv. Omme ue 0Aovg Tovg
dwPnrtikode acbeveic eivar onuovtikd va cupfovievoviot ot aoheveic Yo pio TPOANTTIKY povTiva,
QPOVTIONC TOV TOSLDV.

2uvdvacuoi mov dev pereTnOnkav
H doamayhMoelolivn dev €xet peretn0el 6 GUVILAGUO LLE AVALOYE TOV TPOGOUOIALOVTOG TTPOG TO
yAvkayovo merntidiov 1 (GLP-1).

Epyoomplokéc eEetdioels ovpamv
AOY® TOL unyovicuov dpaong, ot acheveic Tov Aapupdvouy Forxiga Oa eivon Ogtikoi otnv aviyvevon
YAUKOING 0VpWV.

Aaxtédln

Ta diokia mepi€yovv avodpn Aaxtdlr. Acbeveig pe omavia kKAnpovopkd tpofinuata dvcaveéiog ot
yahaktoln, avendpkelag Aaktdong Lapp 1 dvcamoppdenong yAvkolng - yohaktolng dev mpémet v
AOUPEVOVY TO GUYKEKPIUEVO PAPUOKEVTIKO TPOTOV.

4.5 Aliemopdosic pe GAio QUPPIKEVTIKA TPOIOVTA KOl GAAeg popPES ahlniemiopaong

Dappokodvvokés aAAAETIOPACELS

Aiovpnria

H domayhMoelolivn pumopel va avénoet T dtovpntikn opacn Tov 0ealIdkdv SovpNTIKGOV Kol TOV
SLoLPNTIKMY TNG aYKOANG Kol Wropel vo avénael Tov kivouvo aguddtwong Kot vrdtaong (PAEre
Tapdypoo 4.4).

Ivoovdivy ko ekkpITaywyd THE IVEOVAIVAC
H woovkivn kot to ekkplray@yd TG tYGOLAIVIG, OTTMG 01 GOVAPOVVLAOVPIEG, TPOKAAOVY
vroyAvkoio. g €K TOVTOV, UTOPEL VO ATOITEITOL YOUNAOTEPT dOGT VGOVAIVIG 1] EVOG EKKPITAY®YOD




WGOLAMVNG, TPOKELUEVOL VA HEI®BEL 0 KivOLVOG DITOYAVKAING, OTAV YOPTYOUVTOL GE GUVOVOGHO LE
doamayhMorolivn (BAEre Tapaypdpovg 4.2 kot 4.8).

DappaxokvnTikég oAMAETIOPAGELS
H damaylMerolivn petaporiletar kupimg pécm yAvkovpovikng cvlevéng dtapecorafoipevng omd Ty
0VPLOVO-5"-31pwcpo-yAvkovpovosvrtpavopepdon 1A9 (UGT1A9).

Xe in vitro peléteg, 1 damoylprolivn dev £6pace 00TE WG OVAGTOAENS TV

kutoypopdtov P450 (CYP1) 1A2, CYP2A6, CYP2B6, CYP2CS8, CYP2C9, CYP2C19, CYP2D6,
CYP3A4, ovte ¢ emaywyéag twov CYP1A2, CYP2B6 1 CYP3A4. Katd cvvénela, 1 damayAiprolivn
dev avouévetat vo, petafdiret T petafoAikn Kabopon TV GuyXopNyYOOUEVOV QUPUOKEVTIKOY
TPoiovTv, mov petafoiiloviat amd avtd ta Evivpa.

Emdpdoeis GAA®V @OpUOKEVTIKAOV TpoidvTmv ot damayipAiolivn

Ao peréteg aAANAETIOpOOTG TOL TPAYULOTOTOMONKAV GE VYL ATOUM, YPNCLOTOLOVTUG KUPIMG
OYEOIOOHO EQATAE YOPNYNONG, TPOTEIVETAL OTL O POPUOKOKIVNTIKEG TapdpeTpot TG damayApAiolivng
O€V TPOTOTOLOVVTAL GO TN UETQOPUIVY, TNV TOYAITOL OV, TN GLTayAMITIVY , TN YAUETPION, TV
BoyAymdln, v vépoyAwpobelalion, T fovpetavion, T Paicaptdavn, 1 T oPactativn.

Metd ™) cuyyopriynon g domayAerolivig pe pipoumikivn (emaywyéa Slopopmy EVEPYDY
petapopémv kot eviiuwv mov petaforilovv edpuaxa), Tapatnpndnke peimon katd 22 % g
ocvotnpatikig ékxbeong ot damayiprolivny (AUC), 0oTt060 Ympig KAMVIKE oNUavTIKN ENidpacn oTnv
améKKplon YAukolng ovpwv 24mpov. Aev GUVIGTATOL TPOGAPUOYN TNG OOCTG. AEV AVOUEVETAL KAVIKE,
ONUOAVTIKN eXidpacn pe dAhovg emaymyeic (m.y. kapPopalenivn, eavotoivr, eowvofapPrtain).

Metd and cuyyopnynon g damayliprolivng pe pepavoptko o&od (avactorén tng UGT1A9),
mapotnpiinke avénon kotd 55 % otn cvotnuatikn Ekbeon g damoayApAolivng, aAld ympic KAVIKA
ONUOVTIKN EXIOPACT OTNV ATEKKPLET TNG YAVKOINC 00pmv 24MPpov. Aev GUVIGTATOL TPOGAPLOYT TNG
doong.

Emdpaoeig g damaylerolivng og GAL0 QOPUOKEVTIKG TPOTOVTOL

Y& peréteg aAANAETIOPAIOT|G TTOV TPAYLLATOTOONKOV GE VYU GTOUO, YPT|CLLOTOLDVTAG KUPI®G
o000 1O £Qamas d0omg, N damayApAolivn O PETEPUAE TN PAPUAKOKIVITIKY TNG LETPOPUIVIG, TNG
moyMtalovng, NG CLTayAmTivig, TG YALETPIONG, TG vdpoyrlmpobeialiong, tng Povpetoviong, g
Baioaptdvng, tng dryo&ivng (vtdotpopa g P-gp) 1 ™g Papeapivng (S-apeapivn, vrdocTpopa TOV
CYP2C9), i T1g avTmnkTikég eMOPACELS TNG Pappapivng, 6Twg a&toloyndnke amd to diebvig
oparomomuévo miiko (INR). H cuyyopfiynon wog epdmaé d6ong 20 mg domoyAiprolivng Kot
owPactativng (vrootpoua tov CYP3A4) avénoe tv AUC ¢ cupactotivng katd 19 % kot v
AUC tov 0&€og opuPaoctativng katd 31 %. H adénon tov ekBéoemv g oyPactativig Kot Tov 0&€og
ocuPactartivng dev Bempeital KAMVIKE GNUAVTIKN.

Aldeg popeég aArnienidpaong
Agv &govv peietn el o1 eMOPACELS TOV KOTVIGHOTOC, TNG SOITOC, TOV QLTIKMOV TPOIOVIMOV KOl TNG
KATOVAA®GONG GAKOOA GTN QUPUOKOKIVITIKY TG damoyAtpAolivng.

HopspPoin pe v dokpoacia 1,5 avudpoyivkooitong (1.5-AG)

H maparxorovBnon tov yAvkapukov ghéyyov pe ) dokipacia 1,5-AG dev cuviotdton yioti ot
petpnoelg tov 1,5-AG dev givat a&OmoTeS Yo TNV aE0AOYNOT) TOV YAVKOLLUKOD EAEYYOV GE acBeveic
7ov maipvouvv avactoAeic SGLT2. Xpnowonoieiote evalaktikég nebodovg yia vo mopakorovdncete
TOV YAUKOUIKO EAEYYO.

Hodratpikdg minboucuog
Meléteg aANAETIOPACEDY EYOVV TPAYLOTOTTOMOEL LOVO GE EVAAIKEC,




4.6 Tovipétnra, kKOO KM yorovyio

KinenAegv vrdpyovv dedopéva yia tn xpriion g domayierolivig oe £ykveg yovaikeg. Meléteg oe
apovPaiovg KATESEIENY TOEIKOTNTO GTOVG AVOTTUGGOUEVOLS VEQPOVS KATA TN ¥POVIKT TEPI0S0 TOV
avTIoTOLYKEL 6TO dEVTEPO KAt TPiTO TPipnvo Tng avBpdmivng kumong (PAére mapdypapo 5.3). Qg ek
TOVTOV, 0EV GLUVICTATOL 1] ¥PNOT TNG daTayAPAoLivG KOTA TN SIIPKELD TOL SELTEPOV KOl TOV TPITOV
TPVOL TNE KUNONG,.

Orov damotdveTaL €yKVIOcVVN, 1 Bepaneia pe damayAipiolivn TPEMEL VO dIOKOTTETOL.

OnAacpog

Agyv gival yvooto katd moco 1 damayAipAolivn Kaun ot petafoiiteg Tng anekkpivovtal 6To UNTPIKO
yoro. AlaBéoiua QapuoKodVVaKE/ToEkoAoYIKE dedopéva oe (Mo KATESEIENY AmEKKPLOT TG
domayArolivng/ueTafoMTOV 6T0 YaAQ, KOOMG KOl QUPLOKOAOYIKA JUEGOAAPODUEVES ETLOPACELS
ota OnAalovta veoyvd (BAEre mapdypao 5.3). Aev pmopet vo amokAelofel vdeyOeEVOS KivOLVOg Yo
ta veoyvd/Bpépn. H domayhololivn dev mpémel va yopnyeitar katd tn didpkeia Tov OnAacpov.

Tovipdémra

Agv €yel peketnBel 1 enidpaon g SamayAipAiolivng oty avOpdTIVN YOVIHOTNTO. € APPEVES KOl
Onheic emipeg, dev katadeiydnke emidpacn g domayAeroliving oTn YOVILOTITO GE OTOLOONTOTE
UeAETOUEVT dOOT).

4.7 Emopacels oty IKavOTnTo 001Y1061NS KUl YEIPLGROV UMY OVI|LATOV

To Forxiga dev €xet xapio 1 (€L aoNUAVTN EXIOPACT] OTNV IKAVOTNTA 031YNONG KL YEPIGUOD
pnyovnudtov. Hpénet va piotdton 1 Tpocoy| TV achevav GYeTIKA Le ToV Kivouvo voyAvkaipiog,
otav 1 domayherolivn cuyyopnyeital Le GOLAPOVOAOVPIN 1) IVGOLALVY.

4.8 AvemOOunteg evépyereg

2HVOYT) TOL TPOPIA OOPGAELOG

e po TpoKaBopiouévn evomotnuévn avaivon 13 eleyyOUevov e EIKOVIKO PAPHIOKO LEAETOV,
2.360 dropa rapav damayrlipArolivn 10 mg kot 2.295 élafav 1KoviKo @apuaKo.

H ocvyvotepa avapepopevn avemBountn evépyela NTav vroylvkaio, Tov e&aptdto omd 1o €id0g NG
Baokng Bepameiag, mov ypnoiponomnke oe kaOe perétn. H cuyvotnta epnpdviong encicodiov
vroyAvkopiog nocovog Papdtntog nTav Tapdpota uetatd Tmv 0epamevTik®V Opddmy,
TEPIAOUPOAVOUEVOL TOV EIKOVIKOD (OPLAKOV, Kot EEALPOVUEVMV TOV HEAETOV LUE CUUTATPMUOTIKY
Oepaneio pe covipovurovpia (SU) kot copmAnpopatikny Oeponeio pe tvoovivr. Ot cuVOVACTIKEG
Oepameiec e covipovurovpia Kot ETTPOGHETN VGOVAIVY €l VYNAITEPA TOGOGTE VITOYAVKALUIOG
(BAéme YmoyAvkayuio TopakdTm).

Katdloyog avemBountmv evepyeldv vd Lopor| Tivoka

O1 ax6Aov0eg avemBOuNTEC evEPYELEC £X0VV TAVTOTONOEL GE EAEYYOUEVES LLE EIKOVIKO PAPLOKO
KAvikég dokipéc. Kapia €€ avtdv dev dtomotdbnke 0t fjtav docoe&aptapevn. Ot avemBounteg
EVEPYELEG TTOL OVAPEPOVTOL OKOAOVOMG KATUTAGCOVTAL MG TTPOG TI| GLYVOTNTO ELPAVIOTG KOL TNV
katnyopia opyoavikod cvatipatoc (KOX). H katnyopio cuyxvotrog epedaviong opiletol cOUemva, pe
TNV TOPOKAT® GUVONKN: TOAD cvyvés (= 1/10), ouyvéig (= 1/100 g < 1/10), oyt ouyvég (= 1/1000 £mg
< 1/100), omévieg (= 1/10.000 £wg < 1/1000), mohd ordvieg (< 1/10.000), pun yvootég (dev pmopovv va
extiunovv pe Paon ta dwwbéciua dedopéva).




IMivaxag 1. AvemBbunteg evépyeieg o€ EAEYYOUEVEC UE EIKOVIKO QAPUAKO HENETEC”

Katnyopia IMoAv ovyvég Yoyvég Oy ovyvég Yravieg

0PYUVIKOD

GULOTHNUTOG

Aowdéeis kou AtdotokoAmitioa, Mokntiaon
TOPOTITOTEIS Boravitida kot

oyeTLOpEVES
AOUDEELS T®V
YEVVNTIKOV
opyévev P
Ovporoipwén *?

Arotopoyég Tov Yroylvkopio Meimon tov Awpnticn
uetafoliouov (6tav EVOAYYELOKOD ketoémon”
Kol e Opéyng YPNOLLOTOLELTON oykovP®

e SUf Alya™
woovkivy)?

A10Topoyég Tov Zén
VEVPIKOD
OVGTIUOTOS

Awotapoyés tov Avekotiot o,
YOAOTPEVTEPIKOD Enpootopia’
OVGTIUOTOS

Arotopoyég Tov Ocpuoyia”

UVOCKEAETIKOD

OVOTIUATOS KO

TOV GUVOETIKOD

10TOD

Aratopoyés v Avcovpia Nvkrovpia™
VEPPAV KAl TV o\vovpia Neppikn
0VPOPOPV dvciettovpyia P
000V

Aratopoyéc tov Kvnopdg tov
AVATOPOYDYIKO KOATOV Kot TOV
b GVOTHUOTOS odoion”

KO TOV UAoTOD Kvnopdg
YEVVNTIKOV
opyévev”

Hoparxiivikég AvEnuévog AvEnuéva
eetaoeic OLULOTOKPITNG emineda

Mewopévn veppikn Kpeativivng 610
KkéBapon oipa” P
KpeATVivIG Avénpéva

Avohmidapio” eminedo ovpiog

aiparog
Mewwpévo

cmuar*lgcc')

Bapog

0 mivaxog Topovoialel dedopéva v pio tepiodo Sidpkeias sog kat 24-gfdopddov (Bpayeiog Sidpkeiag)
ave&apttog Bepameiog S1acmoNG Yo TNV ENITEVEN YAVKALLKOD EAEYYOV.
BAéne avtioToyyn vIomapaypopo TOPUKAT® Yo EMITPOcHETEG TANPOPOPIES.
'O 6pog ardotokomitida, Baravitida kot oxeTICOUEVEG AOLDEELG TV YEVVITIKOV 0pYAveV TEPIAUUPAVEL TT.%.,
TOVG TPOKUOOPIGUEVOLS TPOTLUMDUEVOVG OPOVG: AUGOLOKOATIKY LUKNTIOCIKY AOIH®EN, KOATIKY Aoin®En,
BaAavitida, pokntiacikn AoiHwéEN ToV YEVVNTIKOV 0pYavev, ald010KOATIKN KOVTIVTIOGT], 010010KOATITION,

KOVTWVTILGIKN BaAavitido, KovTvTiooTn YEVVITIKGOV 0pyaveV, AoTUOEN avOPIKAV YEVWNTIKOV 0pYavoVv, Aoipumén
TOV TTEOVC, A00UTION, POKTNPLOKT KOATITION, OTOGTNLLO TOV 01d0iov.

%0 6pog oVPOLOIHMEN TEPIAAUBAVEL TOVC AKOAOVOOVS TPOTIUOUEVOLE GPOVE, TTOL TOPATIOEVTOL KOTA GELPH
aVaQEPOLEVNG GLYVOTNTOG: OVPOAOTUMEY], KLGTITIdN, OVPOLOTUWOEN armd KoAoPakTnpidio, Aoipnwén Tov




OVLPOTOLOYEVVITIKOD GLUOTILLOTOG, TVELOVEQPITION, PAEYLOVT] TOV KVGTIKOD TPpLydvov, oupnopitida, Aoinwén tov
VEQPOV KOl TPOOSTATITION.

0 6pog LEIMUEVOG EVOAYYEIKOG OYKOG TEPIAAUBAVEL, TT.)., TOVG TPOKABOPIGUEVOVG TPOTIUDUEVOVS OPOVG:
aQLOATMOON, VTOOYKALLIO, VTOTACT).

0 6pog moAvovpio TEPIAAUPEVEL TOVG TPOTILMDHEVOVG OPOLG: TOAAAKIOVPia, ToAvoLpia, avENUEVN amoBoin
00pOV.

Ot péoec petaPoréc Tov arpatokpitn amd v apyich T frov 2,30 % yio t domayipholivy 10 mg

évavtt -0,33 % v to eikovikd eapuaxo. Tipég apatokpitn >55 % avagépbnkay o 1,3 % tov 0td6H®V TOV
EloPav damayiiprolivny 10 mg évavtt 0,4 % TV atdp®V VIO EWKOVIKO PAPLOKO.

"H uéon mocootioio petafolrs] and v apyikh tiun yio ) damaylgrolivn 10 mg évavit Tov etkovikon
QOPULAKOL, avTicTotya, NToV: OAMKY YoAnotepOAN 2,5 % évavtt 0,0 %, xyolnotepoin HDL 6,0 % évavtt 2,7 %,
yoAnotepdin LDL 2,9 % évavtt -1,0 %, tprylvkepiown -2,7 % évavt -0,7 %.

* BMéne evotnta 4.4

Avagépnkay o > 2 % tov atdpov Kat > 1 % meplocdTepous Kol 68 TOLAGYIGTOV 3 TEPIGGOTEPD. GTOLO. TTOV
Evafav damayierolivn 10 mg, CUYKPITIKA e TO EIKOVIKO QAPLLOKO.

 AvagépOnkay amd Tov epeuvnTH W SuVTKd oYeTILOpEVD, TOAVOY oXETIOpEVA T oXETIOMEVA tE T Oepameio
™G HeAéTng kot avapepopeva o€ > 0,2 % tov atopov kot katd > 0,1 % neptocdtepovg Kot 68 TOLVAAYIGTOV

3 mepiocotepa atopa, Tov EAafav damayiprolivn 10 mg, GLYKPITIKA LE TO EIKOVIKO QAPLLOKO.

Heprypaprn eMAEYUEVOV OVETIBOUNTOV EVEPYELDV

YroyAvrkayuio

H ocvyvomta epodviong tng vroylvkopiog frav oyetilopevn pe tov tomo g Pacikng Beponeiog Tov
yopnynonke ce Kabe perérn.

IMo t1g peréteg g damaylipArolivng yopnyoduevng g povobepameia, wg emmpdchetn Bepaneio ot
peteoppivn | g emmpdchetn Bepameio otn ortayAntivn (Le 1 YOPIC LETEOPUIVN), 1] CLUYVOTNTO TOV
NOCOVMV VTOYAVKULUIK®V ENEIG0010V vIToyAvKouiog ftay mapopote, (< 5 %) uetal&d tov
OepamenTIKdV OPAd®V, TEPIAAUPAVOUEVTG EKEIVIIG TOV EIKOVIKOD (UPUAKOD Y10l SIGCTN IO £BG Kot
102 eBdopadmv Bepameiog. Xe OAeg TIg peAéteg Ta, pueilova VTOYAVKOUIKA ETEIGOSLN NTAY O)L GUYVE
Kol ovykpico petaé&d Tmv opadwv, Tov Erafay damayAiprlolivn Kot elkovikd eapuaxo. Meréteg e
emmpocetn Oepaneio covipovvlovpiag kat emmpdcdetn Bepameio vGoLAIVNG glyav VYNAG TOGOGTA
vroyAvkopiog (BAéne mapdypapo 4.5).

e wo pedétn emmpocbetng Oepameiog otn YAuempion, otic efdouddeg 24 kai 48, avagépOnkay
Nocova ENEIGOSL0 VTOYAVKAIOG CLYVOTEPO GTNV OUAda, Tov EAaPe damayAprolivy 10 mg kot
yAempion (6,0 % kot 7,9 %, avtictorya), oe oxéomn Ue TNV OpAda EIKOVIKOD (pOPLAKOD Kol
yhpempiong (2,1 % ko 2,1 %, ovtictouyo).

e o peAétn emmpocbetng Oepameiog otnv WGoLAIvT, avaeépOnkav peilova vVToyAVKOUKE
emelo0ota 610 0,5 % kot 1,0 % tov atdpov mov Elafov damayiipArolivn 10 mg kot tvoovAivn Tig
EBdouddeg 24 kot 104, avtictoyyo, kot oto 0,5 % TV atdumv oty opada mov ELafoy EIKoVIKO
@appaxo kot voovrivn Tig EBdopddeg 24 ko 104. Tig EBdounddeg 24 ko 104 avapépbnkav nocova
enel06010 vToyAVKapiag, avtiototy, oto 40,3 % kot 53,1 % tov atdpmv Tov EAapav
domayierolivn 10 mg kot veovrivny kot 6to 34,0 % kot 41,6 % tov atdpmv wov EAafay EIKOVIKO
(QAPLOKO KOl VGOVALVY.

e wo, peAétn emmpocbetng Oepameiag ot HeETPOPUIVI KoL e GOVAPOVLAOLPIN, SOCTHUATOS EMG
24 gfdouddwv, dev avaeépdnkav peilova vmoyAvkapukd exelcodia. 'Hooove vroyAvkakd
enelo6own avaeépOnkav o 12,8 % tv atdpmv mov hafav damayiiprolivn 10 mg poli pe
UETQOPUIVI Kol poe covApovorovpia kot o€ 3,7 % tov atdpmy wov Erapav eikovikd edppoko uali pe
UETQOPUIVI] KOl L0t GOVAPOVVAOVPIO.

Meiwon tov evoayysioxod 0yKov

AvT10pacelg Tov oyeTilovTol e LEImoT) TOV EVOYYELOKOD OYKOL (TTEPIAaUPAVOUEVDVY, OVOPOPDY
AQLIATMONC, LTOOYKOUING 1 VITOTAOTG) avapépnkay oto 1,1 %ot 0,7 % TV atdpwv, Tov EAafoy
damayMerolivy 10 mg kot IKOVIKO QAPHOKO, avTIoTOL0 GOPapEg avTIOPACELS EPPAVIGTNKAY GE
<0,2 % TV atOH®V, LE 1IG0PPOTNUEVT KaTavou LETAED TG damaryAipAolivig Kot ToL E1KOVIKOD
eapuaxov (PAére Topdypao 4.4).
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A1doiokoiritida, Balovitido kot oyetilousvec AouaEeIC TV YEVVNTIKWY 0pYOVWY

AtdotokoAmition, Baiavitidn Kot oXeTICOUEVEG AOUMEEIS TOV YEVVITIKAOV 0pYAV®VY ovapépnkay 6to
5,5 % a1 0,6 % tov atouwy, wov rapay damayiipAiolivn 10 mg Kol e1koViKO APLOKO, AVTIGTOLY .
O1 tep1o60TEPEC AOUMEELS TAV TG £MC HETPLOG EVTOONC KoL TO ATOUO OVTOTOKPiOnKay o€ évov
apykd KoK o copupatikng Oepaneiag, evd ondvio odnynoav oe andovpot). Ot Louadselg avtég fTav
oLyvoTEPES 0TI Yuvaikeg (8,4 % kat 1,2 % yo ) damaylipAolivn Kot To EUOVIKO QApLaKO,
avTIGTOLY0) KoL TO (TOUO LLE TTPOTYOVUEVO 16TOPIKO T ThavdTEPO Va. EUpovicovy vToTpomtdlovco
Aotpmén.

Ovpotowwleic

AvoépOniay ovporolumdEelg cuyvotepa yia T domayMeiolivi 10 mg cuyKpITIKA e TO EIKOVIKO
oappaxo (4,7 % évavtt 3,5 %, avtictorya, PAéne mapdypapo 4.4). Ot meprocdTEPEG AOUMEEIS NTAV
NTOG £MG HETPLAG EVTAONG KoL TO ATOUA OVTOTOKPiONKaY o€ apytkd KOKAO cupuPatikng Oepaneiag,
EVO omavia odNynoav oe dtokont| g Oepamneiog pe damayAerolivn. Ot AotudEelg avtég nTav
GLYVOTEPES OTIG YOVOIKEG KOl TO ATOLLO LLE TPOTYOVHEVO 1GTOPIKO NTOV THOVOTEPO VO ELPAVIGOVV
vrotpomdlovca Aoiuwén.

Avlnuévn kpsozivivy

Ot oyetucég pe v avénpévn Kpeativiv avemBounteg evépyeleg Tav opOSOTOMUEVES (T.). LEIOUEVT
VeQPIKN KAOapor KpeaTvivig, veppikn SucAettovpyio, avEnuévn KPEaTViv] OiLOTOC KOl LELOUEVOG
pLOUOS omepapaTiKig dMONnonc). Avti 1 opadonoinon Tev avtdpdcewv avaeépdnke oe 3,2 % kot
1,8 % twv acBevav mov érafav damaylipArolivn 10 mg kot lkovikd pApLOKO, AvTIoTOl 0. X€
acBeveic e puololoYIKY VEQPIKN AgtTtovpyia | e veppikn dvcAettovpyio (apyikn Tt eGFR > 60
mL/min/1,73 m2) 1 opadomoinon avti tov aviwpdoewv avapépdnie o 1,3 % kot 0,8 % tov
acBevav mov Eafayv damayiprolivn 10 mg kot ewovikd papuako, avtiotoryd. Ot avTidpacels ovTég
Ntav cuyvotepes o acbeveig pe apyua Tiun eGFR > 30 xon < 60 mL/min/1,73m2 (18,5 %
domayMorolivn 10 mg Evavtt 9.3 % giKovikd @apuaKo).

H mepartépw a&loldynon acBevav mov eiyov oyeTikég Le TOVG veppovg avemBounteg evépyeteg £de1ée
OTL 01 TEPLGGOTEPOL ELY OV HETAPOAEG KpeaTvivig opov < 0.5 mg/dL amd v apyikn tipn. Ot avénoeig
NG KPEOTIVIVIIG NTOV YEVIKG TOPOOTKEC KOATE T SLAPKEL TNG GLVEYXOVG Oeparmeing 1 avacTPEYIUES
petd tn dwakonn tng Oepaneiog.

HopaBvpeocidwn opuovy (PTH)

Mopatpndnkov pikpég avénoeig v emmédwv PTH otov opd, 6mov ot avénoeig ntav peyalvTepes o€
atopo Pe VYNAEG apyikéG cLYKEVTPMGELS. Ot LETPTOELS OOTIKNG TUKVOTNTOG G 0obevelg e
QLOIOAOYIKN VEPPIKN Agttovpyio 1] pe Niov Pabuod veppikn duciettovpyio dev £5€1Eav 0GTIKN
amMAELN 6€ TEPT000 Ay®YNG 6V0 ETMV.

Koxonbeiec
Kotd m ditdpkelo KAWVIK®OY SOKIUL®DY, TO GUVOAIKO TOGOGTO TMV OTOUWMV Ue KakonOeic | un

TPOcdoploBEvTeg OYKOVG NTaY TOPOUOL0 HETOED eKElvav TTov Elafav Oepomeio pe damayAtprolivn
(1,50 %) a1 gikovikd eappoko/mapdyovia cvykpiong (1,50 %) kot dev vanpée oNuo. KapKvVoyEVEGNC
N petaAloéloyéveong ota dedopéva peketav og Loa (PA. mapdypaeo 5.3). Katd v a&lordynon tov
TEPIOTOUTIKOV EULPAVIONG OYK®V GTO SLOPOPETIKA OPYOVIKA GUGTHLOTO, O GYETIKOG KIVOUVOG TTOL
oyetionke pe T damayAproliviy ftav vynAdTePog Tov 1 Yia opiopévoug 0YKovg (0VpododYOL KHOTNG,
TPOGTATN, LOOGTOV) Kot YOUNAOTEPOG TOV 1 Yio AAAOVG (7). OiUaTog Kot AEUPLKoD, wodnKmV,
0VPOPOP®V 03MV), YMPIC VO, GUVETAYETAL GUVOAKE aVENUEVO KivOLVO EUPAVIOTG GYKOV
ovoyeTilopuevov pe ™ damoyApArolivn. O avénuévog/LeElmUévog Kivouvog 0V TV OTOTIOTIKG
OTUOVTIKOG Y10l KAVEVO OO T OPYOVIKG GLOTHLOTA. AdpUBAvovTag LITOYT TV OTOVGIio EVPNUATOV
CYETIKOV e OYKOVG GE U KAVIKEG peréteg Kabmg Kot T Ppayeia ypovikn kabvotépnon peta&d g
TPOTNG £kBe0NG 0TO PAPUAKO Kol TNG ddyvmong Tov dyKov, dev Bempeitat mBavn 1 oToAoyKn
oxéon. Aedouévou 0TL 1) aplOUNTIKN AVIGOPPOTIC TOV KAPKIV®Y TOV HOGTOD, TS 0VPOdOY0L KOGTNG
Kol Tov TpooTatn Tpénel va e€etdletal mpooekTiKd, Oa diepeuvnbel mepattépm oe LeEAETEG HETA TNV
KuKlogopia.

Ewwoti mAinbvouoi
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Hhlrxiouévor (mhixiac> 65 etcdv)

e dtoua nAikiag > 65 etmv, avemBounteg evépyeteg mov oyetilovtay pe veepikn ducAettovpyia 1
avenapkeln avaeEpnkav og 7,7% tov atopev mov Ehafav damayiiprolivn kot 3,8% Tov atopwv
7ov Ehafav ekovikd eappoko (BAéne Tapdypago 4.4). H cuyvotepa avapepduevn avemBountn
EVEPYELD, TTOV OYETILOTAV LIE TN VEQPIKT| AgtTovpyia, NToV avEnpévn Kpeatwvivn otov opd. H

TAELOYN (L0 AVTOV TOV AVTIOPACEDY NTAV TOPOIIKES Kl OVUCTPEYIIEG. e ATOUA NAKiAG > 65 eTMV,
avemBounteg evépyeleg HEI®ONG TOL VoY YELKOD OYKOV, TOV GLVHOMS OVAPEPOVTOY (G VTOTACT),
avapépnkav og 1,7% kot 0,8% Tov atopmv mov EAafav damayiiprolivn Kot T@v atdpov mov EAafav
EIKOVIKO QdpuaKo, avtiotowo (BAEne Tapdypago 4.4).

Avapopd mBavoroyoOUEVOV OVETIBVUNTOV EVEPYELDV

H avagopd mhovoroyobuevov avemBOUNT®V EVEPYELOV HETA OO TN YOPTYNOoN AOE0G KUKAOPOPIOG
TOV QUPUOKELTIKOV TPOIOVTOC glvar onuavtikn. Emtpénet tn cuveyn mapakoiovdnon g oyéong
0PEALOVC-KIVOVVOV TOV QUPOKEVTIKOD TPOTOVTOC. Znteital and Tovg enayyeAUATIES VYEING VO
avaPEPOLY OTTOLEGONTOTE TIOUVOLOYOVEVES QVETIOOUNTEG EVEPYEIEG LEG® TOV €BVIKOD GUOTNUATOG
ovopopds Tov avaypdeeton oto [Hopdptnua V.

4.9 Ymepdooolroyia

H domayhMoelolivn dev eupdvice omoladmote ToEIKOTNTA GE VY GATOUA KATH TV od TOL GTOUATOG
yopnynon epdamas d6cewv £mg Kot 500 mg (50 popég peyalvtepeg amod T PEYIOTI CUVICTMUEVN
avBpamivn d6on). Ta dtopo avtd eiyov aviyvedoyo exinedo YALKOLNG 60 0VPO. Y10l HidL
d0c0eEapTMUEVN XPOVIKN TEPT0O0 (TOLAAYIGTOV 5 NUéEPES Yo TN 00on TV 500 mg), ywpic kapia
avaQopd apLIGTMOONG, VTOTUCTG 1] NAEKTPOAVTIKAOV SLUTAPOYDV KoL ¥0PIg Kopio KAVIKG GTUOVTIKI
enidpaon oto ddotnua QTc. H enintwon g vwoyAvkaipiog Toy TopOUold e TO EKOVIKO PAPLOKO.
e KAMvIKEG peréteg oTic omoieg yopnyndnkav docelc £mc kot 100 mg pio popd nuepnoing (10 popég
UEYOADTEPEC OO TN GUVICTMOUEVT avOpdTIVT d00T) Y1 2 EBOOUASES GE VYN GITOWO KOl (TOUO LUE
Swafrytn tHmov 2, 1 eNinT®ON VIOYAVKOING TV EAOPPA VYNAOTEPT CLYKPLTIKA [LE TO EIKOVIKO
@appaxo kat dev frav docoesaptapevn. Ta mocootd avemBountwv coppdviav, teptiappavopuévov
AQLIATOONC N VITOTAGNC, NTOV TOPOUOL HLE TO EIKOVIKO POPLOKO, KOl OEV TapuTn P ONKay KAVIKA
ONUOVTIKEG OCOEEAPTMUEVEG UETAPOAEG TOV EPYOOTNPLOKADV TOPAUETPOV, TEPIAAUPAVOUEVOVY TOV
EMIESOV NAEKTPOAVTMV GTOV 0PO Kol TOV PLOAOYIKADV SEIKTOV TNG VEPPIKNG AEITOVPYING.

Y& Tepinton VIEPO0GOA0YING, TPEMEL VO EEKIVIOEL KATAAANAN vITooTnpikTikn Oepoameio, fdoel g
KAMVIKNG KaTdoTaong Tov acbevovg. H amopdipuvon g damayiiprolivng pécm opokdBapong dev
&xet peretnOel.

5. ®APMAKOAOTI'IKEX IATOTHTEX

51 ®@oppoxodvvopkég 1010TNTES

Ddoppokobepamentin katnyopio: OAPLOKE TOV YPTCYLOTOLOVVTAL VIO TO O, AALO QApPLOKA
OV LEIDVOLV TN YAVKOLN aiptotog, eEapovpévav Tmv veovMvav, kodikdc ATC: A10BX09

Mnyovieudg dpdong
H domayhMoelolivn eivar évag oAl 1oyvpdc (Ki: 0.55 nM), eKAeKTIKOC Kol OVAGTPEYIUOG OVOGTOAENS
TOV VTOTVTIOL 2 TOV GVUUETAPOPEN VATPiov Kot YAvkolng (SGLT2).

O SGLT?2 ek@paletol EKAEKTIKG GTOVE VEPPOVS, YMPIC VA, aviyVEDETUL EKPPOCT] OE TEPIOCATEPOVG U0
70 dAAOVG 16TOVG TEPIAAUPAVOUEVOV HTTATOG, CKEAETIKOV LDAV, AITMO0VG 16TOD, LOGTOV, 0VPOdOYOV
KvoTNg Kot eykepdiov. O SGLT2 givon o kOprog petapopéag, mov vdovetar yio v enovappdenon
™G YAVKOING 0o TO OTEPAOTIKO ddnue ot cvotnuatikny KukAoeopia. [Tapd v mapovacio
vepYALKaLiag 6To ST TOTOL 2, 1| Emavappoenomn TG otnbovuevnc yAvkolng cuveyiletar. H
doamayMerolivny Bertidvel TG0 Ta enimeda Tng YAVKOLNG TAAGHOTOG VNOTELDG 0G0 KoL TNG
LETAYEVLOTIKNAG YAVKOLNG, LEUDVOVTOG TN VEPPIKT ETAVAPPOPNOT| TNG YAVKOLNG, TOV EMPEPEL
AmEKKPLON TNG YAVKOING ota 00pa. Avth 1) amékkpilon ¢ YAukolng ota ovpa (YAvkolovpikn
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eMidpaon) TapaTnpEiTOL LETA TN YOPNYNOT TNG TPDTNG 0O0NG, CLVEYILETOL KOTA TN SIAPKELN TOL
24®pov 60G0A0YIKOD LEGOOIOOTALOTOG Kot dtatnpeitan kaf' 6An T didpkela g Oepaneiog. H
TOGOTNTA TNE YAVKOING, TOV OTOUAKPOVETOL GO TOVG VEPPOHE LECH TOV AVAOTEPM UNYAVIGLOV,
e€aptaton amo TN GVYKEVIPMOOT TG YALKOLNG 6T aipa kot To pubuod orelpapatikng dmbnone. H
domayMerolivn dev PEIDVEL TN PLGLOAOYIKT EVOOYEVT TAPAY®@YT YALVKOING MG amoOKpIon oIV
vroyAvkopio. H damaylpiolivn dpa aveEdptnra omd Tnv EKKpLor Kot Tr dpdon g WGoLAIVNG.
IMopatnpndnke Bertioon 6to LOVTELO OLOIOGTACNC Y10 TNV EKTIUNOT TNG AgtTovpyiog TV B-
rxuttdpov (HOMA beta-cell) o khivikég peréteg pe to Forxiga.

H emayopevn and ™ domoayiprolivn anékkpion YALKOINg ota ovpa (YAvkolovpia) cuoyetiletar pe
Oepdikn andieto kot peioon tov Papovs. H avactodn tng coppetagopds yAvkolng kot vatpiov omd
) damayAiprolivn cvoyetileton eniong pe Nio S10HpMoN Kot Tapodikn vaTplovpnon.

H domayhMoelolivn dev avaotéAdel AALOVC PLETOPOPEIC TNS YAVKOING GNUAVTIKOVG Y1 TN UETAPOPE TNG
GTOVG TEPUPEPIKOVS 16TOVG Kot ppavilel > 1.400 popég peyarvtepn ekiextikotnta yio tov SGLT2
évavti tov SGLTI, 10 Pacikd petapopéa 6Tov eviepikod fhevvoyovo mov gufhvetor yio Tnv

amoppoeNoN TS YAVKOINC.

Dappoxodvvatkés EmMOPAUCELS

AVENGEIC 6NV ATTEKKPIVOUEVT TOGOTNTO, YAVKOLNG 6T, 0VpO, TapotpOnKay Gg vy GToo Kol 68
dTopa PE GOKYap®ON SNt Tomov 2 peTd T xopnynon damayAiprolivne. Katd tpocséyyion 70 g
yAvk6{ng anexkpivovtay nuepncing ota ovpa (avtiototyovv o€ 280 keal/muépa) pe 66om

10 mg/muépa domayMololiving oe dtoua pe cakyapmdon dtafntn tomov 2 yio 12 gfdouddec. Evoeilelc
oLVEYOVC OTEKKPLONG YAVKOING mapotnphOnkay cg dtopa pe cokyopmon dapntn TOmov 2, GToLS
omoiovg yopnynOnke domayiprolivn 10 mg/Mmuépa yio Eog Kot 2 £tm).

Av106 TO TPOTLTO UMEKKPLOT|G YAVKOLNG oTar 0Vpal e T damoylpAolivn odnyel eniong o€ OGUMOTIKN
dovpnon Kot ALENCELS GTOV OYKO TV 0VP®V GE ATOUA, [LE GaKyap®@ON dtafntn tomov 2. Ot avénoelg
0TOV GYKO T®V 00VPWOV GE ATOWO LE GOKYOPDON dfnTn TOTOL 2, Tov EAafav damayiiprolivn 10 mg,
ocvveyiomkav uéxpt tic 12 gfdouddeg kat avitbav katd npocéyyion o€ 375 mimuépa. H avénon tov
OYKOL T®V 00PMV GUOYETIGTNKE UE UIKPT KOl TOPOSIKN aHENOT] TNG AMEKKPIOTG VATPIOL 6T 00Pa, 1|
omoio dev CLGYETIOTNKE e PHETOPOAEC OTIG GLYKEVIPDGELG VATPIOL GTOV 0po.

H oaméxipion ovpikod 0&€oc ota 0Opa avéndnke eniong mapodikd (Yo 3-7 NUEPEC) Kot GLVOSEVTNKE
oo cLVEYN LEIMOT] TOV GLYKEVIPOGEDY OVPIKOV 0EE0G GTOV 0pd. ZT1G 24 EBOOUAOES, Ol LEUDOELS OTIG
GLYKEVTPMGELS 0LPIKOD 0&€0¢g oTOV 0p6 KLpAVONKav amd -48,3 £wg —18,3 micromoles/l (-0,87

¢mc¢ -0,33 mg/dl).

Klvum amoteleopotikdtnto Kot ac@arelo

[payupoatomomOnkav dekoTpeig SIMAG-TOPAEC, TUYOLOTOUNIEVEG, EAEYYOUEVEG KAMVIKEG OOKIUES LE
6.362 dropo pe dtofren toHmov 2 yio v aloAdyNnon TS OTOTEAECUATIKOTNTOS KOl TNG AGPAAELNG TOV
Forxiga. 4.273 dtopo og avtég Tig peiéteg vroPAanoniay oe Bepaneio pe domaylorolivn. Amdexa
peAéteg eiyav didpkela Oepameiog 24 efOopddes, 8 e HaKPOYPOVIEG TEPLODOVS EMEKTACTG TOV
Kopoivovtay ond 24 émg 80 efoopddeg (e GLVOAKN ddpKeln TV HELET®V £m¢ Kat 104 gfdopddeq),
Kol po peAétn elye dudpreta 52 gfSopadmv e HaKPOYPOVIEG TEPLOOOVGS EMEKTAONG 52 Kot

104 eBdopadmv (cvvolikn didpkela g perétng 208 efdopddeg). H péon didpkeia Tov drofnn
Kopowvotay omd 1,4 €wc 16,9 €. To mevivta, 600 (52 %) tov acbevov giyay NTLo VEPPIKT
dvodettovpyio kot o 11 % glyav puérpia veppikn dvoiertovpyia. To mevivra éva (51 %) tov atouw@v
nTav dvopeg, 1o 84 % Ntav Agvkoi, To 9 % Ntav Actdreg, to 3 % frav Mavpot kot o 4 % avikav 6g
dAheg puieTikég opddeg. To 80 % tov atdpmv elyav deiktn palog copotog (BMI) > 27. Iepartépo,
dvo peréteg ddpketog 12 efdouddwmv eAeyyOUEVES LLE EIKOVIKO PAPLOKO TPUYUATOTOMONKAY G
aoBeveic e avemapkmg EAEYYOUEVO SLaf TN TOTOV 2 KoL VAEPTAGT).

Llokoauixoc éleyyoc

MovoOeparnsio

[payupotomomOnke pio STAA-TVEATR, ELEYYOUEVT] LE EIKOVIKO QAUPLOKO UEAETT) OLAPKELNG
24-gBdopdadmv (pe emmAéov mepiodo emEKTAONC) Yo TNV 0EIO0AGYNOT TG ACPAAELNS KoL TNG
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OTOTEAECUATIKOTNTOG TG povobepamneiog pe Forxiga o dtopa e OVETOPK®G EAEYYOUEVO COKYOPDON
dwafrytn tomov 2. H nuepnota aywyn pe damoylierolivn 0d1NyNnoe G GTOTIOTIKA OTLOVTIKEG

(p <0,0001) pewwoeic g yhvkolvhmpévng aipoceorpivne (HbA1c) cuykpitikd pe 1o elkovikod
odppoko (ITivakag 2).

2V mepiodo g enéktaong, ot peuwoels e HbAlc drotnpninkay péypt kot mv ERdoudda 102
(-0,61 %, xaw -0,17 % mpooappoouévn péon petafoin and v Evapén yio m samayierolivn 10 mg
KOl TO EIKOVIKO QAPUAKO, OVTIOTOLYO).

[Mivakog 2. Atoteréopota v ERSopdda 24 (LOCFE?) piag edeyyduevng pe elkovikd Qapproko peAétng
g damayAeAolivng w¢ povobepomeio

MovoOepanceia
AamayMeiolivn Ewoviké ¢appoko
10 mg

N 70 75

HbA1lc (%)

"Evopén (péon tipn) 8,01 7,79
MetaBolr and v évapén’ -0,89 . -0,23
A0popd omtd To EKOVIKO PAPHAKO’ -0,66

(95 % AE) (-0,96, -0,36)
Atopa (%) mwov méETVYOV:
HbAle<7 %
[Ipocappocpévo yuo tnv évopén 50,8° 31,6

Yopotikd Bapog (kg)

"Evapén (uéon tiun) 94,13 88,77
MezofoAf] and tnv évapén’ -3,16 -2,19
A10popd omtd 10 EKOVIKO PAPOKO” -0,97

(95 % AE) (-2,20, 0,25)

“LOCF: Metagopd tekevtaiog mapatinpnong (tpw n Bepomeio Sidomong yia ta drope mov vofAfdnkay og
Oepomeia dSdocwong)

PO tor Tuyonomompéva dropa mov EaBay TovAdyIeToY pia 3661 TG STAG-TVEANG ay®yHc TG HEAETNG KaTd
) didpketo g Ppoayeiog SMAA-TVPANG TEPLOdOV

"Méon Tiun EMAYIOTOV TETPAYOVOY TPOGAPUOGUEVT Y10 THY OPYIKY TIUH

fp-nm’] <0,0001 évavtt IKOVIKOD QOPUAKOD

¥ Agv a&10A0YNONKE Y10 GTOTIOTIKN CNUAVTIKOTNTO OG OTOTEAEGHOL TG SL0OIKAGTNG S1A00Y KMV SOKIHAGLDY Y10l
T0 SEVTEPEVOVTO TEAIKA O LElD

Ocpancio ovvovATUOD

e o eheyyOuevn e evepyo Bepameio LEAETN KOTASEIENG UN KATOTEPOTNTOS OEPKELOG
52-gfdopadmv (pe meptodovg eméktaong 52- kar 104-efdopddmv), To Forxiga a&loAoyndnke wg
emmpochetn Oepameion 6T HETPOPUIVI] CLYKPITIKG UE Lo GOVAPOVVAOLPia (YATLION) wg
emumpochetn Oepameia ot HETQPOPUIVN O€ dTopa [E avemapkn YAvkauko Eleyyo (HbAlc > 6,5 % kot
<10 %). Ta anoteAéopato £dei&av mopopoto péon pueimon e HbAlc amd v évapén uéypt myv
EBdopada 52, cuykprtikd pe ) yAumilion, kotadeikvoovtag emopévas pn kototepotnta (Ilivakag 3).
Tnv Epoopada 104 n mpocappocuévn péon petafoin me HbAlc amd v apywn tun ftav -0,32 %
ywo T damayAeAolivn kat -0,14 yia tn yAuilion. Tnv EBdoudda 208, n mpocappoouévn puéon
petaforn g HbAlc and v évapén ntav -0,10 % yuo ) damaylipriolivn kot 0,20 % yia
yAmion. Xtic 52, 104 kot 208 efdopddes, £va oNUAVTIKAE YOUNAOTEPO TOGOGTO UTOUWMY TNV OUAO
g domaylprolivng (3,5 %, 4,3 % ko 5,0 % avticToyn) epeavicay TOLAAYIoTOV Eva ETEGOO10
VROYAVKOUING CLYKPITIKE [E TNV opdda wov Ehafe yAumlidn (40,8 %, 47,0 % w1 50,0 % avtictowya).
To 10600616 TV aTOH®Y TOV TapEpevay otn pekétn v ERSopdda 104 kot tnv EBdopdada 208 ftav
56,2 % kot 39,7 % yio v opdado ¢ domayiproliving kot 50,0 % kat 34,6 % Yo Ty opdda g
yamdiong.
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Mivaxag 3. Arotedéopota tnv EBdopdda 52 (LOCF®) oe pa eheyyduevn pe evepyo Oepameio pedétn
oLYKpLong ¢ damayApAiolivng pe Ymiion og emmpochern Oepaneia ot HETQOPUIvY

Aamayh@rolivn Famdion
HapapeTpog + peteoppivy + per@oppivy
N 400 401
HbA1lc (%)
"Evapén (néom tiun) 7,69 7,74
MetafoAn and v évapén’ -0,52 -0,52
Aw@opd amd To GuVOLUCUO
yMmlion + petpoppivn’ 0,00°
(95 % AE) (-0,11,0,11)
Yopotiko papog (kg)
‘Evapén (néon tun) 88,44 87,60
MetafoAn and v évapén’ -3,22 1,44
Aw@opd amd To GuVOLUCUO
yhMmlion + petgoppivn’ 4,65"
(95 % AE) (-5,14, -4,17)

“LOCF: Apyn petagopdc g TeAevTaiog Tapoathpnong

PTuyatomompéva kot dropa mov Edafov Oepameio pe PETPNON GMOTEREGLOTIKOTNTAS 0TIV £vapén
KOl TOLAGYLOTOV L0, LETPTOT) OTOTEAEGATIKOTNTAG LETE TNV Evopén

"Méon Tiun EMAYIOTOV TETPAYOVOY TPOGAPUOGUEVT Y10 TNV GPYIKY TIUH

M1 KaTdTEPN TOL GLVSVAGHOY YAmLIdNG + peTpopuivig

“p-ti < 0,0001

H domayhMoelolivn ¢ emmpochetn Oepameio 6T LETQOPUIVN, YALUETLPION, LET@OPUIVY Kot pio
GOVAPOVVAOLPIN, GLTayATTivr (UE 1) XOPIC LETPOPUIIVI) 1| IVGOVAIVY ETEPEPE OTATIOTIKG GNUAVTIKEG
uewnoelg g HbAlc otig 24 Bdouddeg cuyKpLTikd e Ta ATope, oL EAABaV EIKOVIKO QpOPLOKO

(p <0,0001, ITivaxeg 4, 5 Ko 6).

O1 pewwoeig e HbAlc, mov mapatnpndnkav v ERdoudda 24, dtatnpndnkav oTig LEAETEC
emumpochetng Oepomeiog cuvOLACUOD (YAUETLPION Kol VGOLAIVY) ue dedopéva, 48-fdouddwmv
(YApempidn) ko dedopéva £mg kot 104-gfdopddmv (tvooviivn). Tnv EBSopdda 48, 6tav mpootédnke
o™ owwayAMmtivy (LE 1 Yopig LETPOPUIVN), | TPOCAUPUOGUEVT] LECT] LETAPOAT] OO TNV apP)LKN T Yl
T damayAiprolivn 10 mg kat to ewcoviko edpuaxo Nrav -0,30 % kot 0,38 %, avtictouyo. I
HEAETN emmpdcBeTnC Bepameiog ot PLETQOPiVY, Ot petdoelg g HbAlc dtatnpnnkay péypt nv
EBoopada 102 (-0,78 % war 0,02 % mpocappocpévn péor petafoin amod tnyv Evapén yio ta 10 mg kot
TO EIKOVIKO Qdpuaxo, ovtiotorya). Tnv ERdoudda 104 yio v tveovivn (Le 1 yopig amd Tov
GTOUATOG YOPNYOVUEVO VITOYAVKOALUKG, QUPUOKEVTIKA TPoidvTa), ol peidoelg g HbAlc tav -

0,71 % ka1 -0,06 % mpocapurocuévn LéEon LETABOAT amd TV OPYIKY| TN Yo TV

domayMerolivn 10 mg kot o eikovikd papuako, avtictoryo. Tic EBdouddeg 48 kot 104, n d6on g
WooVAivC TapEueve oTabepr| G€ GOYKPLOT LLE TNV aPYIKT TIUN GTO ATOUd TOV EAaPay
damayMoerolivn 10 mg e péon d6on 76 IUMuépa. v opdda gikovikod eappdrkov vaipée péon
avénon 10,5 TUMpépa kar 18,3 TUMpépa and v apykn Tiun (néon 66om 84 kan 92 ITU/Muépa) tig
EBdouddeg 48 kat 104, avtictoyo. To 1060010 TV 0.60EVAOY OV TOPEUELVAY GTN UEAETT TNV
EBoopada 104 ftov 72,4 % yio tnv opddo g domayeroliving 10 mg kon 54,8 % yuo tnv opdda Tov
EIKOVIKOD QOpUAKOL.

[Tivokog 4. ATOTEAEGLOTA TOV EAEYXOUEVOV LE EIKOVIKO PAPUAKO LEAET®V d1apKeLag 24-eBdouddmV
(LOCF*) tng damayhprolivng o cuvdvacpd pe petpopuivn 1 ortoydurtivn (ne M xopic petpoppivn)
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Emnpoc0etn Oepaneio 6vvovaopuov

Metgoppivy' Avactoréag DPP-4
(crrayhmrtivy’)
+ Met@oppivy'
Aamaylgrolivy Ewoviké Aamayirerolivn Ewkoviké
10 mg ¢appaxo 10 mg Ppappaxo

N’ 135 137 223 224

HbAlc (%)
Evapén (néon tyun) 7,92 8,11 7,90 7,97
Metapoin and

mv évapén’ -0,84 -0,30 -0,45 0,04
Awpopd amd to

EIKOVIKO QappoKo’ -0,54" 0,48

(95 % CI) (-0,74, -0,34) (-0,62, -0,34)

Atopa (%) wov

TETVYOV:

HbAlc <7 %

IIpocappoopévn

vy T Evopén 40,6™ 25,9

Bépoc ocopatog

(kg)
Evapén (uéom tiun) 86,28 87,4 91,02 89,23
MetafoAn and

mv évapén’ 2,86 -0,89 2,14 -0,26
Awpopd amd to

EKOVIKO Qappako’ -1,97" -1,89°

(95 % AE) (-2,63, -1,31) (-2,37, -1,40)

"Metgoppivn > 1500 mg/muépa “ortayhurtiviy 100 mg/muépa

“LOCF: Metogopd televtaiog nopatipnong (mpo g Oepameiog Sidomong yio to dropa mov Edapov Ospamncio
Slcmong)

PONa Tor Toyaomompéva dropa Tov EAABOV TOLAGYIOTOV [id SOOT TOL SITAG-TVPAOD PUPHAKEVTIKOD TPOTOVTOG TN
peAétng Katd tn didpketa g Ppayeiog SmAA-TVPANG TEPLOSOV

"Méon Tiun EAGYIGTMV TETPOYDVOV TPOSOPUOGHEVT Y10 TV OPYIKT TIUA

*p-nuﬂ <0,0001 évavtt elkoviKod QOPHAKOV + ad TOL GTOUATOS YOPTYOVUEVO VTOYAVKALUKO QUPUAKEVTIKO TPOIOV

ok

p-tn < 0,05 évavtt eIKOVIKOD QOPUAKOV + AO TOL GTOUATOG YOPTYOVLEVO DITOYAVKALUKO QAPUAKEVTIKO TPOIOV

[Mivokog 5. AmoteAéopoTa TOV EAEYXOUEVOV LE EIKOVIKO PAPLOKO HEAETMV S1apKelag 24-eBdopuddmv
g damayMpAolivng o cuvOLAGUO e GOVAPOVLAOLPIN (YALETLPION) 1| LETGOPLLIVY KoL Hia
GOVAPOVVAOLPIN

Emnpoc0etn Oepaneio 6uvovAGHOD

YovA@ovviovpia YovA@ovviovpia
(Yhpempidn') + Met@oppivy’
Aamayh@rolivn Ewkoviko Aamayh@rolivn Ewoviko
10 mg PappaxKo 10 mg Ppappaxo
N 151 145 108 108
HbAlc (%)°
"Evapén (uéon tun) 8,07 8,15 8,08 8,24
Metafoin amod tnv
évapén’ -0,82 -0,13 -0,86 -0,17
Alopopd amd 10 EIKOVIKO .
eapupoko’ -0,68" —0,69
(95 % AE) (-0,86, -0,51) (=0,89, -0,49)
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Atopa (%) mwov méTvyOV:
HbAlc <7 % (LOCF)’
[Ipocappoopévn yo v

*

Evapén 31,7 13,0 31,8 11,1
Bépog sopatog (kg)

(LOCF)’

‘Evapén (uéon tiun) 80,56 80,94 88,57 90,07

Metafoin amod v

évapén’ -2,26 -0,72 -2,65 -0,58

Alo@opd amd 10 EIKOVIKO .

Pappoko’ -1,54" -2,07

(95 % AE) (-2,17,-0,92) (2,79, -1,35)

pempidn 4 mgmuépar “Metpoppivn (Lop@ég Gueonc | Tapatetapévng omodiopsvonc) >1500 mg/muépa cvv
LEYIOTN aveKT dOON, OV £MPENE VoL €ival TOVAGYIGTOV TO MOV TNG UEYIOTNG 00GNG LG GOVAPOVLAOLPIAG, YiaL
TOVAGyIoTOV 8 EfdOpAdEG TPV Ao TNV EvTadn.

“Tuyatomomuévol kot vd Oepaneio acdevelc pe apyikn Tuf Kot TOLAGYIGTOV pia LETPNOT) OTMOTEAECUATIKOTNTOG HETA
mv évopén.

PyrAneg 1 kon 2, n HbAlc mpoodiopiotnke omd ty LOCF (BA. vroonpeioon 8): Ttikeg 3 kat 4, n HbAlc
nmpocdilopiotnke amod v LRM (PA. vroonueimon &)

"Méon Tiun EAGYIGTMV TETPOYDVOV TPOCOPUOCHEVT Y10 TV OPYLKT TIUA

SLOCF: Metagopd tekevtaiog mapatiipnong (mpo g Oepansiag Sidomong yia to. dropa mov Ehapay Oepameio
Slomong)

LRM: Awoypovikh aviAvon exavolapuBovOouevav petpoemv

Pt < 0,0001 £vavTt E1KOVIKOD QOPREKOL + 0O TOV GTOOTOS PAPLOKEVTIKO(EL) TPOTOV(TE) IOV PELbVOLY TN
yAokoln
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Mivaxag 6. Arotedéopota Tnv EBSopddo 24 (LOCF®) og i eheyyOpevn He EIKOVIKO QAPIOKO HEAETN
g damayMpAolivng o cuVOVAGUO Le VoOVAIVY (®¢ Lovobepameio 1 Pe O TOV GTOUOTOC
YOPNYOVUEVO, VITOYAVKOUUIKE QOPUOKEVTIKG, TPOTOVTAL)

Aoamayh@holivny 10 mg Ewkoviké ¢appaxo
+ wvooviivy + wvooviivy
+ amé Tov 6TOPATOG + amé Tov 6TOPATOG
YOPNYOVUEVA VTOYAVKOLUIKG  {OPNYOVUEVA VITOYAVKOLIUIKG
HoapapeTpog QUPPUUKEVTIKG TPOidVTA QUPPRUKEVTIKG TPOidVTA
NP 194 193
HbAlc (%)
"Evapén (néon tyun) 8,58 8,46
MetafoAn amod tnv
évapénv -0,90 -0,30
Al0@opd amd 10 EIKOVIKO .
eappoko’ -0,60
(95 % AE) (-0,74, -0,45)
Bépog copatog (kg)
"Evapén (néon tyun) 94,63 94,21
Metafoin amod v
évapén’ -1,67 0,02
Alo@opd amd 10 EIKOVIKO .
eappoko’ -1,68
(95 % AE) ('2a19’ '1’18)
Méon nuepniola 0661
wooviivng (IU)'
"Evopén (uéon tiun) 77,96 73,96
MetafoAin amod tnv
évapén’ -1,16 5,08
Alopopd amd 10 EIKOVIKO .
eapupoko’ -6,23
(95 % AE) (-8,84, -3,63)
Artopa pe péom peimon
™G NHeEPRoLag S0omg
WGOLAIVIG KOTA .
19,7 11,0

Tovldyiotov 10 % (%)

“LOCF: Metogopd tedevtaiog Topatipnong (Tpv omd 1 Kotd thv nuepounvio e mpdTg ovodikhg
TITAOTTOINGNG TNG 0OONG WWGOVAIVIG, EPOGOV YpeldleTon)

PONa To, Toyatomompéva dropa Tov EAABOV TOLAGYIGTOV [ia $66T TOL SITAG-TVPLOD POPUAKEVTIKOD
TPOTOVTOG TNG HEAETNG KATA TN dtapKeLd TG Pparyeiag SIMAG-TVEANG TEPLOOOV

"Méon Tiun EMAYIOTOV TETPAYOVOY TPOGAPUOGUEVT Y10l THV GPYIKY TIUH KOl THV TOPOVGIN amd TOL
GTOUATOG YOPTYOVLEVOL VTOYAVKULLUIKOD PAPUAKEVTIKOV TPOIOVTOG

*p-nuﬂ < 10,0001 évavtt elKOVIKOD QOPUAKOV + LVGOLAIVN £ 0O TOL GTOLATOS YOPTYOVLEVO
VIOYAVKALUKO QUPULAKEVTIKO TPOIOV

**p—nwﬁ < 0,05 évavTt EIKOVIKOD POPIAKOL + VGOVAIVT] £ atd TOL GTOUATOG YOPTYOVLEVO
VIOYAVKALUKO QUPUAKEVTIKO TPOIOV

' Avodiky Tithomoinon tov oynudtov veoviivng (tepthapPavopévng e Ppoyeiog dpdong, evaidpeong
dpdiomg, Ko TG PACIKNG WWGOLAIVNG) EMITPETOTAY LOVO €AV TO ATOWO TANPOVGOV TO TPOKAOOPIGUEVHL
Kpurnpo TG YAVkOIng mAdopatog vnoteiog (FPG).

To 50 % twv atépwv Ny ved povobepameio voovAivng Katd v Evapén, o 50 % AdpPove 1 1 2 and
TOV GTOUATOG YOpTYoLLEVO(Q) avTdtoNTiKO(ar) opuakevTikd(a) Tpoidv(ta) emmpocheta pe
woovAivn: ATo T dgbtepn avt opdda, to 80 % Ntov VId povobepaneio petpoppivng, to 12 % Rrav
v Oepameia pe peTQoppivn + coviApovulovpia, Kot ot vTOAOUTOL 0cOeVElG TOV VIO Bepameio pe amd
TOV GTOUATOG YOPTYOULEVO AVTISIAPNTIKA QOPLOKEVLTIKA TPOTOVTA.

Tvkoln whaouoros vhoteiog

H Ogpancio pe domayiiprolivn 10 mg g povobepameio ¢ emmpocHetn Oepameio 6T LETPOPUIVY,
TN YMUETPION, TN HETPOPLIVI KOl Lo GOLAPOVVAOLPILA, TN crtayAmtivn (He 1] xopig HeToppivn) 1
TNV WGOLAIVI] 00N YN OE GE OTATIOTIKA CNUAVTIKEG PHEIDGELG TNG YAVKOLNG TAdGHaToG vioteing (-
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1,90 éwc -1,20 mmol/l [-34,2 éwg -21,7 mg/dl]) cuykpitikd pe 1o gikovikd eappako (-0,33 wg
0,21 mmol/1 [-6,0 éwg 3,8 mg/dl]). H enidpaon avth napatnpndnke v ERdopdda 1 tng Oepaneiog
ka1 drtnpnOnke oe peréteg, mov emektabnkay péypt v ERdoudda 104,

Mezoyevuozinn yAvkoly

H Oepancia pe damayiiprolivn 10 mg og emmpodcbetn Oepaneia otn YAempidn 0dnynoce oe
OTUTIOTIKA OTILOVTIKEG UELMGELS TNG LETAYEVUATIKNG YAVKOLNG 2-0pav oTig 24 gfdouddec, Tov
Swtnpnnkay £wg kot v ERdopdda 48.

H Ogpancio pe domayiiprolivn 10 mg wg eminpdodetn Oepomeio ot crrayAmtivn (Le M yopic
UETQOPUIVT) 001 YNCE GE UELDGELC TNG LETOYEVUATIKNG YAVKOING 2-0p®dV 6TIG 24 gfd0oUadES, TOL
Swnpnnkay £wg kot v ERdopdda 48.

Zopatiko fapog

H Oepancia pe damayhorolivn 10 mg og emmpdcbetn Bepancia otn petpoppivn,tn yMpuempion,
HETQOPLLIVY Kol pio covApovoAiovpia, Tn ortayMmtivn (Le 1 yopic LETQOPv) 1] TNV VGOVAIVN
001YNGE GE€ GTOTIGTIKG GNUOVTIKT HEIOT TOV cmpatikod Bapovg otic 24 efdouddes (p < 0,0001,
[Tivakeg 4 kot 5). Avtég ot emdpdoeig dSotnpnOniay og doKIUEG LEYOADTEPTC SLAPKELNG. XTIG

48 efdopdoeg, n drapopd g damayAerolivig wg emmpdcbetn Bepameio ot ortayAntivn (pe N xopic
UETQOPUIVI) GE GVYKPLOT LE TO EIKOVIKO dpuako ftay -2,22 kg, X1ic 102 gfdopndadec, n dapopd g
domayMoroliving wg emmpdobetn Oepomeio ot HETPOPUIVI GE GVYKPION UE TO EIKOVIKO PAPUAKO, 1)
¢ emnpdcobetn Bepameio GTNV WWGOLAIVY GE GUYKPIOT UE TO EIKOVIKO PapuaKo MTav -2,14 kot -

2,88 kg, avtictoyo.

Q¢ emmpdcbetn Bepomeio ot pLeTPOPUIVY GE Lol EAEYYOUEVT LE evepYO Bepameio LeAétn KatddelEng
LN KATOTEPOTNTAG, 1 SomayAPAOLiviy 0dNYNOE O GTATIOTIKA GMUAVTIKT LEIMON TOL COUOTIKOD
Bapovg oe cvykpion pe ™ yAmilion kotd -4,65 kg otig 52 gfdouadec (p < 0.0001, ITivaxag 3) wov
Swtnpnnke otig 104 kou 208 efdopddeg (-5,06 kg ko -4,38 kg, avtiotorya).

Mo pedét dudpkelag 24 efdouddmv o 182 d1afnTikd dTopa e T YP1oN ATOPPOPTGLOUETPIOC
dumng déoung aktivov X (DXA), mov mpayuoatoromdnke yio v a&lohdynon e 60eTacT|G TOV
OOMOTOC, KOTEGEIEE PEIDOELG e damayAprolivn 10 mg Kot HETQOPIV CUYKPITIKA [IE EIKOVIKO
(QAPLOKO KOl LETPOPLIVT], OVTIOTOLYN, GTO COUATIKO BApog Kot T Mmcddn Hale cmUaTog OTmg
petpatot pe DXA kot oyl 610 un Mrcddn 1616 1 v andiewo vypov. H Bepomeio pe Forxiga kot
peTQopuivn katédelEe aptOunTIKn UEI®OT TOV GTAAYVIKOD ATMO0VG 16TOV CUYKPITIKG LUE EIKOVIKO
(APUOKO KO LETPOPLIVI] OE 10 VTOUEAETT] LLOLYVITIKTG TOLLOYPOOIOG.

Aptnproxn wicon

e po TpoKaBopIGUEVT] EVOTTONUEVT aviAvoT 13 eAeyyOUEV®V LIE EIKOVIKO QAPLOKO UEAETAOV, M
Oepaneio pe domayiiprolivn 10 mg odNynoe ce Petaforn TG GLGTOMKNG APTNPLOKNG TECTG Ao TV
gvapén g tdemg Tov -3,7 mmHg kot tng S106TOMKNG apTNpLaKng Tieong Katd -1,8 mmHg

évavtt -0,5 mmHg yia T cvotoAkn kot -0,5 mmHg ywo T dtacToAIKY apTNnplokn Tieon oTny opdda
govikov eoppakov v ERdopdda 24. Iapoduoteg peiwaoelc mapatnpndnkay éoc tig 104 efdouddec.

e dvo peréteg odpketog 12 efdopddmv eheyyOUEVES [IE EIKOVIKO (APLOKO, Eva ochvoro 1.062
acfevaV e AVETAPKOG EAEYYOUEVO O101TN TUTOL 2 Kot VIEPTAOT (Topd TNV TPoDTAPYOLGA oTodEPN
ayoyn pe évov AMEA-I | ARB og o peiétn kot évav AMEA-I 1 ARB poli pe o emmpocfet
avTneptacikn Oepaneio o GAAN puekét) éhapav damayiipAiolivn 10 mg 1 ewovikd dpuaxo. Tnv
EBoopada 12 twv dvo peietav, n damayiprolivn 10 mg pali pe  ocovndn avtidwofnrikn Bepomeio
enépepe Peltioon g HbAlc¢ kot peimoe tn dtopbopévn pe E1KovIKO QAPUAKO GUGTOAIKT AP TNPIOKN
mieon xotd 3,1 kot 4,3 mmHg, avtictotya.

Kapdioyyeraxn oopdleio

210, TAOIGLOL TOV KAVIKOD TPOYPApaToc, dlevepynonKe (o LETA-AVAALGT] TOV KAPSIHYYELNK®DY
cLUPavTeV. 10 KAWIKO Tpdypauua, 34,4 % Tov atdpmy elyoy 16TopIKd KapdloyyELKNG VOGO
(e&apovpévng g véptaonc) Katd v Evapén kot 67,9 % elyav vréptaon. Ta Kapdiayysioxd
enelo601n a&loroynniay and aveEaptnn enrponn a&ordynong. To mpotedov TeAkd onpeio NTov o
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APOVOG UEYPL TNV ELGAVIOT] TOV TPAOTOL CLUPEAVTOG LOG €K TV akOAOVO®V exPloemv:
KapALOYYELKOV OavATO, 0yYEIKOD EYKEPUAIKOD ETELGOI0V, EUPPAYLOTOS TOL pvokapdiov (EM) 7
voonieiag yio actadn otnddyyn. To eneicddo Tov aPopovoaY GTO TPMTEVOV TEAMKO GNUELD
gupaviotnkoy og 10600T6 TG ThEemg Tov 1,62 % ava avlpmmoétog acbevoic o dtoua wov Erafav
damayMerolivn kot 2,06 % avd avBporoétog achevoig ota dropa mov EAafav Tapdyovia cOYKPLoNC.
H avaioyio ktvddvov katd ) obykpiomn g damayiipiolivng pe Tov Tapdyovta ovykplong ftav 0,79
(95 % Aldotua gpmictocvvng [CI]: 0,58, 1,07), vTOdEUVOOVTOG OTL GTN] CLYKEKPUUEVT] OVAAVGN TO
Forxiga dev cvoyetiletar pe avénon tov Kapdlayyeiakod Kivovvov ce acheveic e cakyapmon
Swafrn tHmov 2. Odvotog Kapdayyelokng arttoroyiag, EM kot ayyelokd eykepaAlkd enelicodlo
mapotnpeiOnkay pe avaroyio kvdovov 0,77 (95 % CI: 0,54, 1,10).

Aobeveic ue veppixn dvoiertovpyio.

Métpra veppixii Svolertovpyia (eGFR > 30 éwe < 60 ml/min/1,73 m’)

H amoteleopatikonta g damayiiprolivng a&lodoyndnke exiong Eexmplotd og pia 101K HEAETN
SN TIKdV 0TOHOV [E PETPLo. VEQpLKT| Suohettovpyia (252 dropa pe péco eGFR 45 ml/min/1,73 m?).
H péon petaforn amd v évapén oty HbAlc otic 24 efdouddeg rav -0,44 % o -0,33 %, yio
damayMerolivn 10 mg kot To EIKOVIKO GAPUOKO, OVTIGTOLYO.

Aobeveic ue opyirn iun HbAlc > 9 %

e wo Tpokabopiopév avaivon atoumv pe apykn Ty HbAlc > 9.0 %, n Ogpancio pe
damayMerolivn 10 mg enépepe oTOTIOTIKA OMUOvVTIKEG petwoels g HbAlc v ERdoudda 24 wg
povoBepameio (TpocapUocpéVT HEoT LETOBOAN amd tnv apykn Tun: -2,04 % kot 0,19 % yia
domayMerolivn 10 mg kot To EIKOVIKO PAPUOKO, OVTIGTOLYE) Kol MG EXTPOGOETN 6TN UETQOPUIVN
(mpocappoopévn péon petaforn and v apykn Tiun: -1,32 % kot 0,53 % ywo ) SamaryApAolivn kot
TO EIKOVIKO PAPLAKO, OVTIGTOLYOL)

Toudiozpixoc tinBvouoc

O Evponaikoc Opyaviopog Gapudikmv €xel ddoeL avaoln amd Ty vToxpE®on VIOPOANG TV
UTOTEAECUATOV TOV UEAETMV UE TN damayAMpAolivn € (o 1] TEPIOCOTEPES VITOKATIYOPIES TOV
Ta1d10TpIKoD TAnbvouov yio ) Bepomeio Tov dafnm Tomov 2 (PAére mapdypaeo 4.2 yio
TANPOQOPIES GYETIKA LE TNV TOUSLUTPIKT| YP1IoN).

5.2 ®@appoxoxkivntikég [o16TNTEG

Amoppoégnon

H domayhMoelolivn amoppopnOnke Toy€me Kot IKOVOTOTIKA LETE TNV 0td TOL GTOUNTOG XOPNYNOT).
O1 péy1oTeg GLYKEVTPMOOELS 0TO TAAGHA TNG damayAlPAoLivng (Chax) ETITUYYAVOVTAL GUVHOWOG EVTOG

2 opav peTd TN Yopnynomn o€ katdotaot vnoteiag. Ot yeopetpikés péoeg TYES Crax kot AUC, g
doamayMoroliving og otabepomomuévn katdotaon akolovdwe e yopnynong 66cewv 10 mg o opd
nuepnoing Ntav 158 ng/ml kot 628 ng h/ml, avtictorya. H amdivtn frodabdesiudtnto petd my ano
TOV OTOHOTOC YopnyNon d6ons twv 10 mg givan 78 %. H yopnynon pe yebpo vyniov Mmapodv peiooe
N Chax TG OamoyAt@Aolivng émg kot 50 % kot mop€teve Tov Ty Katd mpocéyyion katd 1 dpa, oA
dev petéfare v AUC cuykpitikd pe v Katdotaon vnoteiag. Ot petaforéc avtég dev Bewpovvtal
KAMVIKG onpavTiKéS. Zuvendmc, To Forxiga pumopel va yopryeitot pe 1 xopic Tpoem.

Kozavoun
H damayiiprolivn cuvdéetan pe TIC TPOTEIVES TOV TAACUATOG 6€ T0000To 91 % Katd Tposéyyon. H

TPOTEIVIKT oOVOEDT] dev petafAndnke o S1dpopeg voonpég KOTAGTATELS (TT.). VEQPIKN 1 NTOTIKN
dvorettovpyin). O uécog 6yKog KaTovoung TG damayAeAolivng oe otabepn Katdotaon NTov
118 Altpa.

Biopetarpon)

H domayhMoelolivn veiotatal eKTev] LETAPOAMGUO KLPIME TPOG GYNULOTIGHO
3-0O-yAvkovpovidiov damayierolivng, mov etvar avevepyog petaforitne. To
3-O-yAvkovpovidto damayiiprolivng N dArotl petafolriteg dev GUUPBAAAOVY GTIG VITOYAVKOUIKES
emdpdoeic. O oynuotiopog Tov 3-O-yAvkovpovidiov damayAipArolivng diapecorafeitol amd o
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UGTT1A9, évlupo mov anavtdTol 6To NTop Kol TOVG VEQPOVS, Kl 0 SOUECOAUPOVIEVOS 0T TO
kutdypopa CYP petafolopdg nrav pua devtepedovoa 086¢ kdbapons otov dvBpmmo.

AmofBo\n

Ot péoeg Tyég TeMkng nuioelag (ong oto mAdoua (t2) yio tn damayAipiolivn ntav 12,9 dpeg petd
yopnynon epdamas 06ong damayiiprolivig 10 mg amd to otépa o€ vy dtopa. H péon cvuvoiikn
GLOTNHOTIKY KABopon TG yopnyovpevng evoopiefing damayiipiolivng tav 207 ml/min. H
domayhMerolivn kot ot oxeTIlOUEVOL LETAPOAITEG ATOLLAKPVVOVTOL KUPIMG LEC® OMEKKPLOTG GTA OVPU,
LE TOG0GTO PKPOTEPO TOV 2 Y% ¢ apetdfintn damayiproliviy. Metd ) yoprynon 66ong 50 mg
['*C]-8amoyhrolivng, avaktifnke to 96 %, 75 % ota ovpa kat 21 % oto Kémpave. Tta KOTpava,

15 % xotd Tpocéyyion g 000NG ameKkpidnke ™G UNTPIKY EVEOOT).

Tpopuxodmra

H éxbgon g damayiiproliving avEndnke avoloyikd ¢ Tpog TV TUNUATIKY 6061 TG
damayhMoroliving oto gvpog TV 0,1 £mg 500 mg Kot 1 POPUAKOKIVITIKY TG 0V LETAPANONKE e TNV
TAPOS0 TOL YPOVOL KOTA TNV EMAVUAAUPOVOUEVT NUEPTOLLL YOPTYNON Y1t £0G Kot 24 Bdopdoeg.

Ewwcot minBuopoi

Neopixn dvalertovpyio

Y& otabepn| katdotaon (20 mg damayAipiolivng o @opd NUePNGing Yo 7 UEPES), TO, ATOLO. e
COKYOPMON oot TOTOL 2 Kot \ITLe, HETPLA 1 coPapn veppikn dvcieitovpyia (0nwg kabopiletal
amd Vv kabopon 10eEOANG 6To TAACUA) elyov LESEG cuoTNuaTkKéG ekBéoelg SamayAipAiolivng 32 %,
60 % ko 87 Y% vYNAOTEPES, AVTIGTOLYO, GE OYECT UE EKEIVES TOV ATOUMV LLE GOKYAPDON St
TOmov 2 Kol pualoloyiky veppikn Asttovpyia. H 24wpn anékkpion yAvkolng oto ovpa o
otafeponompévn Katdotaon NTov o VYNAS Babuo eaptdpevn amod T veepikn Aettovpyia Kot 85,
52, 18 kan 11 g yAvkding/muépa amekkpivoviay g ATOUN LE GOKYOPDIN O10f)TN TOTOL 2 Kot
(QVLOIOAOYIKN VEPPIKN Agttovpyio 1 Yo, pHéETplo 1| cofapn veppikn dvciertovpyia, avtiototya. Ot
EMATOGELC TNG opokdBapong oy Ekbeom tng damayAeAolivng dev gival YV@OTEC.

Hrozixn dvoierrovpyio,

210 dropo pe N N LETPLA NIaTikn dvaAettovpyio (katnyopieg A kot B katd Child-Pugh), n péon
Cinax Kot AUC g damayApAolivng tav £oc kot 12 % kot 36 % vynAodtepa, ovTioTory, GUYKPLITIKA
pe ta eEopotopéva vyu) atopa. Ot dtapopég avTtég dev BepnOnkay KAVIKE oNUOVTIKES. XTo ATOUA [E
cofapn nrotikn dvoiertovpyia (karnyopiog C katd Child-Pugh) n péon Cax kot AUC g
damayMoroliving ntov 40 % kot 67 % vynAdTEPO GLYKPITIKA LE TOVG EEOUOIMUEVOVG VYIELG LAPTVPEG,
avtioctolya.

Hlriouévor (nhixiac> 65 etcv)

Agv mapotnpeiton KAviKa onpovtikny avénon g £kbeong pe faorn anokAEIGTIKA TNV NAKio 6€ dTopa
¢w¢ kat 70 etdv. Qoto600, umopel vo avapévetal ovénuévn £kbeon Adym nhkosgaptduevnc peiowong
NG VEQPIKNG Aettovpyiog. Agv Vdpyovy emapkn dedouéva yio TV eEQymYN CUUTEPACUATOV GYETIKG.
pe v éxbeon oe acbeveic > 70 etv.

Houdrarpixoc ainBvouoc
H pappoaxokivntikny 6tov moudiatpikd mAnbuoud dev £yel peletnOei.

Dvlo
H péon AUC, g damaylprolivng otic yovaikeg ektiundnke o1t givar 22 % vymiotepn oe oyéon Ue
TOVG GvOpEG.

Dovin
Agv mapatnpnnioy KMvikd onUovVTIKEG S10POPES OTIG CLOTNHOTIKEG eKOECELS LETAED TG AEVKG,

g Mavpng i TG ACLOTIKNG PLANG.

2ouaniko epog
H éxbeon ot damayiiprolivn domiotdbnke 6Tt pewdveTol pe v adENoT Tov Papovs. Zvvendc, o
acBeveic pe yaunio Papog umopei va £xovy kdmotov fabuot avénuévn ékbeom kat ot acbeveis pe
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VYNAO Pépog Kamotov Pabuod petopévn ékbeor. Qotdc0, o1 dSapopic oty Ekbeon dev BewpnOnicav
KAVIKG OMUOVTIKEG,

5.3 IIpoxivikd dgdopéva Yo TNV 0.6QALELN

Ta pun KAvikd dedopéva dev amokaAVTTOVY 1010itePO Kivouvo yio Tov dvBpwmo pe Baon Tig
SLUPOTIKEG LEAETEC PUPUAKOAOYIKNG AGPAAELOG, TOEIKOTNTOC ETOVOLUUPAVOUEVDY dOCEMV,
yovoTo&kOTNTaG, EVOEXOUEVTG KOPKIVOYOVOD dpdomng Kot Yovipotntog. H damayiipiolivn dev
TPOKALEGE OYKOYEVEDT), EITE GE TOVTIIKOVG EITE GE APOVPAIOVG, GE OTOLUONTOTE OO TIG SOCELS, TOV
a&lohoynOnKoY KoTd T SIUPKELN SIETMV LEAETMV KOPKIVOYEVEST|G.

Avamapoymyikr] Kot avortuElokr ToEikotn o

H dpeon yopriynon damayAipiolivng o€ amoyolaKTIGUEVOVS VEAPODS OPOVPAIONS KOt 1) EUUEST
éxbeon koTd TV Oyun mePiodo KOHMOG (YPOVIKES TEPIOOOL TTOV OVTIGTOLYOVV GTO OEVTEPO KOl TPITO
Tpipnvo g KNoNG OGOV APOPE GTNV WPIULAVCT] TOV VEQPAOV GTOV AvOp®OTO) Kot T1 Yolovyio
ocvoyetilovtatl aueoTePES e avénuévn enintmon Kaun Bapdtnta S1dTaons TG VEQPIKNG TUELOL Kot
TOV VEPPIKOV COANVAPI®OV GTOLS OTOyOVOUG.

e o peAétn to&ikotnTog o€ veapd {ma, 6tav 1 damayAiprolivn xopnyndnke dueca cg veapovg
apovpaiovg amd TN peTayevvnTikn nuépa 21 péypt ™ petayevvntikn nuépa 90, avapépbnke didtoon
NG VEPPIKNG TLELOL KOl TOV VEQPPIKMDY GOANVAPI®V 0& OA0, Ta, 00G0A0YIKE emimeda. O ekbéoelg TV
VEOYVOV OTI YOUNAOTEPT EAEYYOUEVT OO0 TV > 15 Popég peyaluTEPEG AO T HEYIOT
ouvieTtOuevn avlpamvn 06on. To evpruaTo dVTE CLGYETICTNKAY UE 00G0EEUPTOUEVES CVENGELG TOV
Bapovg TV VEQPOV KUl LOKPOCKOTIKT O10YKMGT] TOV VEPP®OV, TOL TaPpATNPNONKAY 6€ OAEC TIG
dooelg. H didtaom tng veppikig TuELOL Kol TOV VEPPIKOV COANVAPI®V, TOL Topatnpninke o veapd
{da, dev avTIOTPAPTKE TANPOG EVTOG TNG KOTA TPOGEYYIOT] TEPLOGOL OVAKOUYTG TOV EVOG LUNVOG.

e wo EexmploTn LEAETN TTPO-KUL-UETAYEVVITIKNG OVATTUENG, O1 UNTEPEC 0povPaiol docoroyhOniay
amd TNV NuéPa 6 TG KOMOoNG LEXPL TNV NUEPA 21 TNG LETAYEVVITIKNG TEPLOOOV, KOl TAL VEOYV(
eKTEOMKAY EUUESO 0TO PAPUAKO in utero Kou Kad' OAN T didpkelo, tng yarovyiag. (Aeénydn wa
S0PLPOPIKN UEAETN YO TNV EKTIUNOT TOV ekBEcemVv damayAipiolivng oto YdAa Kol og veoyvd).
AvEnuévn enintoon 1 Bapdnta TG S1dtacng g VEPPIKNG TLELOL Tapatnpinke oe evilikeg
amoyovoug Oepamev vy UNTEPOV, LOAOVOTL ELPOVICTNKE OMOKAEIGTIKA GTNV VYNAOTEPT
ueAetdpevn 600 (o1 cLEYETILOUEVEG e TN UNTEPQ Kal TO VEOYVO ekBéaelg ot damayiipAiolivn ftav
1.415 @opég kot 137 @opéc peyardtepes, avtioToryd, omd TIc TIHES 6TOV AvOpmmo 6T PEYIoTN
cuviotdpevn avBpamvn d6on). Emmpdchetn avantuéiokn todikdtnta meplopiotnke o
8000eEUPTMUEVEG UEIMGELC GTO COUATIKO BAPOC TOV VEOYVAOV Kol TTopatnpnOnke novo o€ 00GELG

> 15 mg/kg/Mmpépa (cuvdcetar pe EKBECEIS TV VEOYVAOV > 29 pOpEG TOV TILAV GTOV AvOpOTO 6N
LEYIoTN cuvicTOpevn avBpamivny d6on). H untpuc) toucodtnta ftay epeovig Lovo oty vynAdtepn
UEAETOUEV DOCT], KOl TEPLOPIGTIKE GE TOPOSIKEG LUEIDGELG OTO GCMOUATIKO BAPOG KL TNV KOTOAVOAMOT
TPoPNG Katd TN doo|. To eninedo un napatnpoduevov avenilfountov evepyeiodv (NOAEL) yo v
avamtuElaKT ToEIKOTNTO, OT YOUNAOTEPT) LEAETMUEVT OOCT], GUCYETILETAL LE UNTPIKT] TOAAUTAN
ovoTnpatiky ékfeon katd Tpocdyyion 19 popég peyaddtepn g TIUNG 6TOV AVOPOTO 0T UEYIGTN
GLVIGTOUEVT avOpOTIVY OGN

e emumpooheteg peAéTeg EUPPLO-VEOYVIKNG AVATTVENG GE APOVPOIOVS KOl KOVIKAOVG, 1)
domayhMorolivn xopnynONKe Y10 LEGOSOGTHUOTO TTOV CUUTITTOVY [UE TIC CNUAVTIKEC TEPLOSOVG
opyavoyéveonc o€ ka0 €idog. Agv TapatnpnOnKav ovte uNTpPIk To&KdTTA 00TE AVATTVELNKT
To&IKOTNTA G KOVIKAOLG GE OOL0dNTTOTE EAEYYOpEVT 06on. H vynAdtepn peletopevn 66om
GUVOEETOL LE TOAAATAN cLGTNOTIKY €kBeom kKatd Tpoosyyion 1.191 @opéc peyardtepn g LEYIOTNG
GLVIGTAOUEVNS avOpdTIVN G 000N G. ZTOVG apovpaiovg, 1 damayAiprolivn dev tav ovte euPpvotolikn
001e TEpUTOYOVOC 0€ ekBEnelg Emg Kot 1441 popég Tavm omd TN HEYIGTN CLUVIGTAOUEVT AvOp®TIVY
doon.
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6. OAPMAKEYTIKEX TIAHPO®OPIEX
6.1 Koatdaroyog ekdoymv

vpnvoag diokiov

Mukpoxpvotariikn kuttapivn (E4601)
Avvopn Aoktoln

Kpoomnofidovn (E1202)

Awo&eidio tov moprriov (E551)
Yteatiko payvioto (E470b)

Enucédoyn pe Aemwtod vueviov
IToAvfrvoraikooin (E1203)
Awo&eido tov tiraviov (E171)
Macrogol 3350

Téixng (E553b)

Kitpwvo 0&gidio tov onpov (E172)

6.2 Aocvppoarétnreg

Agv gpapudleta.

6.3 Awdpkera Long

3 ypdvia

6.4 Iowitepeg Tpo@LAGEELS KOTA T @OAAEN TOV TPOiIdVTOG

To eappakentikd ovtd TPoidy dev amartel Wwitepec cuvOnKeg Beppokpaciog yio TNy OAAEN ToV.
6.5 ®@Vo1 KOl GVGTUTIKA TOV TEPLEKTI

Koyéleg Alu/Alu.

Yvokevaociec Tov 14, 28 kot 98 emikolvpupéveV Pe AETTO LUEVIO SIOKI®MV GE PN S1ATPNTEG KOWEAES
NUEPOAOYLOKOV TOHTTOV

Yvokevaoieg Tov 30x1 kot 90x1 emkaAVUUEVOV e AETTO VUEVIO O1OKIMV O SIATPNTEG KVWEAEG LLOG
doong.

Mmropei vo, unv KuKAOQOPOUV OAEG 0L GLOKEVOGIES.

6.6 Iowitepeg mpo@urdcers amdppryng

Kopia g8k vroypéwon.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX
AstraZeneca AB

SE-151 85 Sodertilje

Soundia

8. APIOMOX(OI) AAEIAX KYKAO®OPIAX

Forxiga 5 mg smkoAvupéva ue Aemtd vuévio diokio
EU/1/12/795/001 14 emkaAvppéva pe Aertod LUEVIO dloKia
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EU/1/12/795/002 28 gnucodoppéva pe Aentd vpuévio diokio
EU/1/12/795/003 98 emucodoppéva pe Aentd vuévio diokio
EU/1/12/795/004 30 x 1 (o€ povadeg 066Mc) ertkalvpupéva pe Aewto vuévio diokio
EU/1/12/795/005 90 x 1 (o€ povadeg d66Mc) ertkalvupéva pe Aewto vuévio diokio

Forxiga 10 mg emkalvppéva pe Aentod vuévio dokio

EU/1/12/795/006 14 emukaAvppéva pe Aertod LUEVIO dloKia

EU/1/12/795/007 28 gnucodoppéva pe Aentd vuévio diokio

EU/1/12/795/008 98 emucodoppéva pe Aentd vuévio diokio

EU/1/12/795/009 30 x 1 (o€ povadeg 066MC) ERKAAVUUEVA LE AETTO VUEVIO dloKia
EU/1/12/795/010 90 x 1 (o€ povddeg 066Mc) ertkalvpupéva pe Aento vuévio diokio

9. HMEPOMHNIA ITPQTHX EI'KPIXHX / ANANEQXHY THX AAEIAX

12 Nogpppiov, 2012

10. HMEPOMHNIA ANAOGEQPHXHX TOY KEIMENOY

Aentopuepn TANPOPOPLOKE GTOLXEIR Vi TO TOPOV PAPUAKEVTIKO TPOIOV gival S100Ec1Ua GTOV SIKTVOKO
t6mo Tov Evpondikod Opyavicpov Goappdkwyv: http://www.ema.europa.eu
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ITAPAPTHMA 11

HAPAI'QI'OI YIIEYOYNOI I'TA THN AITIOAEXMEYXH
TQN ITAPTIAQN

OPOI H HEPIOPIEMOI EXETIKA ME TH ATAGEXH KAI
TH XPHXEH

AAAOI OPOI KAI ATTAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI H HEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEZMATIKH XPHXZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A.  TIAPATQI'OI YHHEYOYNOI I'TA THN ATIOAEEMEYXH TQN ITAPTIAQN

‘Ovopo. kot d1evfuven Tov Tapay®wyoL Tov eivol VTELOVVOC Y10 TNV OTTOOEGUEVCT TOV TAPTIO®V

AstraZeneca GmbH
Tinsdaler Weg 183
22880 Wedel
Teppovia

AstraZeneca UK Limited
Silk Road Business Park
Macclesfield

SK10 2NA

Hvopévo Baciielo

Bristol Myers Squibb S.r.1.
Contrada Fontana del Ceraso
IT-03012 Anagni (FR)
ItaAio

270 £VIUTIO QUALO 0dNYIDV ¥PNOTG TOV PUPLOKEVTIKOD TPOTOVTOC TPETEL VAL, OVAYPAPETOL TO OVOLLXL
Kol 1 d1e¥BVVOT| TOL TAPACKELOGTH TTOV Eival VTELHLVOG Yo TNV ATOSEGUELCT TNG GYETIKNG TAPTIONS.

B. OPOI H OI TIEPIOPIEMOI XXETIKA ME TH ATAOGEXH KAI TH XPHXH

DopUAKEVTIKO TPOTOV Y10 TO OTTOI0 AMOLTEITAL LOTPIKT CUVTOYT.

I AAAOI OPOI KAI AITAITHXEIX THX AAEJAY KYKAO®OPIAX

. Ex0¢os1g Ileprodxiig Iapaxorovdnong g Ac@aierlog

Ot amaitioelg yio Tnv vooAr ekBEGEDV TEPLODIKTG TOPAKOAOVONONG TNG AGPAAELOS Y10, TO EV AOY®
QOPUAKELTIKO TTPOTOV opilovTal oToV KATAAOYO LE TIg Nuepounvies avapopds e Evoong (katdioyog
EURD) mov mapatiBetor otnyv mapdypaeo 7 Tov dpbpov 107y, tg odnyiog 2001/83/EK won kdbe
EMOKOLOLONG EMIKOPOTOINONG, OTMG ONUOCIEVETAL OTIV EVPOTAIKT OUCTVAKT] TOAT Y10 TO QAP LKL

A.  OPOI H HEPIOPIXMOI XXETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHIH TOY ®PAPMAKEYTIKOY ITPOIONTOX

2yéd10 Awayeipiong Kivdovov (ZAK)

O Kdroyoc Adeiag Kukhogpopiag Oa die&arydyet Tic omattovpueveg dpactplotTnTes Kol TopeUPACELS
QUPUOKOETOYPOTTYTIONG OTT™G TTopovatalovtal 6to ovupwvnbéy TAK mov mapovoidletal otnv
Evomta 1.8.2 g Adetag Kvkhopopiag kot omolecdnmote enakdiovdeg eykekpluéves avabewpnoelg
Tov ZAK.

‘Eva. emixotporompévo LAK Oa wpénet va, kototedei:
e Metd and aitnpa tov Evponaikov Opyovicpod Gapudkoy,
o OnotedNmote TpOoTOTOLEITOL TO GVOTNUE, dLOYEIPIONE KIVOHVOU, EIOIKE MG OTOTEAEGILOL ANYNG
VE®V TANPOPOPLDV TOV UTOPOVY VOl ETLPEPOVY GNUAVTIKT GAAXYT GTN GYECT) OQELOVC-KIVOHVOL
N ©¢ omToTELEGUA EMITEVENG EVOC OTULAVTIKOD OPOGTLOV (PAPUOKOETOYPVTVIOT T}
glaiotomoinon Kvdvvov).
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ITAPAPTHMA II1

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

EEQTEPIKO KOYTI S mg

1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Forxiga 5 mg emuoloppéva pe Aentd vpévio diokia
domayhorolivn

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

Kabe diokio mepiéyetl povotidpikn damayAprolivn pe TpomavodioAn 160d0vaun Le
5 mg damoayAprolivng.

3. KATAAOTI'OX EKAOXQN

[Tepiéyel haktoln. BAéme guALo 0dNYIOV Yi0 TEPIGGOTEPEC TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 emicoivpupévo pe Aemto vUéVio dlokiol
28 eMKAAVUUEVA [LE AETTTO VUEVIO dloKia
30x1 emkoAvppéva pe AETTO LUEVIO dlokio
90x1 emkaAvpupEVa Pe AETTO LUEVIO dloKiol
98 emikaAvppéva Pe AETTO VUEVIO dloKio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote To PUALO 0INYIOV XPHOTG TPV Old TN YOPNYNON.
Amo6 tov 6TOHTOG XPTIoN

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN
IHPOZEITIZOYN TA MTAIAIA

Na euidooetal o€ 0éon, TV onoia dev PAETOVY Kot dgv TPooeyyilovy Ta, OO,

‘ 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHZ

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

10. TAIAITEPEX IPO®YAAEZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN YIIOAEIMMATON
IHOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAIT AIEYOYNXH TOY KATOXOY THX AAEIAYX KYKAO®OPIAX

AstraZeneca AB
SE-151 85 Sodertilje
Xoundia

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/12/795/001 14 emucodlvoppévo pe AErTd DUEVIO O1oKio
EU/1/12/795/002 28 emucolvppévo pe Aemtd vpuévio diokio
EU/1/12/795/003 98 emukolvppévo, pue Aemtd DUEVIO d1oKia
EU/1/12/795/004 30 x 1 (o€ povadeg d66MG) EMKOAAVUUEVA UE AETTO DUEVIO O1oKIO
EU/1/12/795/005 90 x 1 (o€ povadeg 066mMG) EMKOAVUUEVA PE AETTO VUEVIO OloKiO

13. APIOMOX ITAPTIAAX

MMoptida

14. TENIKH KATATAEH I'TA TH ATAGEXH

DopUaKEVTIKO TPOTOV Y10l TO OTTOI0 AALTEITOL LTPIKN GUVTOYT.

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

forxiga 5 mg

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIALTATOX TPAMMQTOX
KOQAIKAX (2D)

A163106T0T0G YPOUU®TOS KDdKAG (2D) Tov pépet Tov TEPIANPOEVTO LOVOITKO aVoyVOPLOTIKO KOOTKO.

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

PC:
SN:
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ENAEIZEIX ITOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI 10 mg

1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Forxiga 10 mg emkaivppéva pe Aemto vpévio dokio
domayhorolivn

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

Kabe diokio mepiéyet povoddpikn domayorolivny pe Tpomavodion i.oodvvaun pe 10 mg
domayhorolivn

3. KATAAOTI'OX EKAOXQN

[Tepiéyer Aaxtoln. BAéme gOALO 0ONYIDV Y10 TEPIGGOTEPEC TANPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

14 emicoivpupévo pe Aemto vUéVio dlokiol
28 eMKAAVUUEVA [LE AETTTO VUEVIO dloKia
30x1 emkoAvppéva pe AETTO LUEVIO dlokio
90x1 emkaAvpupéva pe AETTO LUEVIO OloKiol
98 emikaAvppéva Pe AETTO VUEVIO dloKio

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPaote To PUALO 0INYIOV XPHOTG TPV Old TN YOPNYNON.
Amo6 tov 6TOHTOG XPTIoN

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO

IHPOZEITIZOYN TA MAIAIA

IPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN

Na euidooetal o€ 0éon, TV onoia dev PAETOVY Kot dgv TPooeyyilovy Ta, OO,

‘ 7. AAAH(EY) EIAIKH(EY) ITPOEIAOIIOIHXH(EIX), EAN EINAI ATTAPAITHTH(EYX)

| 8. HMEPOMHNIA AHEHZ

AHEH
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9. EIAIKEX XYNOHKEYX OYAAEHX

10. TAIAITEPEX IPO®YAAEZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN YIIOAEIMMATON
IHOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

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

AstraZeneca AB
SE-151 85 Sodertilje
Xoundia

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/12/795/006 14 gnucodoppévo pe Aentd vuévio diokio
EU/1/12/795/007 28 enucodoppéva pe Aentd vpuévio diokio
EU/1/12/795/008 98 emkaAvppéva pe Aertod LUEVIO dloKia
EU/1/12/795/009 30 x 1 (o€ povdadeg 066M¢) emtKaAvupéva pe AeTto vuévio diokio
EU/1/12/795/010 90 x 1 (og povadeg d60MG) EMKOAVUUEVA LE AETTO VUEVIO dloKia

13. APIOMOX ITAPTIAAX

Moptida

14. TENIKH KATATAZEH I'TA TH ATIAGEXH

DopHoKeLTIKO TPOTIOV Y10t TO OTTOI0 AMALTEITOL LULTPIKT GLVTAYT.

| 15. OAHTIEEZ XPHEHZ

‘ 16. TIAHPO®OPIEX XE BRAILLE

forxiga 10 mg

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

A160106T0TOC YPOUUU®TOS KDdIKAGS (2D) Tov épel Tov TEPIANPOEVTO LOVOSIKO aVayV®PIGTIKO KOOIKO.

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

PC:
SN:
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EAAXIXTEX ENAEIZEIX IIOY IPEITEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H TAINIEX

BLISTERS AIATPHTA MIAX AOXHX 5 mg

1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Forxiga 5 mg dwokia
domayiprolivn

2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

AstraZeneca AB

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX IIOY IPEITEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H TAINIEX

BLISTERS AIATPHTA MIAX AOXHX 10 mg

1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Forxiga 10 mg diokia
domayhorolivn

2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

AstraZeneca AB

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA
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EAAXIXTEX ENAEIZEIX TIOY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H TAINIEX

HMEPOAOI'TAKA BLISTERS MH AIATPHTA 5 mg

1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Forxiga 5 mg dwokia
domayhorolivn

2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

AstraZeneca AB

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Agvtépa Tpitn Tetdprtn [Hépumt [Hopackevn Zappato Kvproxn
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EAAXIXTEX ENAEIZEIX IIOY IPEITEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYHOY BLISTER 'H TAINIEX

HMEPOAOI'TAKA BLISTERS MH AIATPHTA 10 mg

1. ONOMAZIA TOY PAPMAKEYTIKOY ITPOIONTOX

Forxiga 10 mg diokia
domayhorolivn

2. ONOMA TOY KATOXOY THX AAETAY KYKAO®OPIAX

AstraZeneca AB

3. HMEPOMHNIA AHEHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Agvtépa Tpitn Tetdprtn [Héuntn [Hopackevn Zappato Kupraxn
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B. DYAAO OAHI'TQN XPHXHX
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®Yrho ooV ypions: [IAnpoeopics Yo Tov acevi|

Forxiga 5 mg emkaivoppéva pe Aemwtd vpuévio dokio
Forxiga 10 mg emxoioppéva pe Lewtod vuévio ooKia
damayherolivn

¥V To géppoxo avtd tekel VIO GLUTANPOUATIKY TAPOKOALOVONGT. AVTO Oat ETITPEYEL TOV YPHYOPO
TPOGIOPIoUO VEDV TANPOPOPLOY acPaieloac. Mmopeite va fondnoete péow g avapopdg mbavov
AvETBOUNTOV EVEPYEIDY TIOL EVOEYOUEVMG TTopovatalete. BA. Téhog e mapaypdeov 4 yia Tov TpOmo
avapopdg aveTIBOUNTOV EVEPYELDV.

APAOTE TPOGEKTIKA OLOKANPO TO PUAAO 0ONYLOV YP1OIS TPOTOV UPYICETE VO TUIPVETE AVTO TO

PAPRAKO OLOTL TEPLEYEL ONUAVTIKES TANPOPOPIES Y10 GAC.

- DurdEte avtd TOo EUALO 0dNYIDV Yprone. Towg ypelaotel va to dopdoete Eavda.

- Edv éxete mepartépo amopieg, pOTAGTE TOV YLOTPO, TOV QUPLAKOTOLO 1| TO VOGOKOLO GOLC.

- H ocvvtayn yt' autd to edappako yopnynonke onokAEIGTIKA Yo 60G. Aev TPEMEL VoL SMCETE TO
@AaproKo o€ AAALOVG. MTopel va TOLg TPOKAAESEL BAAPT), KO KOl OTOV TO CUUTTOUOTO TNG
acBéveldc Toug eivor 01 e ToL O1KA oag.

- Edv mapatnphoete kamoto avemBOunTn evépyeld, EVIUEPMOOTE TOV YIATPO 1) TOV PUPUOKOTOLO
c0G. AvTd 1oyvel Kat Yo KaBe mhoavi avemBOUNTN EVEPYELD TTOV JEV AVOPEPETAL GTO TAPOV
@OAAO 0ONY1DV ¥prione. BAéne mapdypago 4.

T Tepréyer To Tapov QOUALO 0ONYLAOV:

T eivan to Forxiga kot oo givor 1 gp1ion tov

T mpénet v, yvopilete mpotol napete To Forxiga

IMwg va ndpete to Forxiga

[MBavég avemBounteg evépyeleg

IMog va puidcoetal to Forxiga

[Tepreydpevo g cvokevaciog Kot AOTEG TANpoPopieg

AU e

1. Th givar To Forxiga kot wowa givar  ypiion 100

To Forxiga mepiéyel tn dpactiki ovcio, damayAeAolivn. AViKEL G€ L0 KATYOPio QOPUAK®OV TOL
ovoudlovtot "omd Tov GTOUATOC aVTIOAPNTIKA Eapuoka.”.

o Ta eappaxe avtd Aapfavovtotl amd To GTOUM Y10, TO StoPrTh.

o Ta eappoKe avTd dPOLV PELOVOVTAS TNV TOGOTNTA GaKydpov (YAvko(ng) oto aipo Gog.

To Forxiga ypnowomoteitan yio £vay toHmo dtafrytn mwov ovopdaletar "ocakyapmong dapntng tomov 2"
o€ evihikeg aobeveig (Mhikiag 18 etdv kat avm). O "cakyapmong dapitng tomov 2" givol o TOTOC
dwafrytn mov cvvnBwg eppaviCeton 6tav giobe og peyodvtepn nikio. e nepintwon mov Exete dafnn
TOTOV 2, T0 TAYKPENG OG OEV GUVOETEL OPKETT] VGOLAIVT], ] O OPYOVIGHOG GOG OEV UTOPEL VoL
YPTOULOTOGEL EMOPKDC TNV VGOVAIVY TToL cuvOETEL. AVTd 00NYEl GE LVYNAO ENITESO GOKYAPOV GTO
aipa coc. To Forxiga dpa amopaxphvovtog TNV TEPIGOELN GAKYAPOV OO TO CAOUN GO HECH TMV
0VpWV GOC.

o To Forxiga ypnowomoteitat 6tav o d1afNne cog dev EAEYYETAL LUE SLAPOPA, AVTIOOPNTIKA
Qappaka, diorto Kot Goknon).
. O yatpog oag pumopei va oag (nmoet va maipvete to Forxiga udvo tov, o€ mepintmon mov €xete

dvoave&ia TN LETPOPUIVY, 1] GE GUVIVLAGUO LE AALD, PapuaKka Yio Tn Ogpameia Tov dtopriTn.
AVt pmopet va gtvor éva Ao @appaKo mov AapPAaveTol amd To GTOUO Ko/ tVGOVAiv
YOPNYOVLEVT LE EVEDT.

Eivon onuoavtikd va cuveyicete va akolovbeite Tig GuoTdoEL Yo dionTo Kot AoKNoT], ToL 60G £00GE O
Y10TpAG, 0 POPLAKOTOLOG 1] O VOGOKOWOG GOG.
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2. Tvpéner va yvopilete npv vo wapete To Forxiga

Mnyv népere To Forxiga:
o €dv glote aAlepyol otn damaylpAolivn 1| 6 0mo10dNTOTE GALO OO TO GLOTATIKA GLTOV TOV
Qopuraxov (ovapEPOVTOL OTNV TAPAYPAUPO 6).

Ipocdomouoeis Ko TPOPUVAGEELS
AmevBuvbeite oTOV Y10TPO, TOV POPLAKOTOLO 1] TO VOGOKOUO Gag TPOoToL dpete To Forxiga kot Katd
T Sudpkela g Oepameiag:

o o€ mepintwon mov £xete "dlaprtn TOmov 1" — 0 TOTO¢ St Tov cuvhHBwg epnpaviletal dtav
glole véog, kat 0 0pyoVIoUOG GOC OEV TOPAYEL IVGOLALVY.
o eav eppavicete Tayeio ondiela fapovg, aictnua adwbeciog 1 adabecia, TOVO GTO GTOWAYL,

vrepPolikn| diya, ypryopn Kot Babid avamvor|, chyyvon, acuvifiotn vavnila 1 KOT®ON, pia
YAVKIA OGN OTNV OVOTVOT] GOG, YAVKLA 1| LETAAALKT YEDOT] GTO GTOUN GOGC, 1] OLOLPOPETIKY OGUN
TOV 0VP®V 1| TOV 10pMTO. 5O¢, amevbuvieite oe Evav y1oTpd 1| 6TO TANGIEGTEPO VOGOKOUEID TO
Ta0TEPO dLVATO. AVTA TO CUUTTONOTA Bo pTopovoay va givat onueio "drafnTikng
Kketo&éwong" — éva TpOPAN L TOL UTOPEL VO AmOKTHGETE Ao Tov Stoprtn e&aitiog avEnpévmv
EMIESMV "KETOVIKAOV COUATOV" 6T 00pa 1] TO aipa GOc, TOL PaiveTal otig e€etdoels. O
Kivouvog avamtuéng dafnTikng keto&Emong umopet vo avénbet pe tnv mapoteTonévn vioteiao,
TNV VIEPPOALKN KATAVAAMOT GAKOOA, TNV APLIATMON, ATOTOUES LELDCEL TNG 000G TNG
wooviivng, | e€attiog peyoldtepng avaykng ANYng veovAivig Adym peilovog yepovpyIKnig
eméuPaong N coPapng acbévelag.

. 0€ MEPIMTOOT TOL £XETE TPOPANLLOL LLE TOVG VEQPOVG — O YITPOG GO UTopel va cog {ntnoet va
mhpete Evo dALO @apuaKo.

. 0€ MEPIMTOGT OV £YETE KAMTOL0 TPOPANLA 6TO NIap — 0 YLTPOS G0¢ Umopet va, EEKIVIGEL T
Oepamneio pe younAdtepn 66om

. 0€ MEPITTOON TTOL £XETE 10TOPIKO GOPuPNC KAPSIHKNG VOGOV N OE TEPINTOOT OV EiY0TE
UYYELOKO EYKEPUALKO EMEIGOSIO

. 6¢€ TEPIMTOON TOV TOIPVETE PAPLLOKO V0L T LELMOT) TG OPTNPLOKNS GOG TECNG

(avtomepTaotkd) Kot £XETE 1IGTOPIKO YOUNANG apTnplokng wieons (vmotaong). [lepiocdtepeg
TANpoQopieg divovtal otV TapoKAT® Tapdypapo Alia @dppoka ko Forxiga

o 0€ MEPIMTMGT OV £YETE TOAD VYNAL emimeda YALKOING GTO aiipla GOG, TO OTToio UTOPEL VO 6aig
TPOKUAEGOVV APLOATOOT) (ATMAELN LEYAANG TOGOTNTOS COUATIKDY VYP®V). Ta mhovd onueio
aQLOATM®ONG AVAPEPOVTAL OTNV 0Py TS Tapaypdeov 4, "TIibavég avemBounteg evépyetec”.
Evnuepdote tov yiotpd cog mpotol apyicete vo moipvete 1o Forxiga edv £yete kdmolo and
oVTA TOL CNUETDL.

o o€ MEPIMTOOT OV £XETE M gp@avicete vovtia (aicOnua adiabdeciag), epetd | TLPETO 1 6€
nepintwon mov dev giote og BEom vo QATE 1 Vo TElTE. AVTEC Ol KATAGTAUCELS LUWTOPEL Vol
TPOKAAEGOLV aPLOAToT. O Y1aTpdg oG UTopel va cog {NTioEL va SIOKOYETE TN Ayn TOL
Forxiga péypt va. avappdceTe, TPOKEWEVOL Vo, unv TPokANOel apuddtmon.

o o€ MEPIMTM®ON TTOL EUPAVILETE GUYVE AOWDEELS TS OLPOPAPOV 050V,

o o€ MEPIMTOOT OV €loTe NAKiaG 75 €TV N EYOADTEPNC, OEV TPEMEL VO, ap)icETE TN ANYT TOV
Forxiga.

o o€ MEPIMTOOT TOL TOUPVETE KATO10 AALO PAppaKo Yo To d1aPnTn, mov TepiEyet "moytalovn",
dev mpémel va apyioete vo AapPdvere to Forxiga.

. 0€ MEPIMTOOT TOL EXETE AVENUEVEG TOGOTNTEG EPLOPOKVTTAPOV GTO AN GOC, Ol OTOTES

mapoTnpnKay otig eEeTdoELS.
Onwg 6hot ot drofnrucol acbeveig eivor onpovtikd vo ehéyyete ta TOON GOG TOKTIKA KOt Vo,
akolovBeite KaOe cLUPOVAT GYETIKN HE TN PPOVTION TV TOOIDV OV Gag £xel 600el amd Tov

emoyyeApatio vyeiog cog.

Edv kdmoto amd ta mapandve oyvet ot 01k1| oog mepintmon (1 éxete appiPories), angvbuvleite
GTOV YLUTPO, TOV QUPLOKOTOLO, 1| TO VOGOKOO G0g TpoTol Tapete ToForxiga.
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Negpwkn} Aertovpyia
[Ipémer va eAéyyovtal o1 veppol cog Tpotol EEKIVIGETE VO, TOIPVETE Kol evd AapPdvete avtd To

QapUOKO.

I'wkéln ovpmv
Aoyw Tov TpdéTOV Agttovpyiog Tov Forxiga, n e€étaom tov ovpwv cag Oa ivatl Oetikn yio tnv
TOPOVGIN GOKYAPOV, EVD TOIPVETE AVTO TO QAPLLAKO.

Iowowa ko £épnpor
To Forxiga dev cuviotdtot yio ool kot prfoug nAtkiog kdto tmv 18 et@v, o160t dev Exel pedetn el
6€ aVToVE ToVg aobevels.

Alha @appoxa kon Forxiga

Evnuepoote 10V y10Tpo, TOV GOpLOKOTOL0 1] TO VOGOKOHO GaG GV TaipveTE, £XETE TPOCPATA TAPEL

umopel va Tapete AAAL PAPLLOKO.

Evnuepmote tov yatpd oag 1dimg:

. o€ mepinTwon mov TalpveTE EVa PAPLOKO, TOV YPNGLOTOIEITOL Y10, TV ATOUAKPVVGT] VEPOD
amd Tov opyovioud (d1ovpnTikd). O yraTpdg cog pmopet va cog {NTioEL Vo GTAUATCETE T
Aym tov Forxiga. Ta mBavd onpeio peyding anmAElog VYP®Y 0O TO GO GOG AVOPEPOVTOL
oV apyn g Topaypdeov 4 "IIibavic avemBounteg evépyeteg'.

. 0€ MEPIMTOGT TOL TOUPVETE GAANL PAPLLOKA, TO OTTOL0L LELDVOVY THV TOGOTNTU CAKYUPOV GTO
aipo 6og OTMS VGOLAIVN )| KATolo EAapurako "covipovorovpiag”. O yiatpog cag pmopel vo
emBupel vo PLE®OEL TN 00T QVTMV TOV QUPUAK®OV, Y10, VO OTTOTPEYEL TNV EUEAVICT] YOUNADV
EMIESMV GUKYAPOV (VITOYAVKALUING).

Konon kot Onhaopog

Edv eiote éyxvog 1 Onidlete, vouilete 6tL pmopei va giote £ykv0og 1) 6YEOIALETE VO OMOKTHOETE TOd,
{note 1 GLUPBOLAN TOL YTPO T} TOV PUPLOKOTOLOD GG TPOTOV TAPETE AVTO TO PAapuaKo. [Tpénet
VO GTOUOTNCETE VO TOIPVETE QLTO TO PAPHOKO EAV UEIVETE EYKVOG, OEG0UEVOL OTL OEV GLVICTATOL KOTA
1 S1apKEL TOV SEVTEPOV KO TOL TPITOL TPIUIVOL TN EYKLHOGUVTG. ATevBuvleite otov Yi0Tpd GOg
OYETIKA UE TOV KAADTEPO TPOTO EAEYYOL TOV GUKYAPOV GTO Gipla GOG KOTA TN SLAPKELL TNG
£YKLVHOoHVNG GOG.

AmevBuvbeite otoV Y10Tpd GOg o€ TEpinTmon mov embupeite va Onidoete 1| Inialete, mpotov nhpete
avtd 10 PappoKko. Mn ypnouonoteite o Forxiga dv OnAdlete. Agv ivarl yvooto koTd 1060 TO
QAPLOKO OVTO EKKPIVETOL OTO UNTPIKO YAACL.

Oonynon kKo EPLoPog pNyavnpdTov

To Forxiga dev &gt kapio 1| €l aoNUaVTn EXIOPOACT) GTNV IKAVOTNTA 00NYNONE KoL YELPIGUOD
pnyovnudtov. H Aqym autod tov eappdkov pe GAAL pApLoKa T0L 0VOUALovVTaL GOVAPOVVAOLPIES I}
UE VGOVAIVN Umopel vo TpokaAEGEL TOAD YOUNAG emtinedo cakydpov aipatoc (voyAvkopia), yeyovog
OV UITOPEL VO TPOKAAEGEL GUUTTMLOTO OTIMG TPEUOVAO, EQIOPOOT Kol LETAPOAES TNG OpaONC KoL
UTOpEl Vo ETNPEACEL TNV KOVOTNTA oaG va 0dnyeite Kot va xeipileote punyaveés. Mnv odnyeite
YPMOLOTOEITE Epyoreia N unyavipata, ebv arcBavOeite (aAn evod maipvete to Forxiga.

To Forxiga nepiéyer haxtoln
To Forxiga mepiéyetl Aaxtoln (odiyapo Tov YAAakTog). Av 0 ylTpdg 60G £XEL EVILEPMGEL OTL EYETE
dvoaveéia o€ OpIoUEVH GAKYOPO, ETIKOIVOVIOTE UE TOV YITPO GO TPOTOV TAPETE AVTO TO PAPIOKO.

3. o va napete 10 Forxiga

[Tavtote va maipvete To EAPUOKO OLTO AVGTNPE COUPOVA LE TIG 00N Yieg TOV YiatpoL cag. Edv éxete
apeBoMec, pOTNOTE TOV YIITPO, TOV QAPUAKOTOLO 1) TO VOGOKOUO GOG.
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Mowx givar 1 d6on

o H ocvvietdpevn doon givar €va diokio tov 10 mg kabnuepva.

o O yotpog oag pumopel va Eekvioet T Bepaneio cag e pio d0or TV 5 mg, edv £xete TPOPANUQ
LLE TO GLKAOTL GAG.

o O y1atpog cag O YopNYNCEL TNV TEPLEKTIKOTNTA TOV EIVAL KATAAANAT Y10, TV TEPITTOGT GO,

AfMyn avToY TOL PAPRAKOV

o Kotanivete 10 d1okio 0AOKANPO L€ GO TOTHPL VEPO.
. Mmropeite va mépete 10 d1okio pe 1 Ywpig TPOON.
. Mmnopeite va mipete 10 S10Ki0 0TOONTOTE MPO TNG NUEPAS. 26TOG0, TpooTabnoTE Vo

maipvete To diokio cag TV 1ot mpa kabe pépa. Avtdg o Tpomog Ba cag Pondnoet va Bupdote
VoL TO TOlpVETE.

O y0tpog oag umopel va cag ocvuvtayoypoenoet to Forxiga og cuvovaoud pe dArio(a) eappoxo(a) yio
T peimon tng Tocd TG TOL cakydpov oTo aipa cag. Mmopel va glvan pdapuaio(a) Tov
Aappdvetar(ovtat) omd 10 GTOUO 1] VGOLAIVY Yop1YoOUEVT LE Eveon. OBuundeite va Tapete avtd(d)
to(a) GAAO(a) AapLHOKO(a) COUPOVA, LLE TIC 0OTYIEC TOV YIUTPOD GOG Y10, VO ENLTOYETE T, KOAVTEPO,
duvaTh aTOTEAEGHOTO Y10 TV VYEID GOG.

Aloito Ko Goknon

IMoa tov éheyyo tov SaPntn cag, Ba yperaoTel va SLTNPNCETE TO TPOYPULLLO SLOITOG Kol ACKNONG,
aKoOpa Kot 0Tov Taipvete avtd 1o edppoako. Etot elvar onuovtikd va axolovbeite T1c supfouviéc Tov
YLOTPOD, TOV POPUAKOTOLOD 1] TOL VOGOKOUOV GOG GYETIKE e TN dlonta Kol AoKNGT. ZUYKEKPIUEVA,
€av akodovBeite drafmnrikn dlonta yio Tov Edeyyo ToL Pépove, cuveyioTe va TNV aKoAovBEiTe Evd
naipvete to Forxiga.

Eév napete peyorvtepn 66on Forxiga amd tnv kavoviki
Av mapete nepiocdtepa diokia Forxiga and 660 mpénel, evnuep®OTE OUESMG EVOV YIOTPO N
emokepOeite apéomg éva voookoueio. Na éxete pali oog T GLOKELOGIO TOV PUPILAKOV.

Eav &eyaoete va napete to Forxiga
O1 evépyeleg mov TPEMEL va Yivouy o€ Tepintmon Tov Egxdoete va mdpete £va d1okio eapTdvVTOL Ao
TO ¥POVO 7OV £xel TaPEADEL LEYPL TNV ETOUEVT dOGN GOG.

. Edv amopévouv 12 mpeg 1 meptocdtepo PEYPL TNV EXOUEVT] OOCT GOG, VO, TAPETE TN 0OGT TOL
Forxiga apéomg poAig to Buunbeite. Xtn cvvéyeia mhpte v emdpevn 060m cag T cvvndicpévn
wpa.

. Edv amopévouv Atydtepeg omd 12 dpec uéypt tnv emdpevn 6001 cag, Unv mipete T 0061 TOL
mapoleiyate. XTn cuvéyela ThpTe TNV ETOUEVT OGN Gag TN cuVNOIGUEVT Dpa.

o Mnv népete dumAn 66om Forxiga yio va ovomAnpdcete tn 6001 mov Eeydoarte.

Edv otapotioere va naipvete Forxiga

Mnv crapatioete vo, taipvete Forxiga ympic vo copPovievteite mpdta tov yiotpod coc. Ta emimeda
TOV GOKYAPOV GTO aipa cog umopei va avénbodv ywpic avtd to eapuaKo.

Av €yete TEPIOCOTEPES EPMTNOELS GYETIKA LLE TN (PT|ON OV TOV TOL POPUAKOV, POTNGTE TOV YIUTPO, TOV
QOPUOKOTOL0 1] TO VOGOKOLO COG.

4. IIBavég avemBOUNTES EVEPYELES

Onwg 6ha To pappaKa, £TGL KO AVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTES EVEPYELES, AV
ka1 6gv Topovcldlovtal 6 GAOLG TOVG AVOPMOTOLG.
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Yrapotiote vo taipvete Forxiga kot emoke@0site évay yiatpo 10 ToOTEPO dSVVATOV €GV
TAPATNPICETE OTOWLONTOTE OTO TIC TAPUKAT® GoPapés avemOOuNTES EVEPYELEG:

. ATOAELN VITEPPOAIKNC TOGOTNTOG COUAUTIKOV VYPOV (ApVIATMGCN), TOV TapOTNPELTAL O)L GLYVA
Ta mapokdto eivor onueio apuddtmong:

- oA ENPo M KOAAMDIEG oTONA, aicOnua Evtovng diyog

- vepPoiikn vavniio 1 KOTwo

- LEIOUEVOG GYNUOTIOHOG 0OVP®V 1 aovsio 00pwv

- TOLTOApQ.

. ovporoiuwén, Tov TapoInpeital Guyva
Ta mapokdto eivor onueio coPapng Aoipnméng g ovpoedPov 0500:
- TOPETOG KON piyn
- aioOnpo kadoov Katd v ovprnon
- TOVOC 6N UEoM 1 6T TAELPE GOC.
Av ko dgv givatl cuyvo, eav SElTE QLo GTO 0VP GOC, EVIUEPDOTE AUECHOC TOV YIOTPO GOGC.

AmnevOuvOseite o€ £vav y10Tp6 1] 6TO TANGLEGTEPO VOGOKOUEID TO TAYVTEPO OVVATO EAV ENPAVICETE
KATowo, 00 TIS TOPUKATO OVEMOOUNTES EVEPYELES:

o Swfnrtikn KeToEEmon, Tapatnpeitol ondvia (Umopel va eppaviotel o€ éog 1 ota 1.000 dtopo)
Avtd givor To onpeia tng dafnTikng keto&émang (PAéne emiong mapdypago 2 Ilposidomomoelc Kot
TPOPLAGEELS):

- avénpéva eninedo "KETOVIKOV COUATOV" 6Ta 00pa 1} GTO il GOG
- Toyeio ammAglo Bépoug
- aioOnuo adwbeciog 1} adiabecio
- TOVOG GTO GTOUAYL
- vrepPoiikn dlya
tayeio kot fodid avamvon
- ovyyvon
aocvvinOiotn vvniia 1 Kovpoon
- [0 YAUKLQ OGT GTNV OVOTTVOT], YAVKLA 1] LETAAALKT YEDOT] GTO GTOUO GOG 1) OLOPOPETIKN
oo T®V 0VPAV 1] TOV WOPOT GOG.
Avtd pumopel va epeaviotody aveEdptmra omd to exinedo T yYAvkolng oto aipa. O yoTpdg cog
Umopel va amopacicetl vo dtakoyel Tpocmpvd 1 povipe ) Bepaneio cag pe to Forxiga.

Emikotveovi)oTte pe Tov Y1aTpo 660G TO GUVTOROTEPO SVVATOV EAV ERPAVIGETE 0TOLEGONTOTE UTTO TIG
TOPUKATO OveEMOOUNTES EVEPYELEG:
IToAv ouyvég (umopei va emmpedoovy mepiocoTepa amd 1 ota 10 dtoua)
. YOUNAG eminedo cakydpov 6To aipa (VITOYAVKALLIN) — OTOV TOIPVETE OVTO TO QAPLLOKO OE
GLVOLOCUO LE GOVAPOVVAOLPIN ) TVGOVAIVT
Ta mapokdto eivol onpeio YOUNAGV EMTES®V GOKYAPOV GTO OO
- TPEUOVAO, EQIOPMOT), £EVTOVO AYYOC, ToLKaPOin
- aioOnua weivag, TovokEépolog, uetaforés otny dpacn
- aAAayn otn dudbeon| cog N alobnuo cOyyvoNS.
O y10tpog oag 0o GO EVIUEPDOEL GYETIKA UE TNV OVIILETMICT] TOV YUUNADY ETTEIDV CAKYAPOL KoL
TL TPENEL VO, KAVETE GE MEPIMTMGT TOL EUPAVIGETE OTOL0ONTOTE A0 TO TAPOTAV® GTUELQ.

Addeg avemOBOUNTES EVEPYELES KOTA TN dudpkera TG Oepameiog pe Forxiga:
Yuyvég (umopel va emmpedoovy €o¢ 1 ota 10 dtopa)

o yevvn Tk AOTH®EN (KavTiviiaomn) Tov TEovg 1 ToL KOATOL cag (Tao onpeio uropel va
nwepthapfavouv epediond, payovpa, acuviOoTeg EKKPICELS 1 OGHT)

. OVOG oTN péom

. UEYOADTEPN TOCOTITA, OVPWV A0 TN GVVNOIGUEVN 1 avdyKT YioL cuyvh ovpnoT (cuyvovpia)
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o LETAPOAEG OTNV TOGHTNTA TNG XOANGTEPOANG 1| TV MTSi®V 6T0 aipo cag (Eupavioviol oTig
eketdoelg)

o petaforég Tov apBpod Tmv epuBpokuTTdpmy 6To aipa oag (speaviloviot oTig EETACELS)

e o

Oy ovyvég (umopel va enmpedoovy €o¢ 1 ota 100 dropa)

dlya

dvokototnTo

AQUTVICT] KOTA TN SIGPKELDL TNE VOKTOG Y10 OVPTOT|

Enpooctopia

UELMUEVO GOUATIKO BApOg

UETAPOAEG OTIC EPYUCTNPLUKES AUOTOAOYIKEG EEETAGELS (Y10 TOPASELY O KPEATIVIVIIG ) OLPTaG)
UELMUEVT] VEQPIKT AglTovpYia

Ava@opd avemBuuNTOV EVEPYELOV

Edv mapoatnpnoete kamoto avemBOunT evEpyeLd, EVIUEPDCTE TOV YITPO, TOV PAPUAKOTOLO 1) TOV/TT
VOGOKOWO GaG. AVTO 1oYvEL Kot Yo KEOe mhavi avemBountn evEpyeLn TOL OEV AVUPEPETAL GTO TOPOV
@OALO 00N YLDV Yprione. Mmopeite eniong vo avapépete avemBounteg evépyeleg anevbeiag, LECH TOV
€Bvikod cuaTHaTOG OVaPOPAS Tov avaypapeTol oto [apdptnua V. Méowo tng avapopdc
avemBounTOv evepyeldv umopeite va fondnoete 6T GLALOYN TEPIGGOTEPOV TANPOPOPLOV GYETIKA
LE TNV ACPAAELL TOV TAPOVTOG PUPLAKOV.

5. Ilog va guidooetar To Forxiga

o To eappoaxo ovtd TPEMEL Vo UAACOETAL GE PEPT TOV gV TO PAETOVV Kal Ogv TO POAvoLY Tal
TodLd.

. No un ypnoIULoToLEiTe 0VTO TO PAPUOKO UETE TV NuepounVia ANENG, TOV AVOQEPETAL OTIC

Koyéleg petd to "EXP" 1 610 xovuti petd ™ "AHEH". H nuepounvia AMéng eivan n tedevtaio
NUEPO TOV UNVE TTOV OVOPEPETOL EKEL.

o To @appakevTikd ovtd TPOidy dev amartel Wwitepec cuvOnKeg Beppokpaciog yio TNy OAAEN
TOV.
. Mnyv metdte PAPHOKA GTO VEPO TNG OTOYETELONG 1) OTA GKOVTIdL0. Potnote Tov papuakorold

00G Y10 TO TMOG VO TETAEETE T PAPLLOKA TOV OEV YPNCIUOTOLEITE Tl AVTA Ta PéTpa Bal
Bondncovv oty Tpoctacia Tov TepPaAiiovtog.

6. Mepreyépevo TG CVLEKEVLAGINS KO LOUTES TANPOPOPIES

T nepréyer o Forxiga

o H dpaoctikn ovoia givar 1 damaylupiolivn.

Kabe emxodvppévo pe Aentd vpévio diokio (diokio) Forxiga 5 mg mepiéyet
povobdpikn damayAprolivn e Tpomavodiorn 1sodvvaun pe S mg domayerolivig
Kabe emcodloppévo pe Aemtd vuévio diokio (dtokio) Forxiga 10 mg mepiéyet
povotdpikn damayAprolivn pe Tpomavodioin isodvvaun pe 10 mg damayliprolivng
o Ta dAla cvotatikd givat:

—  mopRvag dlokiov: pikpokpvotoriiky kuttapivn (E460i1), dvudpn Aaxtoln (BAére mapdypapo 2
"to Forxiga mepiéyel Aaxtoln"), kpoomofidovn (E1202), dro&eidio tov muprtiov (ES51),
oteatikd payvioto (E470b).

—  emdAloyn Aemtol vpeviov: moAvfivolaikodin (E1203), do&eidio tov titaviov (E171),
macrogol 3350, tadAxng (E553b), xitpvo 0&eidio Tov odnpov (E172).

Epeavien tov Forxiga kot mepieyopevo tng cvokevaciog
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

o Ta emucoloppéva pe Aemtd vpévio diokia tov Forxiga 5 mg givan kitpiva Kot GTPOYyVAd e
dudpetpo 0,7 cm. Xt po TAevpd eépovv TNV Evoeén "S" Kot otnv GAAN TAgupd TV £VOEIEN
"1427".

. Ta emkoloppéva, pe Aemtd vuévio diokia tov Forxiga 10 mg eivor kitpvo, kot oynuetog
pouPov pe draymviovg mepinov 1,1 x 0,8 cm. X pia TAevpd eépovv v Evoelén "10" kot otnv
AN Thevpd v Evoelén "1428".

Ta dwokia Forxiga 5 mg ko ta diokio Forxiga 10 mg dwutiBevion o€ cuokevacieg Koyehmv
alovuwviov v 14, 28, 1 98 emkoAvppévav pe Aentd vUEVIO JOKIMV GE [N SIATPNTEG KOWELEC
nueporoylokov tHmov kot v 30x1 1 90x1 emkaivppévevy pe Aemtd vIEVIO dioKimv o€ dtdTpnTeg
KOWELEG PG 0OOMG.

Mmropei vo, unv KuKAOQOPOUV OAEC 0L GUGKEVUGIEG GTN YDPO GO,

Karoyog Adciag Kvkhogopiag
AstraZeneca AB

SE-151 85 Sodertilje

Zoundia

Hoepaywyog
AstraZeneca GmbH
Tinsdaler Weg 183
22880 Wedel
Teppovia

AstraZeneca UK Limited
Silk Road Business Park
Macclesfield

SK10 2NA

Hvopévo BaciAielo

Bristol-Myers Squibb Company
Contrada Fontina del Ceraso
IT-03012 Anagni (FR)

Ttaia

INa omoladnmote TANPOPOPIO. GYETIKA UE TO TOPOV PUPLOKEVTIKO TPOidV, TapoKaAeichs va
amevbuvbeite otov Tomikd avtimpdécmmo tov Katdyov g Adeiag Kukiogpopiag:

Belgié/Belgique/Belgien Lietuva

AstraZeneca S.A./N.V. UAB AstraZeneca Lietuva
Tel: +322 37048 11 Tel: +370 5 2660550
Bbarapus Luxembourg/Luxemburg
Actpa3eneka bearapus EOO/L AstraZeneca S.A./N.V.
Ten.: +359 (2) 44 55 000 Tél/Tel: +322 37048 11
Ceska republika Magyarorszag
AstraZeneca Czech Republic s.r.o. AstraZeneca Kft.

Tel: +420 222 807 111 Tel.: +36 1 883 6500
Danmark Malta

AstraZeneca A/S Associated Drug Co. Ltd
TIf: +45 43 66 64 62 Tel: +356 2277 8000
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Deutschland Nederland

AstraZeneca GmbH AstraZeneca BV

Tel: +49 41 03 7080 Tel: +31 79 363 2222

Eesti Norge

AstraZeneca AstraZeneca AS

Tel: +372 6549 600 TIf: +47 21 00 64 00

EX\ada Osterreich

AstraZeneca A.E. AstraZeneca Osterreich GmbH
TnA: +30 2 106871500 Tel: +43 1711310

Espaiia Polska

AstraZeneca Farmacéutica Spain, S.A. AstraZeneca Pharma Poland Sp. z o.0.
Tel: +34 91 301 91 00 Tel.: +48 22 245.73.00
France Portugal

AstraZeneca AstraZeneca Produtos Farmacéuticos, Lda.
Tél: +33 1 41 29 40 00 Tel: +351 21 434 61 00
Hrvatska Roménia

AstraZeneca d.o.0. AstraZeneca Pharma SRL

Tel: +385 1 4628 000 Tel: +40 21 317 60 41

Ireland Slovenija

AstraZeneca Pharmaceuticals (Ireland) Ltd AstraZeneca UK Limited

Tel: +353 1609 7100 Tel: 4386 1 51 35 600

fsland Slovenska republika

Vistor hf. AstraZeneca AB, o.z.

Simi: +354 535 7000 Tel: +421 2 5737 7777

Italia Suomi/Finland

AstraZeneca S.p.A. AstraZeneca Oy

Tel: +39 02 9801 1 Puh/Tel: +358 10 23 010
Kvnpog Sverige

Aléktop Dappokevtiki Atd AstraZeneca AB

TnA: +357 22490305 Tel: +46 8 553 26 000
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Latvija United Kingdom
SIA AstraZeneca Latvija AstraZeneca UK Ltd
Tel: +371 67377100 Tel: +44 1582 836 836

To wapdv UAA0 00N YIOV Yp1ioNS avaBepOnKe Y10 TELEVTAIO POPE TOV

Alreg INYEG TANPOQOPLAOY
Aentopuepn TANPOPOPLAKE GTOLYEID YO TO TPOIOV 0VTO Elvar SL0OEGTUN GTOV SIKTLOKO TOTO TOL
Evponaikod Opyavicpod ®oappdakov: http:/www.ema.europa.eu
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Hopaptnpo IV

Emotnpovikd mopicpata
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Emotnpovikd mopicpata

Ot avaotoleic cuppeTapopén YAvkolns-vatpiov 2 (SGLT2) xpnoylomolovvtal 6€ GLVOVAGUO LE
dlorta kKo doknon og acBeveig pe dwaPrtn tomov 2, gite wg povobepaneia eite 6€ GLVOVAGHO pE GALD
VTSP TIKA PAPLLOKAL.

Tov MépTtio Tov 2016, 0 EMA evnuepmnie and tov kdtoyo g adetag kukiopopiog (KAK) g
KavayMeroliving oYeTIKA e o, TEPImov SmAAGto avEncn TOV OKPOTNPIUCUOV KATM GKPOL GE
acBeveic mov EhaPav Oepameia pe kavayAipAlolivn oe GUYKPLION UE EIKOVIKO PAPLOKO GTNV TPEYOVO,
peAétn kapduoyyelokav (KA) coppaviov CANVAS pe m yopryia tov KAK. Emumiéov, pia aviivon
g tpéyovoag ueAétng CANVAS-R ve@pik®v KaToANKTIKOV oNUEIDV, GTNV 0T0Oi0 GUUUETEYE
TNOvopde Tapopolog pe avtov g CANVAS, £deiée aplOuntikn avicoppomio o¢ Tpog To. suuPavta
OKPMTNPLOGLOV.

Emumléov tov minpoeopidv mov éhafe o EMA, n AveEaptntn Enttponn [apakorovdnong
Agdopévav (IDMC) yia tig pehétec CANVAS kot CANVAS-R, 1 onola £xel mpdcPacn og OA Ta
arotvelomompéva ototyeio KA ekfdoemv kol acodielog, elonyndnke ) cvvéyion g Herétng, v
avaAnyn dpdong yio TNV EAOYIGTOTOINGT] TOV €V AOY® TOOVOD KIVODVOD Kol TNV KATUAANAN
EVILEPMOT] TOV CUUUETEYOVIMV GYETIKA UE TOV €V AOY® KivOuvo.

H Evponaikr Emitponn kivnoe diadikacio dvvapet tov dpbpov 20 tov Kavoviepov (EK) apid.
726/2004 otig 15 Ampidiov 2016, evid (nmdnke amd Ty PRAC vo, a&loloynoel tnv enimtmon g
oY£0NG 0PELOVG-KIVOHVOL TMV POPUUKEVTIKMOV TPOIOVIMV OV TTEPLEYOVV KovayAlpiolivn,
TPOKEWEVOL Vo, a&loloynoet edv mtpokettal yio CRTnue. Kotnyopiag Kot va ekdmoel cvotacn ¢ Tig 31
Maoprtiov 2017 oyetikd pe TN S10THpNoT|, TPOTOTOINGT), VUGTOAN 1] AVAKANGT TV GYETIKAOV AOEIDV
KUKAOQOPIaG Kot TO EVOEYOUEVO AMYNG TPOSOPIVAV HETPMV, TPOKEEVOL VO, SI0CPAAIGTEL 1] ACPAANG
KOl OTOTEAEGUOTIKY] YP1OT AVTOV TOV QUPHOKEVTIKOV TPOIOVI®V.

M Gpeom avokoivoon mpog tovg enayyeipotieg vyeiag (DHPC) kowomomnke otig 2 Mdaiov 2016
TPOKEEVOL VO, EVIUEP®OOVV 01 emayyeAIOTIEG VYEING VIO TO YEYOVOG OTL SAmIGT®ONKE dVO POPES
VYNAOTEPT ETUMTOOT OKPOTNPLICUOV KAT® AKPOov (Kupie TOL SOKTVAOD TOV TOJI00) GE LI KAVIKN
doxun pe v kavoylerolivn. EmmAéov, emonudvinke n avaykn g mopoyng cuUBovAdY GTovg
ao0eveig OYETIKA e TN oNUOCT TNG TOKTIKNG TPOANTTIKNG @povTidag Tmv mtodiwv. H avakoivemon
KOAOVOE EMIONG TOVG EMAYYEALOTIEC VYEING VO EEETAGOVY TO EVOEYOUEVO dl0KOTNG TNG Depameiog o€
aocBeveic mov gpeavifovv cuuPavo To 0Toio TPONYOVVIOL TOL AKPOTNPLUGHOD.

Emumdéov, n PRAC éxpive Ot1 dev Bo umopohoe vo amokAEIGTEL pia ETidpaoT Katnyopiag, Enedn oAot
ot avaotoreic SGLT2 yopaktnpilovral amd Tov 1010 unyavicuod dpaongs, Enedn o Tavoc UnyovicHog
7oV 0dNYel 68 AENUEVO KIVOUVO OKP®TNPLICLOV OgV Elval YVOGTOG Kot EMEDN Ogv elvat duvatdg et
TOV TOPOVTOG O TPOGOIOPIGUAC UIOIG VITOKEIEVNG alTiOG EWOTKNE Y10 TO PAPUAKOL TTOV TEPLEYOVY
KkavayMerolivn. Qg ek tovtov,  Evponaikn Exttponn armbnke otig 6 IovAiov 2016 tnv enéktaon
NG TPEYOVOAG JAOIKAGIOG TPOKEUEVOD VAL TEPIAAUPAVEL OAQ TOL EYKEKPLUEVE TPOTOVTO. TNG
Katnyopiog twv avactorémv SGLT2.

Tevua epidnyn g emoeTnpovikig aStoloynong s PRAC

Aov éhofe vmoyn 6Aa ta dobéoua dedopéva, 1 PRAC datdhnwoe tn yvoun ot ta ovéavopevo
dedopéva mept axpamplacpod otig dokipués CANVAS kot CANVAS-R emBefaidvovy v dmapén
aLENUEVOL KIVOHVOL aKPOTNPLOCHOD Yio TV KavayMelolivn, kabdg kat 0Tt 1 d1apopd wov
mapotnpeiton pe Ty kavayMeiolivi oe cOYKPLON LE TO EIKOVIKO PAPLOKO OGOV apOopd TOV
aKpOTPcuo givor aniBavo va ivor éva toyaio sopnua. H PRAC élafe emiong vndymn to yeyovog
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0T T0, 0edopéva TEPT CLUPAVTOV AKPMOTNPLIGUOD OO KAVIKEC SOKIUEG KO Ot0 TNV TOp0KoAOLON oM
HETE TNV KuKAoPopia Yo T0 ApHOKA TOV TEPLEXOLY damayiprolivn kot epmayAiprolivn eite dev
glvar dobéotpa otov 010 Pabud pe avtd yro to eapuoko Tov TePLEYovV Kavayiuprolivn gite
dtokpivovtal amd opioUEVOVS TEPIOPICUOVG GTT) GLAAOYT TOVC.

H PRAC datdnwoe eniong tn yvoun 6ti dev etvar duvatdg nt ToV TapOVTOG 0 TPOGOIOPIGLOG LG
VITOKEIUEVNG QUTIOG Y10l TIC TAPUTIPOVUEVES AVIGOPPOTIEG GTOV KIVOLVO OKPMTNPIUCHOV 7oV Oa.
puropovoay vo omodofolv e1dikd oTa PAPLOKE TOV TEPLEYOVY KovayAlpAlolivn Kot Oyl 6Ta GALA
poiovta tng katnyopiag. O ta pdpuaka g Katnyopiog yopoktnpilovtal omd Tov 1610 Tpdmo
dpdiong kat 6ev vrdpyel EMPBEPUIOUEVOC VTOKEIUEVOC UNYXOVIGUOG TTOV Va, Eival E101KOC y1o, TNV
KavayMeiolivn. O unyoviopog dpaong mov Bo enétpene Tov TPoGdlopPIGUO TV acHeVdY OV
STPEYOLV KIVOUVO TOPOUEVEL, GUVETMS, OLGOPTC.

H PRAC smionuove 011 0 0v&nuévog Kivouvog akpoTnplacol EXEL YIVEL MG TOPA EUPOVIG UE TNV
KavoyMeAolivn, ahAd vTapyet pio HEYAANG KAMUOKOG TPEYOVOH HEAETN KOPIIOYYEINKDV EKPAcEmV
(DECLARE) yia ™ domayAgiolivn Kot pio OAOKANpOUEVT LEYOANC KATHaKOG LEAET
Kapdloyyelokav ekPacewnv yio v epmayieArolivy (EMPA-REG) oty omoia ta cupfdvia
OKPOTNPLIGLOD SEV KOTAYPAPOVIOV GLOTNLATIKA. )G €K TOVTOV, deV glval M TOV TAPOVTOG OLVOTO
va TeKuNplodel av o avénuévog Kivouvog aKpoTnplocpol amotelel 1 Oyt eNidpaon Katyopiog.

Yuvenmg, AapPavovtag vToyn OAa To dedopEVA TOV VITOPARONKAY, gV OyEL TV avaTépm, 1 PRAC
KatéANEE 6TO CLUUTEPAGHO OTL 1] OXECT OPEAOVG-KIVOVUVOL TMOV TPOUVAPEPOLEVMV TPOTOVI®V
napopével Betikn. ‘Expive, 001060, 0Tl 0oUTOVVTOL 0AAAYES GTIG TANPOPOPIES TPOTOVTOV OAWDV TMV
eyKekppévmV ovactoréov SGLT2 pe v Tpochnkn TANpopopidv oYeTIKA LE ToV Kivouvo
UKPOTNPCUOV KAT® GKpov, Kabde Kot Tpocheteg dpacTnplOTNTEG PAPUOKOETAYPVTVIOTG IOV VO
avtikatontpilovror oto ZAK. H odokAnpwon tov peretmwv CANVAS ka1t CANVAS-R, kabdhg kot
tov peietddv CREDENCE kot DECLARE zmpoypappatiCeror to 2017 kot 1o 2020, avtiotoryo. H
TEAIKT] AVAALOT) TOV €V AOY® LEAETAV, LETA TNV ATOTVPAOTOINGT, B0 TOPACYEL TEPAITEP®
TANPOQOPIEC GYETIKA UE TN GYESN 0PEAOVG/KIVODVOL TmV ovactoréwv SGLT2, Wdwitepa 660V agopd
TOV KivOLVO 0KPOTNPLOCUOV KAT® AKPOV.

Adyol Yo T droTOTWON 6voTaoS and Ty PRAC

Extipovrag ta axorovbo:

e H PRAC éhofe vmoyn  dwdikacio mov Kivinke dvvdpet tov dpbpov 20 tov kavovicpon
(EK) ap1B. 726/2004 yia ta Tpoidvta mov avoaeépovtal oto [Hapaptnpua A-

e H PRAC &&étaoe 10 60voLo TmV dd0UEVOV TTOV VTTOPANONKOY aTd TOLG KUTOXOVG adeiog
KUKAOPOPIOG OYETIKA LE TOV KIVOUVO aKPOTNPLOCHOD KAT®O GKpov o€ acbeveig Tov
Aappdavovy Oepaneio pe avaoctoreic coppetapopéa yAvkolnc-vatpiov 2 (SGLT2) yia
GOKYOPMON dlafnTn TOTOL 2°

e H PRAC éxpive 0Tt T0 0100601110 OECOUEVH GYETIKA LLE TOV OKPOTNPLUGUO OTIG SOKIUES
CANVAS kat CANVAS-R emPepaidyvovv ot 1 Oepomeio pe kavoaylprolivn propei va
oLuPdAel o€ avENUEVO KIVOLVO OKPOTNPLIGHOD KATM AKPOL, KUPIMG TOV SAKTOAOL TOL
Tod100-

e H PRAC Beidpnoe emiong 611 0 unyaviopoc dpdong, mov Bo enéTpene Tov TPoGdIoPIGUO TOV
acfevdv oL SLTPEYOLV KivOLVO, TAPAUEVEL AGOENC

e H PRAC dwtinmoe T yvoun 0Tt €mi Tov TapdvTog 6gv eival Suvatdg 0 TPOGIIOPIGUOS LG
VTOKEIUEVTG QUTIOG Y10l TIG TAPOTIPOVUEVEG ALVIGOPPOTIEG GTOV KIVOLVO 0KPMTNPLOGUOD TOL
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0o uropoveov va amodofolv e1d1kd 6Ta PAPUAKE TTOVL TEPLEYOVY KavayAlplolivn Kot Oy oTa
Ao TpoidvTa TNE Katnyopiag:

e H PRAC emonuave 61t 0. dedopéva mepi uUBAVIOV oKp®OTNPIICUOD 0d KAWVIKEG SOKIUEG
Kol o TNV TOPOKOA0VON O™ PETA TNV KUKAO(QOPIO Y10 TO PAPLLOKO TOV TEPLEXOVY
domayhMorolivn kon epmayAiprolivn eite dev givar dtabéoipa otov 1610 Pabuod pe avtd yio ta
QApUOKa TTOV TTEPLEYOVY KavayAlpAolivn eite dlakpivovTal amd 0pIoUEVOLS TEPLOPIGUOVE GTN
GLALOYN TOVG Y10l TOL €V AOY® cupPdvtar

o Q¢ ek tovtov, 1 PRAC ékprve 011 0 kivouvog umopei va amoterel o mbavn enidpaon
Kotnyopiag:

e Eme1on dev Tav SuvoTOg 0 TPOGIIOPIGUOG EWOTKAOV TOPUYOVTOV KIVODVOV EKTOG OO TOVG
YEVIKOUG TAPAYOVTES KIVOUVOL OKPOTNPLAGLOD TOV GUUBAAAOVY duVvNTIKA 6Ta GLUPavTa, N
PRAC gonynfnke v mopoyn cupfovlodv 6toug aceveic GYETIKA LE TNV TOKTIKY
TPOANTTIKN PPOVTION TV TOJMV Kot TN SITIPNOT EMAPKOVG EVUIATMONG MG YEVIKO UETPO
TPOANYNG TOVL AKPOTNPLUGHOV"

o Kartd ovvénela, 1 PRAC dwtimmoe v dmoyn 6Tt 0 Kivouvog akpmTnplocon KAT® GKpov
0o Tpémel vo TEPIAAUBAVETAL GTIG TANPOPOPIES TPOTOVTOC OA®V TV TPOIOVI®V TOL
avapépovrtal oto [apdaptnua A, pe pio TpoedOTOiNcT TOV VO EMICTLOIVEL GTOVG
eMOyyEANLOTIEG VYELOG Kol TOVG acBeVeic TN onpacio TG TAKTIKNG TPOANTTIKNG PPOVTIONG TV
modlwv. H poesidomoinon yia tnv kavayherolivn mepthapupdvel exiong thv minpopopia Ott,
610G acbeveic ot omoiot epeavilovy cuuPBavia TOL TPOTYOHVTOL TOV OKPOTNPIGHOV, O
npénel va eEetdleTon To evdgyOEVO dtokomng tng Bepameiog. [ v kavayigrolivn, ot
AKPOTNPLIGHOT KAT® AKPoL (Kupimg Tov SaKTOAOV TOV Tod100) £Y0oVV GLUTEPIANPOET emtiong
G AVETIOOUNTN EVEPYELD POPUAKOV, OTIG TANPOPOPIEG TPOTOVTOG:

e H PRAC éxpive emiong 611 Oa mpénet va cuAAEyovtal TpOcHeTEC TANPOPOPIEG CYETIK LE TA
SLUPGVTO aKPOTNPLOICUOD HECH KATAAANA®Y EVTUT®V ovapopdc tepiotatikov (CRF) yua
KAVIKEG OOKIUES, EPOTILOTOAOYIOV TOPAKOAOVONONG Y10 TEPIOTATIKA LETA TNV KLKAOQOPId,
yxpNoNg kool potipdpevov 6pov (PT) MedDRA yia ta supfdva mov Tpornyobvtot Tov
UKPOTNPLUGUOD KOl KATAAANA®Y LETOUVUIADGEDV TMV OOKIUMY HEYAANG KAMUOKAG TTOV
nmepthappavouv peréteg kopdiayyelokmv exfdoemv. Ola to ZAK Ba mpénet va
eMKaPOToMBovV avadoya HEG® KATAAANANG TPOTOTOINGTG OOTE VA VIOPANO0VV TO
opydtepo Evav unva amd v anoeaon g Evponaikng Emtponng:

Kozd ovvénela, n PRAC katéinée 610 cvoumépacio 6t 1 oxE6T 0PEAOVG-KIVEUVOL TV TPOIOVIMV
mov mepEyovv avaotoréa SGLT2 kot ta omoia mapatiBevrotl oto [Hopdptnua A mapapével Betikn,
VLG TOV 6po va TPocTeBoVV GTIC TANPOPOPIEG TOL TPOIOVTOG Ot eYKpldeioeg oA ayEg Kot vaL
avtikatontplotovv 010 LAK mtpdcbeteg evépyeteg papuakoemaypOTvnong.

Koatd ovvéneln, n PRAC sionysiton 6Tt emPaiietal n Tpomomoincn tov Opov TG AdELNG KUKAOPOPIaG
TOV TPooVaPEPHEVTOVY TPoidvTOV TTov TTapatifevtal oto [Tapdptnua A. Ot avtictoyec Tapdypapot
NG TEPIANYNC TOV YOPUKTNPLOTIKMY TOV TPOIOVTOG KOl TOV PDAAOV 0ONYIDV Y¥PNONG AVAPEPOVTAL GTO
ITapdaptnua III ¢ ovotaong e PRAC.

I'vopn tng CHMP

A@ov enave&étace ) ovotaon g PRAC, n CHMP cvpemvnoe pe ta yevikd mopiopata tg PRAC
K0l TOVG AOYOLG S1ATUTWGTG GLOTAGEMV.
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I'eviké népropa

Yvvenmg, 1 CHMP kpivel 611 1) oyéomn opérovc-kivovvou twv tpoidovimv Invokana, Vokanamet,
Forxiga, Edistride, Xigduo, Ebymect, Jardiance kot Synjardy mapoapével eovoikr, vwd v enpOriaén
TOV TPOTOTOCEMY TOV TATPOPOPIDV TPOIOVTOG TOL TEPLYPUPTKOV TOPATAVE®.

Q¢ ek tovtov, 1 CHMP e1onyeitat tv tpomonoinom tov 0pov TV adEldv KUKAOQOPIaG Yo Ta.
npoiovta Invokana, Vokanamet, Forxiga, Edistride, Xigduo, Ebymect, Jardiance kot Synjardy.
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