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HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Sitagliptin Accord 25 mg emikolvppéva pe Aemtd vuévio dtokio

Sitagliptin Accord 50 mg emikolvppéva pe Aemtd vuEVio dtokiol
Sitagliptin Accord 100 mg emkaAvppéva pe AT vEVIO dloKia

2. ITOIOTIKH KAI TIOXOTIKH XYNOEXH

Sitagliptin Accord 25 mg smikaivupévo pe Aentd vuévio diokio

Kdabe diokio mepiéyet Lovobidpikn vVOPOYA®PIKTY cltayAlrtivr, .oodbvaun e 25 mg orroyAurtivig.

Sitagliptin Accord 50 mg smukaivupévo pe Aentd vuévio diokio

Kdabe diokio mepiéyet povoiidpikn vOpoyA®pPIKY crtayAlntivr, .oodvvaun pe 50 mg orroyAurtivig.

Sitagliptin Accord 100 mg emwcoivuuéva ue Aemtd vuévio diokia

Kdabe dioxio mepiéxel povoiidpikn vopoyAmPIKN GrtayAmtivy, 1codvvaun pe 100 mg crrayMmativing.

"o Tov mpn katdhoyo v exdoywv, BA. Tapdypapo 6.1.

3. D®APMAKOTEXNIKH MOP®H
Emwcaioppévo pe Aemto vuévio diokio (61okio).

Sitagliptin Accord 25 mg smucadvuuéva ue Aerntd vuévio diskio

21poyyvAd, pol ¥p®UATOC, UE EMITEDO OPLO, EMKAAVUUEVO UE AETTTO DUEVIO OIGKIO YOPUYUEVO UE TNV
évoeldn “S3” ot pia mhevpd kot yopig xapoyn oty GAAN. Aduetpog 6 mm émg 6,40 mm.

Sitagliptin Accord 50 mg emikaivuuévo pe Aewtd vuévio diokio

21poyyvAd, avorytolh umel ypOUATOS, e AOEOTUNUEVO OPLO, EMIKOAVUUEVO UE AETTO VUEVIO d1oKI0
yopayuévo pe v Evoelén “S4” ot pia Tievpd kot yopic xapayn oty GAAN. AtdueTpog 8 mm éwmg
8,40 mm.

Sitagliptin Accord 100 mg smucaivuuévo ue Aemntd vuévio diokio

2TpoyyLAd, umel ¥pOUATOG, Le AOEOTUNIEVO OP10, ETUKOAVUUEVO [LE AETTO DUEVIO O10KIO YOPAYUEVO
pe v évoelgn “S7” ot pio mievpd kot yopic xapayn oty AN, Adpetpog 10 mm éwg 10,40 mm.
4. KAINIKEX ITIAHPO®OPIEXZ

41 OgpomevTiKég evositelg

e eviihikeg acOeveic pe caxyapddon daprtn tomov 2, to Sitagliptin Accord evésikvotal yia ™
BeAtimon tov yAvKapukoh erEyyov:

¢ povobepameio.:

. o€ aobevelg Tov dev EAEYYOVTOL EMOPKMG LLE dlonTa Kol AoKN oM UOVO KOl Y10 TOLG 0TT010VG 1
peteopuivn dev eivar KatdAANAN A0y avievosifemv 1| U aVEKTIKOTNTOG.



®G STAN amd TOL GTOATOG YOPTNYOVUEVT) Bepameian G GLUVOLAGLO LLE:

. peteopuivn 6tav n dlowta kou 1 doknon poli pe LETPOpUiv LOVO OV TAPEXOVV ETOPKN
YALVKoKS EAEYYO.

o pio covipovoiovpia 6tav 1 dloto Kot 1 Goknon pall pe v PEYIoTn avekTn 000N UG
GOVAPOVVAOVPIOG HOVO JEV TAPEXOVY ETAPKT YAVKOLIKO EAEYYO KOl OTAV 1| LETPOPUIVT OEV
glvar KatdAAnAn, Aoym avievoeiEemy N LN AVEKTIKOTNTOC.

. évav gvepyomompévo vrodoyéa tov yhpa (PPARY) ayoviot mov endyetl tov morlamiactoopd
TV vrepoleicopdTov (Y. pio OeialoAdvediovn), 6tav 1 ypnomn evog PPARY aymviot givar
KaTdAANAN Kou Otav 1 dlota Ko 1 doknon poll pe tov PPARY aymviot povo dev mapéyovv
EMOPKTN YAVKOLUKO ELEYYO.

®G TPUTAN amd TOV GTOHOTOG XOPTYOUUEVT] Depaneia € GUVOLOCUO LIE:

o pio covApovorovpio Kot pet@oppivn otav 1 dlowta kot 1 doknon poli pe tn dukn Oepomeio pe
OUTA TO POPLOKEVTIKA TPOIOVTO SEV TOPEYOVY EMAPKN YAVKOLUIKO EAEYYO.

o évav PPARY ayoviot) kou petgoppivn, 0tav n yprion evoc PPARY ayoviot eivar KatdAAnin
Kot 0tov 1 dlowta kot 1) doknon pali pe tn dudn Bepoameio pe AT To POPLOKEVTIKA TPOIOVTOL
OgV TOPEYOVY EMAPKN YAVKOUIKO ELEYYO.

To Sitagliptin Accord evésikvotar eniong og Tpootifépuevn Bepameio oty eovAivn (ue 1 xopig
peteopuivn), 6tav n diatta kot 1 doknon pali pe otabept) 066N WWGOVAIVIG deV TAPEXOLY ETOPKN
YAVKOUKO EAEYYO.

4.2  Aocoloyio Kol TPOTOG JOPNYNONG

Aocoloyia

H d60n eivan 100 mg crtayAurtivig dmaé nuepnoiong. Otav ¥pnceHonoleital 6€ GUVIVOGUO LUE
peteoppivn kovn PPARY ayoviot, n 66on g petpopuivng kovn tov PPARy ayoviot) Oa npénet va
Swatnpeitar, ko to Sitagliptin Accord va cuyyoprnyeita.

Orav 1o Sitagliptin Accord ypnoonoteitat 6 GUVELACUO e piot GOLAPOVLLOVPIL ) [E VGOLALVT,
uropel va eEetachel 1o evdgyOuevo yopnynong piog pikpdtepng 066MS TG GOLAPOVLAOLPiag N
WWGOLAIVIC Y10 va petmBel o kivduvog voyAvkaipiog (PA. mapdypoeo 4.4).

Edv moporeipbel pia 66om tov Sitagliptin Accord, avtr| 0o mpénet va AneBel apéocwng poig o aobevnic
T0 BounBei. Aev Oa Tpémel va AauPavetor dtmAn 6dom v idla nuépa.

E1dixol mnboouoi

Neppixn ovolertovpyio.

Oroav e€etaletan 10 evOgXOUEVO YOPNYNONG TNG CLTAYAITTIVIG GE GLUVOVAGHO U Evo GALO

VTSN TIKO PAPUOKELTIKO TPOIOV, TPEMEL VoL EAEYXOVTOL 01 GLVOTKEG TOV Yia TN (PNon o€ acbeveic
LLE VEQPIKT] OLGAELTOLPYICL.

To acOeveic pe o veepikn dvciettovpyio (puOuds onepapatikig didnong [GFR] > 60 éwg
< 90 ml/min), dgv anarteitol Tpocappoyn g d6oNG.

TMo acBeveic pe pétpro veepikn dvciettovpyio (GFR > 45 g < 60 ml/min), dev amotteitan
TPOGUPLOYN TNG 0OCTG.

TNo acBeveic pe pérpro veepikn dvciettovpyio (GFR > 30 émg < 45 ml/min), 1) 6601 Tov Sitagliptin



Accord givail 50 mg droé nuepnoing.

I acBeveic pe ocoPapn veppikn dvorertovpyio (GFR > 15 éwg <30 ml/min) 9 pe ve@pikn vOGo
tehkov otadiov (NNTE) (GFR < 15 ml/min), copneptiapupavopévov ekeivav yio. Tovg 0moiovg
amorteitat apokabapon 1 Teprrovaikn dtoion, 1 d6om tov Sitagliptin Accord eivor 25 mg dnaé
nuepnoinc. H ayoyn uropel va yopnynBet aveEaptnta and tov xpovikod mpoypappatioid g
alpokadapong.

Eme1dn yiveton mpocapupoyn g 06ong Péoet e veppikng Aettovpyiag, GUVIGTATOL VO EKTILATOL T
VEQPIKN Agttovpyio mpv and v Evapén g Oepansiog pe Sitagliptin Accord kot katodmY TEPLOSIKA.

Hrotirn dvelerrovpyio

Agv amaiteitol Tpocappoyn g 600mg oe acheveig pe mia £mg PHETPLo. Nratikn ducAettovpyia. To
Sitagliptin Accord dev £xgt peletnOei oe acOeveic pe cofapn nratikn SuvcAsttovpyio kat Oo TpEmEL VoL
emdeyOel mpocoyn (BA. mapdypapo 5.2).

Qo61660, N coPapn NEATIKN SVGAEITOVPYIO OEV OVAIEVETOL VO EXNPEACEL TI PUPUUKOKIVITIKN TNG
SUrTayMaTivig KaBdg 1) GLTAY ATV OEKKPIVETOL KUPIMG LEG® TOV VEPPGOV.

Hlciwouévor
Agv amaiteitol Tpocappoyn g 60ong pe Pdon v nAia.

Houdrozpixog winQvouog

H ortaylumtivn dev o mpémet va yopnyeitan o mandid kKo pnPouvg nikiag 10 émg 17 etdv Mdym
avemapKovg amoterecpatikotntog. Ta mapdvta dabéoipa dedopéva TeptypapovTol GTIG TOPAYPAPOVS
4.8, 5.1 kon 5.2. H curaylmtivn dev €xet peretn0el oe mondiatpucos aobeveic nhikiog K4Tm twv

10 etcdv.

Tpoémog yopnynong

And otdpartog ypron.
To Sitagliptin Accord pumopei vo. Anebei pe 1 yopic tpoen.

4.3  Avtevositag

YrepevoioOnoio 6t dpactiKi ovsio 1] 6€ KATOowo and Ta £KG0Y TOV OVAPEPOVTUL GTNV TOPAYPUPO
6.1 (PA. mapaypapovg 4.4 kot 4.8).

4.4 E10wkég TPOEIOOTOMGELS KOL TPOPLAAEEIS KATE TN (p1jon
Tevika

H ocurtayAurtivn dev Ba mpémel va ypnoylomoteiton o acbeveig pe dafntn tomov 1 1 yia tn Oegpaneia
NG OlPNTIKNG KETOEEMONG.

Oé&elo TorykpeaTiTioo,

H yprion avactoréwv DPP-4 éyel cuoyetiobei pe kivovvo avamtuéng ofeiag maykpeatitidoc. Ot
ac0eveic TPEMEL VO EVILLEPMDVOVTOL Y10 TO YOPOKTNPICTIKO GOUTTMUO TNG 0EEL0G TOYKPEATITIONG:
EMUEVOV, 6oPapd KOTAMOKO GAy0C. Y ToXmPNoT TG TOYKPEATITIONS TTapatnpnOnke LeTd TV dlokom
™G ortayAmtivig (e 1 yopig vTootnpikTikn Bepameia), aAAG Exovv avapepOel TOAD omdvieg
TEPMTMOCELG VEKPMOTIKNG N ALLOPPAYIKNG TayKpeaTiTidog ka/f 0dvatoc. Edv vmapyet vroyia yuo
TOYKPEOTITION, 1] CLTAYATTTIVI KOl GAAQ TOOVOV VITOTTEVOUEVE POPUOKEVTIKG TPOTOVTA TPETEL VA,
dwakomovv. Edv 1 oela maykpeatitido emPefarmbel, n ortaylmtivny dev mpénet va apyicel Eavd. O
TPEMEL va dlvetal Tpocoyn o€ acheveic Le 16TOPIKO TayKPEATITIONG.

YroyAvkoapio 6Tov ypNGOTOLEITOL GE GLVOVOCUO UE GAAC OVTI-VTEPYAVKOLUKAE QOPUOKEVTIKG,




mPOidvTa

2e KAMVIKEG OOKIUEC LE T CLTOYMITIVI 0¢ povobepameio Kot ¢ HEPOG TNES GLVOVAGUEVNC Bepameiog
LE POPUOKEVTIKG TPOTOVTO, TOV OEV EIVaL YVMOGTO OTL TPOKAAOVY DITOYAVKULia (T.). LETEOPUIVY KON
éva PPARY ayoviot), n ocuyvotnTo TV TEPITTOCEMY VITOYAVKULiNG oV avapépOnke pe
GLTayMITIVI] N)TaY TOPOLOLL LE TN cLYVOTNTO G€ acBeveic mov EAaPav EKOVIKO GApLLKO.
Yroyhvkoipio topatnpiOniKe 0tav 1 GLTayAnTivn ¥pnoomomOnke 6€ GUVOLAGUO LLE VGOLATVT | e
pia sovipovorovpia. I't' avtd, yio va pewwbei o kivdvvog g vroyivkopiog propet va eEgtachel to
EVOEYOLLEVO YOPYNONG LG KPOTEPTS OHOOTG GOVAPOVLAOLPIAG 1] VGOLAIVIG (BA. Tapdypapo 4.2).

Neppikn dvsAisttovpyia

H ocurtaylmtivn anexkpivetot amd toug veppovc. [Ipokeipévou va emttevyfobv GLYKEVTIPMGELS TNG
OLTOYMATIVIIG 6TO TAGGLO TTOPOUOLES UE OVTEG TV 0CHEVAOV LLE PLGIOAOYIKT VEQPIKN AglTovpYia,
oLVIOTOVTOL LIKPOTEPES dOGELS o€ acbeveic pe GFR < 45 ml/min, kabmg eniong og aocBeveig pe NNTZ
Y10l TOLG OTO10VG amaitteiTol arpokabapon 1 mepttovaikn dAlor (PA. mapaypdpovg 4.2 Kot 5.2).

Orav e€etaletor 10 evOgXOUEVO YOPTYNONG TNG CLTAYAITTIVIG G€ GLVOVAGUO pe Eva GALO
VTSN TIKO PAPUOKELTIKO TPOIOV, TPEMEL Vo EAEYXOVTOL 01 GLVOTKEG TOV Yia TN (PNon o€ acbeveic

UE VEQPIKT OLGAELTOVPYICL.

Avtidpaoceic vrepevoicnoiog

"Eyovv yivelr avapopéc, petd tnv kukAo@opio, Tov Qopuikov Yo GoPapég avTidpacelg
vrepevatcnciog oe acBeveig mov Edafav Oepaneia pe ortaymrtivr. Avtég ot avtidpacelg
oopmepthappavouv avaguiaio, oyyel001onLLa, KOl ATOPOAIONDTIKEG OEPUATIKES OVTIOPACELS
cuumepthappavouévov Tov cuvopopov Stevens-Johnson. H gupdvion autdv tov avidpdoemv £yive
EVTOC TOV TPOTOV 3 UNvaVv petd v Evapén tng Oepaneiag, 1e OPIGUEVEG avapOopES TOV eppavilovTan
petd v mpmtn 86om. Edv vrontevbeite pia avtidpaon vrepevoicdnciog, n orrayiurtivn mpénet vo
dwokomel. Addec mbavég artieg yio to cuuPay mpénet va, ekTiunBovv, Kot vo EEKIVIGEL EVOAALUKTIKN
Oepameia yio Tov StafmTn.

IMou@oAvydOeC TEUOLYOELOEC

"Eyxovv vtdp&et avapopég ToppoAYdOOVG TEUPTYOEB0VS LETA TNV KLKAOPOPIO TOV QUPUAKOL GE
acBeveic mov Adppavav avactoreig tng DPP-4, copnepilapfavopévng g ortayhmtiving. Edv vdpyet
VIOYIO Y10 TOUPOAVYDIEG TEUPLYOEIDEG, 1 orToyAmTivn Oa TpEmeL Vo, S1UKOTTETAL.

ITAnpogopicc oyetikd ne to EKS0y0.

AVT0 TO POPUOKEVTIKO TPOTOV TTEPLEYEL AyOTEPO atd 1 mmol vatpiov (23 mg) avd diokio, eivar avtd
7OV OVOUALoVLE OLOCTIKA «EAeVBEPO VaTPiOUY.

45 AlMmiemopdocseig pe iAo QUPUIKEVTIKE TPOTOVTOE Kol GAAeS HOPPES aAANAETIOPAONG

Emdpbocic GAA®V QOpULOKEVTIKOV TPOIOVIMY GTH GLTOYAUTTIVN

Ta KAvikd oTotyeia Tov avagépovial Tapakdt® Voot Pilovy 0Tt 0 KivOLVog KAVIKG GNUOVTIKOY
AAANAETIOPACEMY LLE TNV GLYXOPTYNOT PAPUOKEVTIKMY TPOTOVTMOV ivorl pikpoc.

Mehétec in vitro £6ei€av 011 T0 TPpOTOPYIKS EVEDLLUO IOV gival VIEVHVLVO Yio TOV TEPLOPIGUEVO
petaforiopd g ortayintivng ival to CYP3A4 pe ) ovufoin tov CYP2CS. Xe acbeveig pe
(ULGOIO0AOYIKT| VEPPIKT AgtTovpyia, 0 HeTafoAGHOC, cvumepiiapfoavouévon avtod pécm tov CYP3A4,
mailel povo €va pikpo poro otny KaBapon g ortayimtivng. O petafolopdc pmopei va tailel Evav
7O SNUOVTIKO pOAO GTIV amOBOAN TNG CLTAYMITIVIIG OTNV KATAGTAGT] GOPAPTC VEQPPIKNG
dvodettovpyiog 1 veppikng vooov tedkob otadiov (NNTE). I't' avtd To AdY0, glvar duvatov weyvpoi
CYP3A4 avaotoleic (m.y. ketokovaloAn, ttpakovaloin, pttovafipn, KhapiBpopvkivn) vo propovv va



OAAGEOVY TNV QUPUAKOKIVITIKY TNG SLITayATTivig o€ aoBevelg pe coPapn veppikn dvsiettovpyia 1
NNTZ. H enidpaon tov woyvpdv avactorémv tov CYP3A4 ota mhaictla g veppikng dSvoiettovpyiag
dev &yel a&loroynbei oe KAvikn pedérn.

Meléteg peta@opdgs in vitro £dei&av 6t n ortayMmtivn gival VITOGTPMOLO. TG P-YAVKOTPMTEIVIG Kol
oV peTapopéa-3 opyavikov avioviog (OAT3). H petapopd g srtaylmtiving péom tov OAT3
aveoTOAN in Vitro and tnv tpoPevesion, porovott Bempeitar 6Tt 0 KivEuVOg TV KAVIKG GTLOVTIK®V
aAAniemdpaceny gival pkpos. Tavtoypovn yopnynon twv OAT3 avactorémv dev €xetl a&roroynOel
In VIvo.

Mezrpopuivy: H cuyyopfynon moAlomAdv d6cemv dVo popég nuepnoiong 1.000 mg peteoppiving pe
50 mg crTtayMmTivig eV TPOTOTOINGE GNUAVTIKA TN QOPLOKOKIVITIKY] TNG OLTAYAMRTIVIG 6€ a60gveic
pe dwoprtn tomov 2.

Kvrloomopivy: Mio pehétn dteEnydn yuo v ektipnon g enidpaong g KuKAOGTopivng, EVOG
1GYLPOV OVAGTOAEN TNG P-YAVKOTPMOTEIVIG, OTI POPLUAKOKIVITIKY TG cttayAntivng. H cuyyopiynon
piag epana omd Tov otopatog 06ong 100 mg orrayAmtivig ko piog epdmal and Tov 6TOUATOG dOGNS
600 mg xvkAoomopivng avénoe v AUC Kot 1 Cmax TG oltayAntivig mepinov katd 29% kot 68%
avtiotorya. Ot petaforég autég 0T PUPHOKOKIVITIKY TG oltayAurtivig dev BempnOnkav ott ival
KAvikd onuavtikée. H veppikn kaBapon tng crrayAmtivig dev HeTafAnOnKe onuavTikd. Zuvenmg, dgv
AVOUEVOVTOL GTUAVTIKES OAANAETIOPAGELG LE GAAOVG OVOGTOAEIG TNG P-YAVKOTPMTEIVIG,.

Emdpboeic tne crrayMmtivie o€ GAAO QOO UOKEVTIKG TPOTOVTO.

Awyocivy: H ortaylmtiv glye pukpn enidopaot) oTig GUYKEVTIPMOGELS TG Otyo&ivng oto mAdouo. Metd
amo yopnynon 0,25 mg dryo&ivng tavtoypova pe 100 mg crrayAimtivng nuepnoiong ent 10 nuépeg,
AUC g d1yo&ivng oto mhdoua avénonke katd péco 0po katd 11 % kat 1 Cmax 6T0 TAAGHO KOTA
uéco 6po katd 18 %. Ag cuvieTtdton Tpocapuoyn g ddong g dtyosivng. Qotdc0, ot acbeveic ot
Kivduvo To&woTnToS 0md T O1yosivn mPEMEL va TapoKoAoLOOVVTAL GYETIKA [IE AVTO OTAV T
ortayAMmtivn Kot 1 dtyo&ivn yopnyovvTal TanTO pOva.,

Ytoyeia in vitro vrootmpilovv 011 1) craylmtivn dev avaotéddet obte endyet ta 1ooévivpo CYP450.
Y& KMVIKEG HEAETEG, 1 CLTAYATTIVI] OV TPOTOTOINGE ONUOVTIKE T1) QOPLAKOKIVITIKY] TG
peTeopuivng, g yAufoupidng, tng cupactativing, g poostyltaloévng, e Papeopivng 1 tov and
TOV GTOUOTOG OVTIGLAANTITIK®V, TapEYOVTaG iN VIVO Tekunpimon yio pukprn duvatdtnto tpdkAnong
aAniemdpacemv e vrootpodpata ov CYP3A4, CYP2CS, CYP2C9 kot opyavikd KaTOVIKO
uetapopéa (OCT). H crraylmtivn pmopel va givat £vag Hmiog ovacToAENG TG P-YAVKOTPMOTEIVNG iN
VIVO.

4.6 Tovipotnra, kmon ko yoerovyio

Kvnon

Agv VIapYoVV EMOPKT OTOLYELD Y10 TN YPNOT TS SLTAYAMITIVIG o€ £YKVEG Yuvaikes. MeAéteg oe (ma
KATESEIEAV avamapay®ytkn ToEIKOTNTA o€ VYNAESG 000elg (PAEre Tapdypao 5.3). O evdeydpevog

Kivduvog Yo tov avBpomo gival ayvootog. Adym tng EAAEYNG dEdOUEVDV GE OVOPAOTOVG, TO
Sitagliptin Accord 6gv mpémet vo, ypnouonoleital KoTd T S13pKELD THG EYKVUOGUVIG.

ONnAacpog
Eivon dyvooto av 1 crtayMmtivn anekkpivetal oto avOpdmvo untpikd yoio. Merétec oe {ma

katédei&av Ot N ortaylmtivn amekkpiveton oto untpiko yaiao. To Sitagliptin Accord dev mpémetl va
YPTCULOTOEITAL KATH TN O1APKELD TOV ONAaCHOV.

Tovipémta

Agdopéva amd (ma dev vrootnpilovy kamola enidpacn g Bepaneiag pe orrayiurtivn otnv



YOVILOTN T OAPCEVIKMY Kot OnAvkdv. Agdopéva yia Tov dvOpwmo dev vapyovv.

4.7 Emopacsig 6TnV IKevOTNTA 001]Y1|61G KOl YEIPIGHOD MY OVI|LATOV

To Sitagliptin Accord dev éxet kopio 1 el aoNUAVTH ETIOPACT) GTNV IKAVOTNTO 0 YNONG Kot
YEWPLoHOL punyoavnudtov. Qotdc0o, KaTd TNV 00N ynomn 1 T xpNom Wnxavnudtomv, Tpénet va Aapupdavetot

V7' OYY OTL Exovv avapepBel LaAN Kot vvnAia.

EmmAéov, o1 aoBeveic mpémel va glvar o€ ypfyopon oyetikd pe tov kivouvo vroyAvkoiog étav 1o
Sitagliptin Accord yopnyeitat o cuvdvaoud e pio GOVAPOVLAOLPIN 1) LLE IVGOVATVY.

4.8 AvemOopnteg evépysieg

2VVOTTIKO TPOPIA OGOAAELOC

"Exovv avaeepOel coPapéc avembBounteg evépyelec, cuUTEPILOUPAVOUEVOV TOYKPEATITIONG KOl
avtidpdoewv vaepevaictnoiag. Eyel avagepOel vroyAvkoipio 6€ GUVOVAGHO e GOVAPOVLAOLPIN
(4,7 %-13,8 %) ko vaovrivn (9,6 %) (BAéne mapdypago 4.4).

AvemBounTec eVEPYELEC TOL OVAQEPOVTOL GTOV TIVOKO,

Avaoeépoviat Tapakdto (otov Ilivaka 1), avd katnyopio opyavikod GUGTHLOTOG KOl GLYVOTNTO Ol
avemBounteg evépyetec. H ouyvotnta peaviong éxet opiobei wg: moAd cuyvég (= 1/10), cuyvég

(> 1/100 éw¢ < 1/10), Oyt ovyxvéc (> 1/1.000 émg < 1/100), omdvieg (> 1/10.000, émc < 1/1.000), moAd
ondvieg (< 1/10.000) kou pun yvootég (dev umopolv va ektiunovv pe fdaon ta dStabécia dedopéva).

ivaxoeg 1. H cuoyvetnTo TOV AVETOOUNTOV EVEPYELDV TOV TOVTOTOMON KAV 076 TIC EAEYYONEVES
HLE EIKOVIKO QApnoKo KMVIKEG peréteg povodepaneiog ortayMativig Kot TNy epmelpio petd v
KvKAOQoOpia

Avem@ountn evépysra 2oyvéTNTO TNG OVEMOUUNTNG EVEPYELOG

AWTopayES TOV ULLOTOMTIKOD KAl TOV
AENPLKOV CVLOTINOTOS
Opoppomevia Xrdvio,

AlTapayéS TOL EVOGOTONTIKOD GUGTI|HLATOS
avTdpdoels vepevaucnaiag, Mn yvooti) cuyvotnta
CUUTEPTAOUPOVOUEVDY TOV OVOPVAOKTIKOV
avtidpdoemv”

Awtapayéc Tov petaforiopod kol g Opéyng
vroyAvkopio Soyvi

AwTapay£s TOL VEVPIKOV GUGTIIOTOS
KeQOAQAyioL oy
LaAn Oy ovypvm

AW TOPOYES TOV AVUTVEVGTIKOV GUOTIIATOG,
70V 0OpuKa Ko TOV PEGOOMPIKIOD
Si1éipeon mvevpovikn vococ” Mn yvooti) cuyvotnta

ATopoyéS TOV YOOTPEVTEPLKOV
duokooTn T Oy ovyvn
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BA. mapakédto v Kapdiayysiokh Merét Acepdetag TECOS

[eprypaon) emheyuévov ovembBOunTov EVEPYEIGY

Emnpdcbeta tov avemBountov evepyeldv Tov oxeTilovTol LUe TO QAPOKO KOl AVOPEPOVTIL
TOPOTAVE®, 0L OVETIBVUNTEG EVEPYELES TOV aVAQEPON KAV, OVEEQPTNTMG AUTIOAOYIKTG GUCYETIONG LE TA
QOPUOKEVTIKG TPOTOVTA, KOl TOV TAPOLGIAcHN KAV TOLAAYIGTOV 6T0 5 % KoL o VY VA o€ acbeveig
7ov éhafav ortayAlrtivn, TepAdupovay AOTU®EN TOV AVADTEPOV AVATVEVGTIKOD GUGTHUATOS KOl
pwoeapvyyitda. Emimiéov avembounteg evépyeieg avoapéptnikay aveEapTTOg OITIOAOYIKNG
GLGYETIONG UE TO PAPLOKO, TTOVL EPPavicOnKay cuyvotepa o€ acheveic mov Adpupavay Bepaneia pe
ortaylrtivn (Oev épBacav ta enimeda tov 5 %, alAd eppavicOnkov pue cuyvotnta > 0,5 %
UEYOADTEPN UE TN OLTOyMAITIVI aTd OTL e TNV Opadol EAEYYOV) Kot epiaupavay octeoapdpitida Kot
OVO GTa. GKPOL.

Opiopéveg avemBOUNTeG EVEPYELEG TOPATPNONKAV CLYVOTEPH GE UEAETEG GUVOVUGTIKNG XPNONG TNG
OLTOYAMATIVIG PE QAL OVTL-OLONTIKA QOPUOKEVTIKA TPOIdVTa, Ao O, TL 68 LEAETEG pLovobepamneiag pe
ortayMmtivn. Avtéc mepiidpfovay vroyilvkaipio (cuyvotnTo ToAD GLUYVY HE TO GLVOVACUO
COVAPOVVAOLPIAG Kal pHeT@opuivnc), ypinn [cuyv pe tvoovrivn (ue 1| yopic petpoppivn)], vovtio kot
£ueto (ovyvn ne petopuivn), petempiopd (cuyvn we petopuivn | moyArtalovn), SueKotAdoTnTa.
(ovyvn Le T0 GLVOLAGHO GOLAPOVLAOLPING KOl LETPOPUIVIG), TEPIPEPTKO oidN e (GuYVI HE
moyAMtalovn 1 10 cuVILASUO TOYATAlOVNG KOl LETPOPUIVIG), LIVNAia, kot S1appota (GuyVvEG ue
uet@opuivn), kot Enpootopio [yt cvyvn ue veovkivn (ue f) yopic peteopuivn)].

Toudrorpikde TAnOvoude

e KAMVIKEG OOKIUEC e orTtayMmTivi og Taudlatpikovg acbeveic nlikiog 10 €wg 17 eTdv pe cokyopoon
Swaf1tn THmoL 2, To TPOPIA AVETIBVUNTOV EVEPYEIDV NTAV GUYKPICIO LE 0LTO TOL TapaT P ONKE
GTOVC EVIAMKEG.



TECQOS Kapdioyyeraxn Merétn Aopdlsioc

H perém a&orloynong kapdiayysiokaov ekBacewv pe ortayhmrtivy (TECOS) mepiehappave

7.332 acbeveig mov éhafav crtayiurtivn, 100 mg nuepnoing (1 50 Mg nuepnoing ebv n apyk eGFR
Arov > 30 ko < 50 ml/Aentd/1,73 m?) kon 7.339 acOeveic mov Elafav E1KOVIKO QAPUOKO GTOV
mAnBuopod pe tpobeon Bepancioc. Kat ot 000 Oepaneieg mpootébnkav 6t cuvnon aywyr pe otdyo v
emtevén TOV TOTIKOV OepomELTIKMV TPoTHIMV YAVKOSIMmpEVNS arpooatpiving (HbAL) kot
kapduayyelokov (KA) tapaydviav kivdvvov. H cuvolikr cuyvotnta epgdvions cofoapov
avemBountov evepyeldv og acbeveic mov EAafav crrayAMmtivi HTov TOPOUOLN LE AL TOV acOevVdV
oL EAaPav EIKOVIKO QPAPLLOKO.

Ytov mAnbuoud pe mpobeon Bepanciog, petal&d T@v 0oBevdY TOL YPNCIUOTOOVGAV VGOLAIVT] KAL)
Lo GOVAPOVLAOLPiL KAt TNV Evapén, 1 cuyvOTNTA EREAvVIoNS coPapng vToyAvkoiog fTav 2,7 %
610G acbeveig mov Elafav ortaylmtivn kot 2,5 % 6tovg acbeveig Tov EAafov EIKOVIKO PAPOKO.
Meta&d Tov 0o0evav Tov dev EKavay ¥PNoT VGOLAIVNG KOV HLOC GOVAPOVLAOVPIOG KATO TNV
évapén, N ovyvotnta peaviong cofapng vroyivkopiog nrav 1,0 % otovg acbeveig mov Eafav
ocuraylmtivn kot 0,7 % otovg acBeveic mov Elafav eucovikd papuaxo. H cuyvotnta epedvions tov
emPefariopévov enelcodinv taykpeatitidag ntav 0,3 % otovg acbeveic mov ElaPav crrayAurtivi Kot
0,2 % otovg acBeveic mov ELafav E1KOVIKO GAPLAKO.

Avopopd TOavoroyoOUEVOV aVETIOOUNTOV EVEPYELDY

H avagopd mBavoroyodpeveov avemBOunTmv evepyeumdv HETA amd T yopnynon adelog KukAopopiog
TOV QAPUAKELTIKOD TPOIOVTOC elvar onpavtikn. Exttpénel tn cuveyn mapakorlovdnon g oyéong
0PEALOVC-KIVODVOL TOV QUPOKEVTIKOD TPOTOVTOC. ZNTEiTat amd TOVG ETAYYEAUOTIEG VYEiNG VO
avaQEPOLY 0TolEGONTOTE THUVOAOYOVEVES OvemBOUNTES EVEPYELEG MECM TOV EOVIKOD GUOTILOTOG
avaopdg Tov avaypdeetol oto [Hapdptnua V.

4.9 Ymepdooolroyia

Kotd ) didpketo eAeyyOUEVOV KAVIKOV SOKIUMVY GE DY AToua, yopnynonkav epdrnaé 600e1g Emg
ka1 800 mg crrayArtivig. Mikpég avénceic tov QTc, mov dev BewpnOnkoy kKhvikd oyetilopueveg
mapotnpnkay o pio perétn ot 660 tv 800 mg crtayiurtivig. Aev vapyel eumelpio oe KAMVIKESG
peAéteg pe dooelg tave and 800 mg. Katd tnv ¢don I peletdv morhaming 66omg dev vanp&ov
KAVIKEG avemBOuNTEG evEPYEleg oY ETILOUEVEG e TN dOGT TOL TAPATNPNONKOAY UE GLTAYALTTIVI Ue
dooe1g £mg 600 mg nuepnoing yuo dtaothpoata £mg 10 nuépeg kot 400 mg nuepncing yio. Sl THLOTL
£€m0g 28 nuépeg.

Y& mepinton VIeEPd0GoAoYiNG, Etval AOYIKO VO EQAPUOGEL KOVELS TO, GUVIOT VTOGTNPIKTIKG HETPA,
OT®G T.). OTOUGAKPVVGT] TOV U1 OTOPPOPT|LEVOD DAIKOD OO TN YOGTPEVIEPIKT 030, YPNCULOTOINoN
KAV mapakorlobOnong (cvumepiiapfovopuévng e AMyng NAEKTPOKapO10YPOEN LOTOC) Kot
EQUPLLOYT VITOGTNPIKTIKNG Oepameiag edv amatteitol.

H ocurrayumtivn givon petpiog dSmbnoyn. Ze khviké peréreg, mepinov to 13,5 % g 600mg
amopakpOVONKe og pio cuvedpio apodtdiong diapkelag 3 Eoc 4 mpav. Edv kpBel khvikd
KatdAAnio umopel va e€etacbei 1o evdgyOEVO TAPATOOTG TG ALLOSIOAIONG. AgV Elval YVOGTO av 1)
ortayMmtivn gival didnoiun pécm mePITovaiKig SOAIoTS.

5. DOAPMAKOAOT'TKEX IAIOTHTEX

51 ®@oppokodvvopkés 1010TNTEg

DOoppokobepamentikn katnyopio: OApHOKE TOV XPTCILOTOIOVVTOL Y10 TOV SIABNTN, OVUGTOAEIS TNG
dumentidvlkng nentiddong 4 (DPP-4)

Kodwkoég ATC: A10BHOI1.

Mnyoviopdc dpdonc



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

H ocurraylmtivn givon péhog oG Katnyopiog omd Tou GTOUOTOS AVTIVTEPYAVKALKOV QOPUAK®OV, TOV
ovoualovtol avacTtoAeic TG dutenTidLAMKN G Tentiddong-4 (DPP-4). H Beltimon tov yAvkaipukon
€AEYYOL TTOV TAPOTNPEITAL LE OLTO TO POPLOKEVTIKO TPOIOV LITOPEL VOL ETTVYYAVETOL LEGD TNG
aOENOTG TOV EMTEOMV TOV EVEPYDV OPHLOVAV OV ovoudlovtal wkpetives. Ot vkpeTived,
CUUTEPIAAUPOAVOUEVOVY TOV TAPOUOLOV pE T YAvKaydvn Temtidiov-1 (GLP-1) kat tov eEaptdpevov
amo TN YAVKOLN weovivotpdnov moivrentidiov (GIP), anedevbepmvovtal amd To EVIEPO KOTA TN
dugpkela TG NUEPOS Kot Ta eMimedd Tovg avEdvovtol og amdvinon o€ éva yevpa. Ot wvkpetiveg eivan
HEPOG £VOG EVOOYEVOLG GUGTHLLATOG TTOV EUTAEKETAL GT] PVGLOAOYIKN pOBLLOT) TG OLOOGTAGNG TNG
YAvkOng. Otav o1 GLYKEVIPOGELG TG YAVKOLNG 0T0 aipla eivarl puololoyucég | avénuéveg, ta GLP-1
ka1 GIP avédvovv tn ovvBeon kot v amelevbépwon g veovAivng and Ta frita KHTTOPO TOL
TOYKPENTOG LEGM EVOOKVTTAPLOV 00MV GNUATOdOTNONG, OTIS 0Toleg epmAékeTol To KukAkd AMP. H
Oepaneio pe GLP-1 1 pe avactohreic tng DPP-4 6e mpotuna (dov pe dafntn tomov 2 £deiée va
Bektidvel v amdkpion TV Prita KuTTdpmv 6T YAuKOn Kot va dieyeipet tn frocuvieon Kot
anelevBépmon g eovAivng. Me ta vynAdTEpa EMIMESD IVGOVAIVIG EVIGYVETOAL 1] TPOGANYN TNG
YAvKOng and Tovg 1otovg. Emnpocheta, 1o GLP-1 peidver v €kkpion g yAvkaydvng omd to dAga
KOTTOPA TOL TAYKPEATOG. Ot LEIMUEVEC GLYKEVTPMGELS YAVKOYOVNG Holl pe To auénuéva emimeda
WWGOLAIVIG 001 YOUV GE HELOUEVT NTTOTIKY TOPAYWYTN YAVKOLNG, OV €Yl G amoTéAecpa Leimon TV
emmédv YAvkoIng tov aipatoc. Ot emdpdcelg tov GLP-1 kot tov GIP givar eaptdpeves amd v
YAVKO(n €161 hote Otav Ta enineda TG YALVKOING gival younid, dev Tapatnpeital S1€yepon mpog
ameAeLOEPOOT VGOLAIVIC 0VTE KOTOGTOAN TNG £KKPLONG TNG YAVKAYOVN G néc® tov GLP-1. Kot yuo tar
dvo, GLP-1 ka1 GIP, n diéyepon mpog amerlevfEépmwon woovAivig av&avetal Lol Ta enimeda TG
YALKOLNG avEPYOVTOL TTAV® A0 TIG PVOIOAOYIKEC cLYKeVTp®GElS. EmmAéov, to GLP-1 dev emidevavel
TN PLGIOAOYIKT] OTOKPIOT) TNG YALVKAYOVNG o€ vmoyAvkaipia. H dpactnpiomta tov GLP-1 ka1 GIP
nepropiletar amd ™ dpdon tov evibpov DPP-4, 1o omoio vopordel ToEmg TG WVKPETIVEG TaPAyovTog
adpovn mpoiovta. H crtaylmtivn mpolappdver tny vdpdivon tav vkpetvav amd to DPP-4,
aLEAVOVTOG £TOL TIG GUYKEVIPMGELG OTO TAAGUE TV OPACTIK®V Hopeav tov GLP-1 kot GIP.
AvEGVOVTOC TO EMIMESD TOV EVEPYDV VKPETIVAV, 1] GLTOYAMITTIVI avédvel TNV amelevbépmon g
VGOLAIVIG Kol LELDOVEL Ta EMIMED D TNG YAVKOYOVTG e Eva YAvkoloeEaptdpevo Tpomo. e acbeveig pe
Swafrytn tHmov 2 pe vepyAvkotpic, ot OAANYEC QVTEG OTA EMITES VGOVAIVIC Kol YAVKOYOVNG 001 YOOV
0€ UEIMUEVES GLYKEVTPMOGELS TG aptoc@apivng Aie (HPALc), Tg yAukding vnoteiog, kabmg Kot g
peTayevpatikng YALKOLNG. O yAvkoLoe&optdLevog Iy aviopog dpaong tng orrayAmtiving etvot
SPOPETIKOG OO TOV UNYOVIGUO TG COLAPOVVAOLPIG TOV AVEAVEL TNV EKKPLOT] TNG WVGOLAIVIG
QKON KoL OTOV TO, EMITENQ, TNG YALKOLNG etvan Yo umAd Kot uropel va 0dnYNoEL 68 LITOYAVKAio G
acBeveic pe d1apnn TOTOVL 2 Kot o€ PuGoAoYKd dtopa. H ortaylmtivn givan évog 1oyvpdg kot vynAd
eKAEKTIKOG avaoToréag Tov evibpov DPP-4, kot dev avaotéddel Ta otevd oyetilopeva éviopa DPP-8
1 DPP-9 cg Oepamevticé cLYKEVTIPOGELG.

e pio peAétn dVO NUEPDOV G LY ATOa, 1 olrTtayAmtiv) oG povobepameio aENGcE TIC GLYKEVTIPMGELS
Tov gvepyol GLP-1, evd ) petpoppivn oc povobepameio adENGE TIG GUYKEVIPDOGELS TOVL EVEPYOD KOl
olkoV GLP-1 o€ mapopolo ToGooTd.

H ovyyopnynon g ortayMativng Kot HETPOPUIVIG Elxe pia EMTALOV EMIOPACT] OTIS GUYKEVIPADGELG
tov gvepyol GLP-1. H crtaylurtivi aAld Oyl 1 HETQOPIVY, 00ENCE TIC GUYKEVIPMGELS TOV EVEPYOD
GIP.

Khlvikn omoteleopnotikdTnTo Kol 0cQaAELn

Ievikd, N orrayArtivn fedtiooe tov yAvkaykd Edeyyo otov xopnynonke oc povobepameio 1
Oepaneio cuvdvacpov o evijlikeg acbeveig pe drafnm tomov 2 (BA. Ilivaka 2).

AteEnydnoay 500 HEAETES Yo Vo EKTIUNOEL 1] ATOTEAECUATIKOTNTO KAl 1] ACPAAELN TG CLTAYATTIVIG
¢ povobepamneio. H Oepaneia pe ortaymrtivn, ota 100 mg pio opd nuepnoing g povobepameia
enéQepe onuovTikég Pedtinoelg oty HbA1c ot yAvkoln mhdopatoc vioteiog (FPG) kot otn yAvkoln
2 mdpeg petd amod yevpa (2-apeg PPG), g chykpion pe 10 EIKOVIKO APIOKO 6& dV0 UEAETES OLAPKELOG
pia 18 ko pio 24 efdopadmv. Iapamnpndnke Pertioon Tov VIOKATAGTATOV OEIKTOV (surrogate
markers) yio. tn Aertovpyia Tov B kuttdpov, copreptiappoavopéveov g HOMA-B (Homeostasis
Model Assessment-f3), Tov LOyov TPOivGOVAIVIC TPOC IVGOVAIVY, KL TMV LETPTCEMY Y10 TNV
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AVTOTOKPLOT) TV PRTO KUTTAP®V HECH TNG SOKILAGIOG 0VOYNC OE KOVOVIKT OTPOPY] LLE GLUYVES
derypatoAnyiec. H ouyvdmra epgdviong vroyAvkopiog mov mapatnpidnke otovg aobeveig mov
Adppovay ortayMTiviy TV TopOUoLo LE GUTYH TOV EIKOVIKOL @apudkov. To copatikd Bapog dev
avENONKE amd TV apykn T Ue T Bepameio pe orTayMmTiv o€ Kapd oo TiG LEAETESG, GE GUYKPIOT
LE o pukpn pelmon 6tovg acbevels mov eAdpfovay eIKovikKd pApUaKO.

H ocrraylmtivi 100 mg pio @opd nuepnoimg topeiye onuavtiky BeATIOON TV YAVKUUIK®V
TOPOUETPMOV GE GUYKPLOT| LLE TO EIKOVIKO PapLoKo og dVo peréteg 24 efdopddmy yio Tn GLTayAMmTTivy
¢ Bepaneia TpooHNKNG, Lio 6€ cLVIVAGUO [e peT@OopLivn Kot pio 6 cuvovacud pe moyMtalovn. Ot
aAAOYEG TOV COUATIKOD BAPOVE 0md TNV apyIKn TIUA NTOV TAPOUOLES Yo TOVS aobeveic mov Ehafay
Oepameio pe GrTOyMITIiVI] O GOYKPLOT LE TO EIKOVIKO QAPLOKO. X' ALTEG TIG PeAETeg vnpée pia
TOPOUOLD, GLYVOTITA ELGAVIONG LTOYAVKAOG Tov avagépOnke Yo toug acbeveic mov Ehafav
Oepameio e GLTOyMITIVI ] EIKOVIKO QAPLLOKO.

Mio pelét dudpketag 24 efdopddmv, eAeyyOUEVN L EIKOVIKO pApuraKko, oxedldotnke Yo TV
a&loAdYNoN TNG OMOTEAECUATIKOTNTOG KAl ac@Aaielog TG crtaylmtiving (100 mg pia popd nuepnoiomg)
7OV TTPOCTEONKE o€ YMUETIPION LOVO N YAUETIPION 68 Guvdvacud e petopuivn. H mpostnkn g
orayMmTivig €ite ot YMUETPION LOVO 1| OTN YALUETIPION Kot LETQOPUIVI EMEPEPE CNUAVTIKES
Bektidoelg og yAukopikovg mapdyovtes. Ot acbeveic mov Elafav Bepaneia pe crraylmtivn eiyov
TAPOVGIAcEL LETPLO AHENOT COUOTIKOD BAPOLG GE GUYKPIOT LE AVTOVG TOV APV EIKOVIKO

QapLoKo.

Mia, pelémn didpketog 26 OOUAODV EAEYYOLEVT] LLE EIKOVIKO QAPUAKO GYEOAGHTKE TPOKEWEVOL VOl
a&loloyn el  amoteAeGLOTIKOTNTO, KOL 1] AGQPAAELN TG ortayArttivng (100 mg pio popd nuepnoing)
OV TPOGTEOMKE GTO GLVIVAGHO TOYALITALOVNG Kot petpopuivng. H mpocHnkn g ortaylmtiving oty
ToyMTalovrn Kol LETPOPUIVI TAPELYE ONUOVTIKEG PEATIOCELS TOV YAVKOLUK®OV TopapéTpov. H
UETAPOAT TOV GOUATIKOD BAPOVE 0o TNV apyIKn TIUA fTav Tapduot yio Toug acdeveic mov Ehafav
Oepameia pe orrayMmtivn o GOYKPLON UE TO EKOVIKO @apuako. H enintwon tng vroylvkopiog oy
eniong mapopola o€ acbeveig mov Eafav Bepameio pe orraymtivn 1§ KOVIKO PAPLAKO.

Mia, perémn didpketog 24 fSoUGdmV EAEYYOUEVT LE EIKOVIKO QAPUOKO, OXEOLAGONKE TPOKELUEVOL VO
a&lohoynfel  amoteAeopOTIKOTN T KOL 1] AoAAELR TG ottayAirtivng (100 mg pio popd nuepncing)
oV TPOGTEONKE GTNV vooLAiv (o€ pio otabepn docoroyia Yo tovidyiotov 10 efdopddes) pe 1
yopic peteopuivn (tovidyiotov 1.500 mg). Xe acbeveic mov EAafav TPoavaUEUYUEVT] IVGOVAIVN, 1
péon nuepnota docoroyia frav 70,9 Umuepnoine. Xe aceveic mov Ehafav un mpoavapeptyévn
(evdibpeong/pakpdg opaomnc) vGovAivn, 1 uéomn nuepnota dosoroyia nrav 44,3 Umpepnoiong. H
TPOGONKN TNG GLTAYAMITIVIG GTNV WVGOVAIVI TPEiYE CNUAVTIKES PEATIDCELS OTIC YAVKOUIKES
TAPUUETPOVG. Agv VINPEE KOUio OTULOVTIKT QAAAYT OTTO TNV OPYLKT TIUH GYETIKE LLE TO COUOTIKO
Bapog oe kopia and T1g 600 opddec.

e pio mopayovtikoh oxedlacpold puedétn apyikng epameiog 24 efoopadmv, EAEYYOUEV LUE EIKOVIKO
oapuako, N ortayAntivn 50 mg 3o Popég NuepNcing o€ cLVOVAGHO pe peteopuivn (500 mg N
1.000 mg dvo popéc NuepNoimg) Tapeiye ONUAVTIKEG PEATIOCELS TOV YAVKALLUKOD EAEYYOV OE
ovykpion pe kabe pia amwd T povobepaneiec. H peimon tov copotikov fépovg pe tov cuvovacud
OLTOYATTIVIG Ko HETOOPLIVIG TV TOPOHOLOL LE OVTH TOV TopatnPnOnKe pe petpopuivn pwovo M
EKOVIKO PappoKko. Agv vnpée Kapio aAlayn omd TNV apytkn TN Yo tovg acbeveig og Bepaneia
uévo pe ortayiurtivn. H cuyvotnta epedaviong vwoyAvkopiog rov topouote petaéd tmv opadmv
Oepameiag.
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Iivaxog 2: HbA1c 0moTeAEOPOTO HEAETAOV EAEYYONUEVOV UE EIKOVIKO QApHOKO povodepameiog Kot

ovvovaopévig Bepanciac*

Méon petafoin g

(iw?'::], Méon petapoin omod HbA, d10pBmpéivn og
Melrétn “:3( N v apykn) Tyui) HbAi: | mpog to eikoviko @dppoxo
s (%)" HbA,. (%)
HbA. (%0) (95% CI)

Meléteg povobepamneiog
SitayAmtivn 100 mg pia 0.6
opd nuepnoingt 8,0 -0,5 (:0,8 : 20,4)
(N=193) T
SitayAmtivn 100 mg pia 0.8t
Popd nuepncind 8,0 -0,6 (1,0 "0 6)
(N=229) S
Melréteg suvovaouévng Bepaneiog
Zitaydmtivn 100 mg pia
®opa nuepnoing
npooTEONKE 61N 8.0 07 -0,7+
ovveyllopevn Bepameio pe ' ’ (-0.8,-0.5)
HeT@oppivy'
(N=453)
ZitayAmtivn 100 mg pia
popa nuepnoing
npooTéONKe 6N 81 09 -0,7¢
ovveyllouevn Bepamneio pe ' ’ (-0.9,-0.5)
moyhralovn'
(N=163)
SirayAmtivn 100 mg pia
$opa nuepnoing
npooTédnke oTn 8.4 03 -0,6%
ovveylouevn Bepamneio pe ' ’ (-0,8,-0,3)
yMpempidn'
(N=102)
ZitayAmtivn 100 mg pia
(popd npepncing
TPooTEBNKE O1N 0.9t
ovveylopevn Bepaneio pe 8,3 -0,6 ’

; , (-1,1,-0,7)
yAMpempidn+uetpoput
v I
n
(N=115)
ZitayAmtivn 100 mg pia
Popa nuepnoing
Tpootébnke otV 0.7t
Guvsxtgoprsvn Gspomswrus# 8.8 12 (-1,0, -0,5)
moyATalovntuetpopuivn
(N=152)
A;?le'] szpomaia ’
(800 popég nuepnaing) 16t
SitayAtivn 50 mg+ 8,8 -1.4 (-18, -1,.3)

peteopuivny 500 mg
(N=183)
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Méon Méon petafoin g
appKi Méon petapolr) omo HbA:c, d10pfopévny og
Mekrétn X v apykn) Ty HbAi: | mpog to eikoviko @dappoxo
T (%) HbA;. (%)!
HbA. (%0) (95% CI)
Apywn Bepameio
(800 popég nuepnaing)’' 21t
Sitaymtivn 50 mg+ 8,8 -1,9 (-2.3 ' 1.,8)
petoppivny 1000 mg T
(N=178)
SitayAmtivn 100 mg pia
@Oopa NuepNGing
TpocTéONKe o€ 0.6
ocvveylopevn Beponeio pe 8,7 -0,6" (-0 7’ 0,4)
WGOVAIVY R
(+/- pergopuivn) '
(N=305)

* [TAnBvopdg 6rot ot acbeveig mov EhaPav Bepancio (avaivon mpoddeong yia Oepomeia).

T Méon Ty eoyioTov TETPAyOVOV TPOGUPLOGUEVT Y10 TNV TPOTYOVLEVY avTvmepy VKoK Ogpameia kot TV opyikn
Tn.

£p<0,001 o6& GOYKPLON LLE TO EIKOVIKO QAPLOKO | EIOVIKO PAPHOKO + cuvdvacuoc Oepameiog.

§ HbA1c (%) v eBdopdda 18.

'HbA1c (%) ™V eBSopdda 24.

# HbA1c (%) v eBdopdda. 26.

T Méon tun ghayicTtov TeTpoyGVOV TPOGUPHOGHEVT Yia. TH XpoN HETQOpUivg Katd tnv Eniokeyn 1 (va/dyy), voovrivng
katd v Enickeyn 1 (mpoavopeptyévn évavtt pn Tpoavapetyhévng [evatdpeong 1 pokpdg 0paong]) Kot yio Tig opyikes
Tpée. Ot ariniemidpdoelg avé opdda Oepanciog (xprion HETEOPLIVIG KAl tvoovAIvG) dev oy onuavtikég (p>0,10).

Mio pelétn 24 efdouddwv, eEreyyopevn pe evepyd mapdyovia (Letpopuivn), oxedidodnke yio va
a&lodloynOei  amoteAeoLOTIKOTNTO, KOl AGQAAELD, TG oltayAuetivig 100 mg pio @opd nuepnoing
(N=528) oe cuykpion pe peteopuivn (N=522) og acbeveic pe ovemapkn yALKauKd EAeyyo pe diorta
Kol AoK™M oM Kot o1 omoiot dev Edafav avii-vmepylvkopikn Bepaneio (yopig Oepaneio TovAGIGTOV YO
4 unvec). H péom docoroyia g peteopuivng rav nepimov 1.900 mg nuepnoine. H peioon g
HbA1c and T1¢ péoeg apyikés tipé Tov 7,2 % frav -0,43 % yio v crroyAurtivn kot -0,57 % yo v
peteoppivn (Avaivon katd to [Ipmtoxoiro). H cuvorikn cuyvotnto epeavions Tmv avemountomy
EVEPYELDV TOV YOOTPEVTEPIKOV OV BempnOnkav w¢ oyetilopeves e To pappoko o€ acbeveig Tov
ElaPav Oepomeio ue orraylmtivn frav 2,7 % oe cvykpion ue 12,6 % oe acbeveig mov Edafov
Oepaneio pe perpopuivn. H cuxvotnta epedviong tng vIoyAuKoiog 0ev NTav onUovIKd
SQOoPETIKN HETAED TV 000 opddwv Bepameiog (ortayAntiv, 1,3 %, petpopuivn, 1,9 %). To Bdpog
TOV GMUATOG UEIDMONKE o TNV aPyIKN TIUN Kol 6TIG dV0 opddeg (ortayAurtivn, -0,6 kg, uetpopuivn
-1,9 ko).

e pio peAétn cOYKPIoNG TNE OMOTEAECUATIKOTNTOS KOl TNG AGQPAAELNG LETA amd TPOooHNKN TG
ortayMrtivne 100 mg pio opd nuepnoing | ¢ yAumiliong (i covigovoiovpia) e acleveic e
OVETOLPKT] YAVKOUIKO EAEYYO HETA amd povobepameio e HETOOPUIVI, 1 CLTOYMITTIV] fTOV TPOUOLL
g YAMmLiong 6cov agopd ) peimon g HbAsc. H péon docoroyia yAumilidng mov ypnoyiorodnie
o™V opado chykplong nrav 10 mg nuepnoing, evod og mepinov 40 % tov acbevav arartbnke doom
yAmliong < 5 mg nuepnoing katd tnv didpkela g HeAEG. Qotdc0, Teplocdtepol acbeveic oty
ouado pe orrayMmtivn diékoyav  Ogpomeio AOym EAAENYNG ATOTELECUATIKOTITOC OO OTL GTIV
opada pe yMmiion. AcBeveic mov Ehafav Oepameia e GLTAYATTIVN TOPOVCIOGAV OTLLOVTIKY HECT)
HEI®OT 0o TNV apyIKT T 6TO COUATIKO BApog o€ cOYKPIoT HE pio onpavtiky avénen Bapovg o
acbeveic otovg omoiovg yopnynOnke ymlion (-1,5 évavti +1,1 kg). ' vt ) uehén, o Adyog
TPOTVOOVAIVIG TTPOG IVGOLALIVT], DEIKTNG TNG ATOTEAEGLOTIKOTNTOG TNG cVVOEONC Ko omeAevBEpwONC
NG WWGOVAIVTG, BeATimOnKE e crtaylmtivn kot emdevabnike pe tnv Oepaneio pe yaumlion. H
oVYVOTITTA ELPAVIGT|S VTTOYAVKOUioG otV opuddo Tng ottayAurtivig (4,9 %) ftav onuoviikd
younAdTEPN 0md vty ¢ opddag tng yamiliong (32,0 %).

Mia perétn 24 efoopddwmy ereyyduevn e ElKoVIKO GAappako mov teptédafe 660 acbeveic
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GYESLAGTNKE Y10 VO 0ELOAOYNOEL TV OTOTEAEGLOTIKOTNTA KO TNV OCQAAELN TNG CLTOYAITTIVIG

(100 mg pio popd nuepnoing) 6cov apopd otn petafoAr TG 606N VGOVAIVIG, N 0Ttoio TPOooTEONKE
otV wvooviivn glargine pe 1 yopig peteoppivn (tovAdyiotov 1.500 mg) katd t @acn g
gvtatikonoinong g Bepaneiog wooviivng. H tun g HbA 1 katd v évapén ftav 8,74 % ka1 n
3001 g WooLvAivng katd Vv évapén nrav 37 IUMpépa. Ot acBeveic kabBodnyndnkay va
TITAOTOWGOVV 11| 000T TNG WWGOLATVTG glargine pe Pdom tig TpéG YAukolng vnotelag and PeTpNOELS e
TPOTNUE TOV dakTOAoL. Katd tnv efdopdda 24, 1 avénon otnv nuepnoia 6661 veovAivng frav 19
IUMmuépa oe acbeveig mov EhaPav Bepaneio pe orraymrtivn kot 24 IlUMpépa oe acbeveig mov Elafav
Bepamneia pe e1KOVIKO QAPLAKO.

H peioon g HbA1c o€ acBeveic mov éhaPav Bepameio ue orrayhmtivy kot veovAivn (Le 1 xopig
peteoppivn) ntav -1,31 % cvykpirikd pe -0,87 % oe acbeveig mov Edafav Oepameia pe elkovikd
QapPUOKO Kot VGOVAIVY (He 1 xopig peTeoppivn), pia dtapopd katd -0,45 % [95 % CI: -0,60, -0,29].
H ocvyvomta epodviong vroyivkapiog ntav 25,2 % oe aceveig mov Ehapav Oepaneia pe
ortayAMmTivn Kot tvoovAivn (pe 1 xopic petpopuivn) kot 36,8 % oe acbeveic mov éhafav Oepaneio pe
EIKOVIKO PAPLOKO KO VGOLATVT (Le M| xopic peteopuivn). H dtapopd opethdtay Kupimg o éva
VYNAOTEPO TOGOGTO OGHEVAOV GTNV OUAAE TOV EIKOVIKOV GAPUAKOL 01 00101 Tapovsiacay 3 1
TEPLOCOTEPQ, ETEIGO10 VITOYAVKaLiag (9,4 évavtt 19,1 %). Agv vanpée kapio dopopd ot cLVYVOTNTA
EUPAVIOTNG GOPapNG LITOYAVKOLING.

Mia pedétn obykpiong oitayAmtivig tov 25 1 50 mg pio opd nuepnoing pe yMmilion tov 2,5 g
20 mg/muepnocing d1e&nydn oe acbeveic pe pétpia N coPapn veppikn duciettovpyio. Avti 1 HeEAET
ocoumepiérafe 423 acBeveic pe ypdvia veppikr| duciettovpyia (vToroyicheig puOUOC GTEPAPATIKNG
dmOnong < 50 ml/min). Metd amd 54 efdopddeg, n péon peimon amod v apyikn tiun g HbA i tav
-0,76 % pe orraydmtivn kot -0,64 % pe yAumilion (Avdivon kotd to [Ipwtdkodro). T avtn ™ Heé,
TO TPOPIA TNG OMOTEAEGUATIKOTNTAG KOl AGQAAELNG TNG ortayAntivng Twv 25 1 50 mg pia popd
NUEPN OIS NTAV YEVIKA TALpOUOL0 e AV TO OV Tapatn P Onke og dAleg pedéteg povobepaneiog oe
acOeveic Le LGIOAOYIKT VEQPIKT Agttovpyia. H cuyvotnta epngdviong tg vroylvkoipiog otny opdoo
g ortoyArtivig (6,2 %) ftav onuavTikd pikpdtepn amd 6tt oty opdade thg yamiliong (17,0 %).
Ymnpée eniong pio onuovtikn dtapopd PeEToEd TV OUAd®V GYETIKA e TN LETABOAT] TOV COUATIKOD
Bapovg amd v apyikn tiun (crtayAurtivn -0,6 kg, yAumlion +1,2 kg).

Mio dAAN pedétn obykpiong ortaylumtivig Tov 25 mg pio eopd nuepnoing pe yamiion tov 2,5 émg
20 mg/mpepnoing d1e&NyOn ot 129 acbeveig ue NNTZ o1 onoiot vroPdaiiovtay oe apokdbapon.
Metd and 54 gfdouddec, N uéon peiwon amd Ty apykn Ty e HbActav -0,72 % pe crrayimtivn
wat -0,87 % pe yAmlidon. ' autr] tn pHeEAET, TO TPOPIA TNG UMOTEAECUATIKOTNTOG KOl AGPAAELNS TNG
ortayMmTiving Tov 25 mg pia opd nuepNoine TV YEVIKE TapOUolo HE aVTO TOV TapaTnprdnke o
GAdec ueréteg povobepameiog oe acheveic pe pualoloyikn veppikn Aettovpyia. H cuyvotnta
EUPAVIONG TNG VIOYAVKOUIOG OEV NTAV CIUAVTIKA S10POPETIKT LETAED TV ouddwmy Oepameiog
(ouwayAmtivn, 6,3 %, yhmlion, 10,8 %).

e pio GAAN pedé mov cvpmepédafe 91 acbeveig pe dtafntn tomov 2 Kot ypoVI VEPPIKT
dvodertovpyia (kdBapon kpeatvivng < 50 ml/min), 1 acpdaieio Kot avoyn g Oepaneiog pe
ortayAMmtivi Tov 25 11 50 mg pia opd nuePNoine NTaV YEVIKE TopOUOLN LUE GVTH TOV EIKOVIKOD
oapudrov. EmimAiéov, petd and 12 gfdouddeg, o1 péoeg pewwoelg e HbAsc (orrayimtivn -0,59 % ,
gwoviko edppoko -0,18 %) kot FPG (ortayAirtivn -25,5 mg/dL, swovikd eappako -3,0 mg/dL) frav
YEVIKA TOPOUOLES E OVTEG TTOV TTapaTNPNONKaY o€ AAAeg pedéteg povobepaneiog o€ acbeveig e
QLOLOAOYIKT] VEQPIKN Agttovpyio, (PA. Topdypago 5.2).

H TECOS 1jtav po toyotomotnuévn pedét oe 14.671 acbeveig otov nAnbocpod pe mpdbeon Bepomeiog
ue HbA1c > 6,5 ém¢ 8,0 % kot pe eykateonuévn Kapdayyelakn voco, Tov éhafav oltayAntivn
(7.332) 100 mg nuepnoiong (1 50 mg nuepnoing edv 1 apyixy eGFR ftav > 30 kot

< 50 ml/Aentd/1,73 m?) N ewcovikd eappaxo (7.339), ta omoio tpoctédnkay 6t cuvnOn aywmyn e
OTOYO TNV EMTEVEN TOV TOTIKAOV OEPATEVTIKGV TPOTVTT®V YAVKOLIMmuéVNS opoopaipivng (HbA1c)
KoL TOVG Kopdtoyyerakong mapdyovieg kvdvvov. AcOeveic pe eGFR < 30 ml/Aentd/1,73 m2dev
gvtayOnkav ot pekétn. O minbuvoudc g pedég nepeddufove 2.004 acbeveic > 75 etodv kot

3.324 acbeveic pe veppucr] Suciertovpyio (EGFR < 60 ml/Aentd/1,73 m?).
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Koatd ) didpreta TG LEAETNG, | GLVOAIKY ekTi®dpEeVN péom (SD) dapopd otnv HbA 1 petald g
OpGd0G TNG GLTOYATTIVING KOl TOV E1KOVIKOL Qapudkov fitav 0,29 % (0,01), 95 % CI (-0,32, -0,27),
p <0,001.

To TpmTeEvOV KaPAOYYEIOKO KOTUANKTIKO onpeio Ntav cuvleon g TpdTng epeaviong Bavatov ard
KapdayyeLOKY VOGO, U Bavatneopov epepaylaTos Tov Luokapdiov, pn Bavatnedpov ayyelokon
EYKEQOAKOV £me1G0010V 1 voonieiag yio aotabn otnBayym. Ta devtepedovta kapdiayyelakd
KOTOANKTIKG onpeio TepAGuPavay Ty Tp@Tn ELPAvIoT Bavatov omd KopdlayyEoKn VOGO, Un
Bavatneopov eLEPAYOTOS TOL LVLOKAPSiov 1 Un Bavatnedpov ayyelokoD YKEPAALKOD EMELGOdI0V,
TNV TPOTH ELEAVICT] TOV LELOVOLEVOV GUVIGTMOGMV TOV TPMOTEVOVTOG GUVOETOV KATAANKTIKOD
onueiov, ™ BvnNoUOTNTA 0O OTTOIOONTOTE AUTIO KO TIC EICAYMYES GE VOGOKOUEIO Y100 GUUPOPTTIKT
KOPOLOKT| OVETAPKELQ.

‘Emterta amd pa didpeon mopakoiovdnon 3 etdv, n ortayAurtivn, 0tov Tpocstédnke 6t cuvion
Oepamneia, dev avénoe Tov Kivouvo PeilovmV KapdlayyEK®Y avETIBOUNTOV EVEPYEIDV | TOV KiVOLVO
VOONAElOG Y10 KOPILOKT) OVETAPKELY, GE GUYKPLoT Le Tn cuviOn Bepaneia ywpig ) crtayAntivn, o€
acBeveig pe cakyapmdon dofnn tomov 2 (ITivaxag 3).

Hivakag 3. ZoyvétnTeg 6OVOETOV KOPOLOYYELOKOV ATOTELECUATOV KOl BACIKAOV OEVTEPEVOVTQOV
OTOTELEGLATOV

Twayhrtivy 100 mg EKoviKO @aproKo
Toyvétn
T ToyvotnT
eneavic o
ng ava sppavion B
100 g ava 100 A",ﬂl‘)“{m
ao0zveig acOeveic- | Kwdbdvov (HR)
N (%) -fTn* N (%) fmn* (95% CI) Ty p'
Avalvon otov TAn0vopd pe Tpoddeon Oepameiog
ApBpog acevov 7.332 7.339
Hpotevov 6OvOETO KATAANKTIKG
onpeio
(®avatog and kapdioyyelokn
V0G0, Un Bovatneopo Euppaypia
TOL pokapdiov, Un
Bovatneopo ayyslokd
EYKEPUAMKO eNEIGOS10 N 851
voonheia ylo actadn ombéyym) | 839 (11,4) 4.1 (11,6) 4,2 0,98 (0,89-1,08) | <0,001
Agvtepedov oOvOeTO
KOTOM|KTIKO onpeio
(®dvarog amd Kapduayyelokm
voG0, Un Bavatnedpo Epepaypo
TOL pvokapdiov N un
Boavateopo ayyslokd 746
KO 00
EYKEQUMKO £mE106510) 745(102) | 36 (10,2) 36 0,99 (0,89-1,10) | <0,001
AgvTEPELOV UMOTELEG A,
BdvoTog and KapdioyyEloKn
voGo 380 (5,2) 1,7 366 (5,0) 1,7 1,03 (0,89-1,19) 0,711
‘Oho To EPEPAYHOTO TOV
pookapdiov (Bavamespa ko 300 (4,1) 14 316 (4,3) 15 0,95 (0,81-1,11) 0,487
‘O\o T ayyELOKE EYKEPOAUKE
enetcoda (Bavamedpa kot pn) 178 (2,4) 0,8 183 (2,5) 0,9 0,97 (0,79-1,19) 0,760
Noonrela i aotadi omOym | 146 (16) | 05 | 129(18) 0.6 | 090(0,70-1,16) | 0419
Odvotog omd omowdNmote aitio | 547 (7,5) 25 537 (7,3) 25 1,01 (0,90-1,14) | 0,875
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Twayharrtivy 100 mg Ewoviko @apuoxko

Zoyvotn
T Toyvott
ENOavic a
ng ava gpeavion )
100 G ava 100 Av’akoyw
ac0sveig aobeveic- | Kwdbdvov (HR)
N (%) -fn* N (%) st* (95% CI) Tuw p'
Noonheia yuo kopdrakn
wendpract 228 (3,1) 11 229 (3,1) 1,1 1,00 (0,83-1,20) | 0,983

* H ovyvotmta gpedviong ova 100 acbeveic-£tn vroloyiletor mg 100 X (cuvolikog apBpog acbevov pe > 1 coppdvta kot
™ Sibpketo g emAEELNG TEPLOSOL EkBeoN avE cuVOrKO apBprd acBevdv-eTdv Tng Tapaxorlovdnong).

TMe Béon otpopatomomuévo poviého Cox avd nepoyf. I'o o cOvOeTo, Katalnktikd onueia, o1 TS P aviiotoyody og
L0l SOKILAGIOL PN KATOTEPOTNTAS OV £XEL 6TOYO Vo amodei&el 0TL 1 avoroyio kivdvvou givar pikpdtepn and 1,3. T 6Aa Ta
AN KOTOANKTIKG GoPEia, Ol TES P OVTIOTOL(OVV GE L SOKLHLAGIO TMV S10pOpmV GTIG avVaA0YiEg KIVODVOL.

H avélvon tng voonreiog Yo KopSoKT| ovVETAPKELN TPOCGAUPUOGTNKE LE PACT) TO IGTOPIKS KAPSIOKNG OVETAPKELNG KOTEL TNV

évapén.

Houdrotpikdc TAnbvopdc

AeEnyOn pio SimAd ToeAN perétn didpketog 54 efdopadmv maote vo ekTiunbel 1 amoTeEAEcUATIKOTN T
Kot 1 ac@dreto g ottayrtivig 100 mg pio popd thv nuépa og mardiatpikog acbeveig (10 £wg 17
ETOV) HE caKkyap®mON dlofnTn THIoL 2 01 0100l eV NTAV 08 AVTITEPYAVKALKY Ogpareio yio
TovAdyotov 12 gfdouddec (ue HbAlc 6,5% éwc 10%) | tav oe otabepr 66N vGovAivig yio
tovAdyotov 12 gfdopddec (ne HbAlc 7% mg 10%). Ot aoBeveis Tuyoonomnkav og crrayAintivn
100 mg pio popd TNV Nuépa 1 6€ EKOVIKO pappako yia 20 fdoudde.

H péon apyuen tur HbALc firav 7,5%. H Ogpancio pe ortayiurtivny 100 mg dev mapeiye oNUOVTIKT
Beitiowon oty HbAlc otig 20 efdouddec. H peimon g HbAlc og aoBeveic mov éhafav ortayhmtivn
(N=95) fitav 0,0% oe ovykpion pe 0,2% oe acbeveic mov Eafav eikovikd eappaxo (N=95), pio
dwapopd -0,2% (95% ClI: -0,7, 0,3). BAéne mopdypogo 4.2.

52 ®appoxoxiviTikés 1010TNTES

Amoppoéonon

Katom yopnynong amod to otépa piag 66ong 100 mg oe vym dropa, 1 crrayMativy amoppoendnke
ToYEMG, LLE LEYIOTEC CLYKEVIPMOELG 6TO TAAGA (LEST) Tmax ) TOV mapovcidcdnkay 1 £wc 4 dpeg petd
v 66om. H péon AUC ¢ ortaylmtivig oto mAdouo ftav 8,52 uMehr, kot 11 Cmax itav 950 nM. H
amorvtn frodiabecyotnTa g ortayurtivig etvan tepimov 87 %. Epdcov 1 cuyyoprynon g
OLTOYAMATIVIG E YEOLO DYNADV MIap®dV eV giye EMIOPOCT) OTIV POPUAKOKIVITIKN, 1) GLTAYAITTIVN
umopei va yopnynei pe 1| yopic tpoen.

Ot ovykevipwoeig AUC g ortayMrtivig 610 mhacpo avEnonikay Kotd 0060e£apTdEVO TPOTO.
Aocog&aptmdpevn avoroyio dev TEKUNPIOONKE 1oL TNV Crmax Kot Cosnr (1 Crmax a0ENONKE TEPIOGHTEPO
amd Ot katd Tov docoeaptdpevo Tpomo Kot 1 Caanr 00ENONKE KaTd AtyodTEPO OO O,TL KOTA TOV
3000eEAPTMUEVO TPOTO).

Kozavoun
O péoog 6yKog KATOVOUNG 6€ oTafepn] KOTAGTOOT LETA Ao XOpNyNoT EVOOPAERLOC EpAmas dOONS
100 mg ottayAurtivng og vy dropa, sivor epimov 198 Aitpa. To Khdoua g oLrayAlntivng mov

OUVOLETAL AVACTPOPO. LUE TIC TPMTEIVEG TOV TAAGHOTOG eival younio (38 %).

Buougtooynuatiopnde

H ocurraylmtivn amofddieton TpoTap)ikd apetdfAntm oo ovpa, Kol 0 UETABOAIGHOC OTOTEAEL pia
devtepevovoa 000. [epimov to 79 % g crtaylmtivig amekkpiveton apetdfAntn oto ovpa.
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Metd omd 86om [MClortayMmtivig amd to otdpa, mepimov 16 % g padievépyetog anekkpidnke wg
petaforitec g ortayAmtivng. AviyvedBnkav {yvn €€ petafoAlt@v mov dev avapévovtat vo
EVIGYDOOVV TNV AVOCTOATIKY dpdoT TG ottayAmtivng enl tng DPP-4. In vitro peléteg édei&ov 6t1 0
TPpOTUPYIKO EVEVNO TOL EVOVVETAL Y10, TOV TEPLOPIGUEVO HETOPOAMGHO TNG GLTAYATTIVIG TAV TO
CYP3A4 pe cvpPoin tov CYP2CS.

Yroygeia in vitro £éei&av ot 1 oltaylmtiv dgv givar avaotoréag Tov 16oevidopmy tov CYP, CYP3A4,
2C8, 2C9, 2D6, 1A2, 2C19 1 2B6, kot dev givan enaywyéag tov CYP3A4 kor tov CYP1A2.

AmofoAn

Metd and xopiynon doong [MClowaylmrtivng and To 6tépa o vyw| droua, mepinov To 100 % g
YOPMYOVUEVNC PASIEVEPYELNG amopaKpLVONKE ota kompava (13 %) 1 ota ovpa (87 %) evtog piog
gPdouddag amod tn yopnynon. O eavouevog Telkog ypdvog nuicelog Long tyz LETA amd doom
ocuraylMmtiving omd to otope 100 mg vjtav mepinov 12,4 opeg. H orraylmtivn cusocmpevetat povo
e dyota pe Tig moAomAég d0aelg. H veppikn kdbapon ftav mepimov 350 ml/min.

H amoPoAn g crrayMmtivig yivetol mpoTopyikd HEGH VEPPIKTG ATEKKPIONG KOl TEPIALUPAVEL
gvepyn coAnvaplokn £kkpion. H crtayAintivn elvar vméctpopa yo tov petapopéo-3 avlponivav
opyovik®v oviovtov (hOAT-3), mtov umopei vo EUTAEKETAL GTIV VEQPIKT OTEKKPIOT) TNG
ortayhrtivine. H khvikn cuoyétion tov hOAT-3 oty petagopd g oltayMmtivig oev €xel
tekunpwBel. H ortaylmtivny etvon eniong vmoéotpmpa e p-yAVKOTp®TEIVNG, 1) OToio umopel vo
EUTAEKETAL OIELKOADVOVTOG TN VEPPIKT OTEKKPLOT| TG GLTayAITTivig. 26T0G0, 1| KUKAOGTOPIvY, £Vag
AVOOTOAENG TNG P-YAVKOTPMTEIVNG, Ogv peimae TNV veppikn kaBapon tng cttayirtivng. H
ottaylmtivn dev gival vméotpmpa tov OCT2 1 Tov OATI 1 TV petagopéwv PEPT1/2. In vitro, n
orrayAntivn dev avéotethe To OAT3 (IC50=160 uM) 1} ) petagopd LEG® P-yYAVKOTPOTEIVNG (m¢
250 uM) o€ OepameLTIKEG CLYKEVTPMGELC TOL TAACUATOC. Xg pio KAVIKT pHeAETn 1 ortoylutivn giye
UIKPT| EMLOPOOT OTIG CLYKEVIPDGELG S1y0&ivig 6TO TAAGLO, TTOV SEIKVDEL OTL 1] GLTAYATTIVI] UITOPET VoL
glval NTOG OVAGTOAENS TNG P-YAVKOTPMTEIVNG,.

Xapoxtnpiotikd og acbeveic

H @oppokokivn ik Tng SLTayAmTivng TV DYIOV 0TOUMV HTOV YEVIKA TOPOUOLN LE 0VTH TV acbevov
ue droprtn tomov 2.

Neoppixn dvolsitovpyia

Atgvepynnie pio avolkTig entonuaveng HeAétn epdama d0omg yia vo, a&loroyndei n
QOPUOKOKIVITIKT Hiog petmpévng d6aong tng ortayAirtivng (50 mg) oe acOeveic pe ypdvia veppikn
dvodettovpyia drapopwv Pabumdv og cOYKPIoN LE PLOLOAOYIKOVG VYLElG pdpTLpec. H pedém
nepleldufove aobeveig pe N, HETPLO Kol GoPapr| VEQPIKY dLvGAELTOLPYia, KaOMOG Kot acOeveic pe
NNTZ v arpokabapon. EmmpocOétme, ol emdpaoelc tng veppikng SucAeltovpyiag ot
QOPUOKOKIVITIKT TNG ortayMmtivng o€ acbeveig pe dtafritn tHmov 2 kot Ao, HETpla 1| cofapn
veppikn duciettovpyia (cvumeptrappavopévng g NNTE) a&oloyndnkay xpnoiponoimvtag
QOPUOKOKIVTIKT] avéAven TAnfuouo.

e oVYKPLON UE PUOIOAOYIKA, LY dtopa eAEyyov, 1 AUC ¢ ortaylmtivig 610 mAdopo avénonie
Kotd mepinov 1,2 popéc kat 1,6 popéc oe acbeveic pe ma veppikn dvolettovpyia (GFR > 60 ng
< 90 ml/min) kot o€ aoBeveic pe pétpia veppikn dvciertovpyia (GFR > 45 éwg < 60 ml/min),
avTIoTolY™C.

Ene1dn avénoetg avton tov peyéboug dev givorl KAVIKE GNUOVTIKES, 1| TPOCAPLOYN TG O0O0NC GE
aVTOVG TOVG 0oBeveic dev etvan amapaitntn.

H AUC ¢ ortayAurtivng oto TAdopa ovéndnke kotd nepinov 2 popéc o€ acbeveic pe pérpia veppiki
dvchertovpyia (GFR > 30 éwg < 45 ml/min) kot katd wepinmov 4 popég oe acbeveic pe coPapn
veepikn dvciettovpyio (GFR < 30 ml/min), cuprepirappoavopévov acbevav pe veppikn voco TEMKOD
otadiov og apodwion. H ortaymtivn amopakpbvinke petpiog pe v oapodtvrion (13,5 % yu 3
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£w¢ 4 dpeg aodtdAlong pe Evapén 4 dpeg petd ™ doon). Ilpokeévou va emitevybovv
GUYKEVTIPMGELS GLTOYMITIVIIG 6TO TAAGHO TOPOUOLES e AVTEG TV 0CHEVAV e PUGLOAOYIKT] VEQPPIKT|
Aertovpyia, cuvioTOVTo LIKPOTEPESG 000EIC o€ aobeveig pe GFR < 45 ml/min (BA. mapdypago 4.2).

Hrozixn dvaieitovpyio

Agv amaiteitol Tpocapproyn g 600mMG TS SLITAYMTTIVIIG 6TOVG acBevelg e o 1) HETPLO NTTATIKY
dvohertovpyia, (Child-Pugh score < 9). Aev vrdpyetl Khvikn gumeipio € ac0eveic pe cofapr nratikn
dvoiertovpyia, (Child-Pugh score > 9). TTapdra avtd, yio To Adyo Ot ortaylmrtivn amofdAieton
TPOTUPYIKE 0O TOLG VEQPOVG, 1 GoPapn) NTOTIKY SVGAEITOLPYID, OEV AVOUEVETOL VO EXNPEACEL TNV
(QOPLOKOKIVITIKY] TNG GLTayMITivVig.

Hliciouévor
Agv amaiteiton mpocappoyn g doong pe Baon v niwcio. H nlwia dev ennpéace Khvikd onpoviikd

TNV QOPUAKOKIVITIKY] TG CLTAYAITTIVIG, COUP®OVO LE SESOUEVA OO QOPUOKOKIVNTIKY] AVAAVOT) GE
TnBvopud peretav edong I kot eaong Il. Hukiopéva dropo (65 £mg 80 etdv) eppdvicoy mepimov
19 % vynAdTEPEG GUYKEVIPAOGELG TNG CLTOYATTIVIIG 0TO TAACUA, GE GUYKPIoN UE VEOTEPOVG aoheVEIC.

Houdrazpioc winboouoc

H goppokokivntikn g ortayAmtivig (epdma 06on tov 50 mg, 100 mg 1 200 mg) diepevvidnke o€
madtaTpkovs acbeveic (MAkiog 10 éwg 17 etdv) pe d1afin Tomov 2. Xe avtd tov TAnbucud, n
TPocaplocuévn 86om cvykévipwong s AUC tng ortayAintivng oto midoua ntav tepimov 18%
YOUNAOTEPT GE GVYKPIOT LE TOVE EVIALKEG aoBeveic pe dafnn Tomov 2 Yo pia d6on 100 mg. Avtin
Stapopd dev Bempeitorl KMVIKE oNUAVTIKY GE GUYKPLoN LE TOVg eviiAMKkeg acBeveig pe Bdon v
eninedn PK/PD oyéon peta&d g doong tov 50 mg kot v 100 mg. Aev €xovv mpaypatomoindet
UEAETEG e oltayMmTiv o€ TadtoTpikovg acbeveig nAkiog wikpotepnc tmv <10 etmv.

AAa yopartnpiotixe aclevav

Agv amatteitol Tpocappoyn g 60omg pe Pdon to OA0, T GLAN N To deiktn palag couatog (BMI).
AVTA TO YOPAKTNPICTIKA OEV EYOVV KAIVIKG GNLOVTIKT EXIOPUCT) GTIV QOPUOKOKIVITIKN TNG
OUTOYAMITIVIIG GOUPMOVO LLE POPHOKOKIVITIKA 0ES0UEVA LOG LIKTHG VAo G LeAETNG pdomng [ kot
dedopéva amd PapPUAKOKIVITIKY oviAvon o TANBuoud peketdv edong I kot pdong 11

5.3 IIpoxivika dedopéva yio TNV ac@dreia

Nepptkn| kot Nratiky To&dTnTo TopatpnonKe 68 TPOKTIKA Le GVGTNIATIKY EkOeom 58 popéc
VYNAOTEPT ad TO eminedo EkBeong oTov AvOpw o, Vi To dp1o un enidpaong Ppébnke otig 19 popég
mhvo amd to eninedo EkBeong Tov avOpdTov. AVOUOMES TOV KOTTNPOV 000VI®V Tapatnpiinkay o
apovpaiovg o€ eminedo Ekbeong 67 popég mwhvm amd To eminedo KAvikng Eékbeomng. To 6pto un
emidpaong yu’ avtd To Opnua NTav 58 eopég vYNAOTEPO, Paciouévo 6T HEAETN apovpainy 14
epdouddwv. H oyéomn avtdv tmv euprudtov pe Toug ovpamovg sival ayveortn. [apodikd puoud
onueia oxetilopeva pe  Bepomeio, pepikd amd To OTOI0 GLVIGTOLV VELPIKT TOEIKOTNTO, OTTMG
QVOTTVON UE OVOIKTO GTOLO, GLEAOPPOLN, AEVKMOTOC AppmING EUETOC, atatia, TPOUOG, LEWUEVT
dpacTNPIOTNTO KOUT KUPTH 0Tdo mapotnphinkay 6 okOA0VC o€ enineda £kOeong mepinmov 23 popég
vyNAOTEP 0o TO eMinedo KAVIKNG €kBeonc. Emmpocheta, moAd eAappd £mg eAappd EKQOAOT TOV
OKEAETIKOV LMV TapotnpOnke emiong 16ToA0YIKA & SOGEIC 01 OTTOIEC TPOKAAEGOY GLUGTILOTIKY
éxbeon og eminedo 23 popég vYNAOTEPL amd To eminedo g avOpmmvng ékxbeong. To dpio un
enidpaong yL avtd ta vpruota Bpédnke og xbeon 6 Ppopég VYNAOGTEPN amd TO EMIMEDO TNG KAIVIKNG
éxBeomnc.

H ocurtaylumtivn dev €xet deybel va eivan yevoto&ikn oe mpoxkivikég perétec. H ortayAimtivn dev ftav
KOPKIVOYOVOG G TOVTiKLO. € apovpaiovg, vapée avénpévn TapoVGia NTOTIKOV AOEVOUATOV Kol
KOPKIVOUATOV G€ EMIMEdN GLGTNLATIKNG §K0eoNC 58 popég Tov emmédov ¢ avOpmdTIvNg EkBeoTC.
A6 ™ oTLypn OV M NIATOTOEIKOTNTA EXEL PaVEL VO oxeTIETON e EMAYMOYN TG NTOTIKNG VEOTAUGIOG
G€ apoVPOioVg, AVTN 1 ALENUEVT] GLYVOTNTA ELPAVIONC NTOTIKOV OYK®V GE 0POVPAIONG NTOV
dEVTEPOYEVIG TNG XPOVIOG NTOTIKNG TOEIKOTNTOG G€ ALtV TNV LYNATR 0don. EEartiog tov vymhov
opiov acedrelag (19 opéc vynAoTEPa amd TO EMIMESO WU EXIOPACTG), CVTEC Ol VEOTAUCLOTUIKEG
aAloldoelg oev Bewpeitan oti oyetiCovron e avtioTolyn Katdotaor o avOpdmTovg.
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Agv mapatnpnbnkav avemBOunTeg evépyeleg emi NG YOVILOTNTOS OPCEVIKMV Kol ONAVK®OV apovpaimv
7OV AGpPovay GLTayATivn Tpo 1| KOTA TN S1UPKELL GUVEDPESNC.

e pio mpo-/petayevvnTiky HeAéTn avantuéng Tov mpaypatoromnke 6e apovpaiovs, dev
TapovGacONKav avemBOUNTES EVEPYELEG LE TN GLTAYAUTTIVY).

Meléteg avamapaywytkng to&ikotnrag £oe&av pio eAappd oxetilopevn pe ) Bepomeio avEnuévn
GLYVOTNTA ELPAVIONG SVCLOPPIDY TOV TAELPADV TOL EUPPVOV (ATOVGES, VTOTAUCTIKES KOl
KUHOTOELDEI TAEVPEG) G amdYOVOLG OPOVPUImV OE EMIMESN GLGTNUATIKNG £KBeong 29 Popég TavV®
amo ta eminedo, g kbeomng otov avOpwmo. To&ikdtnTo 6TV £YKLO GE PHEAETN KOVIKA®Y
mapovctiodnke oe enineda 29 popég vynAoTepa amd ta enineda g EkBeong otov dvBpwmo. E&attiog
TOV VYNADOV 0pimv 0oQILELNG, VT TO, EDPAUATA OV VTOONADVOVY GYETILOUEVO KIVOLVO Yo TNV
avOp®OTIVY avomapayoyikn ikovotnto. H ortaylmtivi anekkpivetol 6 onpavTikég TocOTNTEG GTO
vora Onraloviov apovpainv (oyéon yoroktog/mAdopa: 4:1).

6. DOAPMAKEYTIKEXZ TIAHPO®OPIEX
6.1 Katahoyog exdoymv

IMvupnvac dtokiov

pikpokpvotoriiky kouttapivn (E460)

S160EIv0 PwSPOPIKO aGPESTIO

KappeAAoln vatplovyog dactovpovpevn (E468)
payvioto oteotikd (E470b)

Emwcdlown pe Aentd vuévio

TOALBIVLAOAKOOAN

moAvaBuievoyAvkoin 3350

téAxng (ES53b)

Titaviov d10&gidio (E171)

o10Mpov o&eidio epvbpd (E172)

o1dMpov o&eidio kitpwvo (E172)

6.2 AocvpPoatoTnreg

Agv epapuoletat.

6.3 Awdpkera Confg

2 ypovia.

6.4 Iowitepeg TPOPULLAEELS KOTA TN VALY TOV TPOIOVTOG
AV10 TO PUPUOKEVTIKO TTPOTIOV deV amattel 110iTEPES GLVONKES dLoTPNONC.

6.5 ®Von Ko GLOTUTIKA TOV TEPLEKTN

Adwapovn blister PVC/PE/PVDC-olovpuviov ko adwapavr blister OPA/alu/PVC/alu. Zvokevacieg
tov 28, 30, 56, 98 | 100 emkalvppévev pe Aemtd LUEVIO SIoKIMV.

Mmopei va, unv KoKAo@opovV OAEC Ol GLCKEVAGIEG.
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6.6 Idwitepeg TpoPULAEELS amOppLYNG

Kabe aypnoiponointo eopuokevtiKd Tpoiov 1 VIOAEWUN TPETEL VO OTOPPITTETAL GOUPDVOL HE TIG
KATA TOTOVS IGYVOVGEC GYETIKEC SLOTAEELG.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona s/n,
Edifici Est, 62 Planta,

08039,Barcelona,

Ionmavia

8. APIOMOZXZ(OI) AAEIAY KYKAO®POPIAX

Sitagliptin Accord 25 mg emukaivupéva pe Aentd vuévio diokio
EU/1/22/1633/001
EU/1/22/1633/002
EU/1/22/1633/003
EU/1/22/1633/004
EU/1/22/1633/005
EU/1/22/1633/016
EU/1/22/1633/017
EU/1/22/1633/018
EU/1/22/1633/019
EU/1/22/1633/020

Sitagliptin Accord 50 mg emkaAvupéva pe Aentd vuévio diokio
EU/1/22/1633/006
EU/1/22/1633/007
EU/1/22/1633/008
EU/1/22/1633/009
EU/1/22/1633/010
EU/1/22/1633/021
EU/1/22/1633/022
EU/1/22/1633/023
EU/1/22/1633/024
EU/1/22/1633/025

Sitagliptin Accord 100 mg emukoAivpuéva, pe ATtO DUEVIO doKia,
EU/1/22/1633/011
EU/1/22/1633/012
EU/1/22/1633/013
EU/1/22/1633/014
EU/1/22/1633/015
EU/1/22/1633/026
EU/1/22/1633/027
EU/1/22/1633/028
EU/1/22/1633/029
EU/1/22/1633/030
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9. HMEPOMHNIA ITPQTHX EI'KPIXHX/ANANEQXHY THX AAEIAX

Huepounvia mpatng £ykpiong: 25 Ampidiov 2022

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic mAnpoeopieg yia to pappako avtd etvar drabéoipeg otov diktvakd T6mo ToL Evpmraiko
Opyavicpov Papudakmv http://www.ema.europa.eu.
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IHAPAPTHMA 11

MAPAXZKEYAXTHX(EX) YHHEYOYNOZX(OI) I'lA THN
AIIOAEXMEYXH TQN ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H ITIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

AITIOTEAEZIMATIKH XPHXZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. TTAPAXZKEYAXTHX(EX) YHEYOYNOZX(OI) I'TA THN AIIOAEEMEYXH TQN
ITAPTIAQN

‘Ovouoa kot d1evfvvon tov(tav) TopackevaoTN(@V) Tov givor vTedOuvoc(ot) yio TV OTOdEGLELCT) TOV
ToPTIdV

Accord Healthcare Polska Sp. z.0.0.
ul.Lutomierska 50,
95-200, Pabianice, [ToAmwvia

Pharmadox Healthcare Limited
KW20A Kordin Industrial Park,
Paola PLA 3000, MdAta

Accord Healthcare B.V.
Winthontlaan 200,
3526 KV Utrecht, OAavdio

270 £VTUTTO UALO 0JNYLDV XPNOTG TOV PAPHLOKEVLTIKOD TPOIOVTOG TPETEL VO OVALYPAQETOL TO OVOLLOL
ka1l M S1ev¥0vVVOT TOV TAPUCKELOGTH TOV Eival VTELOHVVOG Y10 TNV ATOSEGIELGT TNG CYETIKNG TAPTIONS.

B. OPOI'H HEPIOPIXMOI XXETIKA ME TH ATAGEXH KAI TH XPHXH

DoppokevTikd TPOIOV Yo TO OO0 ATOLTELTOL LOTPIKT] CLUVTAYN

I. AAAOI OPOI KAI AITAITHZEIX THX AAEIAYX. KYKAO®OPIAX
o Ex0¢os1g Teprodikng mapakorovdnong s aseareros (PSURS)

Ot anmortnoelg yio v vroPoirn towv PSURS yuo 10 gv Adym @apuokevtikd tpoidv opilovtal 6tov
KatdAoyo pe T nuepounvieg avagopds g Evoong (katdioyog EURD) mov mopatibeton oty
Tapdypoeo 7, Tov dpBpov 107y, g odnyiag 2001/83/EK kot kaOe emakorovdng emkaiporoinong
OTIMG OMLLOGIEVETAL GTIV EVPAOTAIKT OUKTLOKT] TOAT Y10l TO POPLLOKCL,

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

o Yyéowo Awayeipiong Kivovvov (ZAK)

O Kdroyog Adeiag Kukhopopiag (KAK) Oa die&aydyet Tig amattodUeveg OpaotnploTNTaS Kol
TOPEUPAGELG PUPLOKOETAYPVTVIIONG OTTG Tapovaotdlovtal oto cupeovniéy ZAK mov tapovoidaletan
otV evotnta 1.8.2 g dde1ag KukAOPOPiog Kol OTOEGONTOTE EXOKOAOLOES EYKEKPIUEVES
avaBempnoeig tov TAK.

‘Eva emucaiporompévo TAK Oa mpénet va katotedet:

. Metd and aitmpa tov Evponaikov Opyoavicpod Oapudkov,

o Onotednmote TPOTOMOLEITAL TO GVGTN O SLOYEIPIONG KIVOHVODL, EOIKA MG ATOTELEGLLO ANYNG
VE®V TANPOPOPIDV TOV UTOPOVV VOl EMPEPOLY CNUAVTIKT GAANYT OTN GYECT] 0PEAOVC-KIVOHVOL
N ®OG ATOTELEG LA TNG EMITEVENG EVOG OMILOVTIKOD OPOGTLLOV ((PUPLOKOETOYPOTVION 1)
glayiotomoinon Kvdvvov)
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IHAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIXHMANXH
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI (PVC/PE/PVDC-alu xax OPA/alu/PVC/alu)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Sitagliptin Accord 25 mg emikaAvppévo. pe AemTod vpéVio dtokio
ortayAmrtivn

2. LYNOEXIH XE APAXTIKH(EX) OYXIA(EY)

Kdabe diokio mepiéyet povobidpikn vOPOYA®PIKY GLtayAlrtivr, 1oodbvaun e 25 mg orroyAurtivig.

3. KATAAOI'OX EKAOXON

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emwcaioppévo pe Aemto vuévio diokio

28 emkoAvuUEVa, Le AETTO VUEVIO O1oKiaL
30 emkaAvpupéva pe AETTO DUEVIO O1oKiO
56 emkaAvppéva pe AETTO DUEVIO OloKIi
98 emkaAvppéva pe Aemtd LUEVIO d1oKin
100 emkaAvppéva pe Aemtd vpévio diokio

| 5.  TPOMNOX KAI OAOX(OI) XOPHTHZHE

Awpaote 10 PUALO 0INYIOV TPV O TN XPTION.
Ao otOUATOC YPNIOT).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI XE OEXH THN OITOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

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

| 7. AAAH(EX) EIAIKH(EX) TPOEIAOTIOIHZH(EIZ), EAN EINAI AITAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEZHX

EXP

‘ 9. EIAIKEX XYNOHKEYX OYAAEHX

‘ 10. IATIAITEPEX IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
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XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona s/n,
Edifici Est, 62 Planta,

08039, Barcelona,

Ionmtavia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/22/1633/001 28 wokia (PVC/PE/PVDC/alu)
EU/1/22/1633/002 30 dwxio (PVC/PE/PVDC/alu)
EU/1/22/1633/003 56 Siokia (PVC/PE/PVDClalu)
EU/1/22/1633/004 98 dwoxio (PVC/PE/PVDC/alu)
EU/1/22/1633/005 100 dwoxio (PVC/PE/PVDC/alu)
EU/1/22/1633/016 28 diokic. (OPA/alu/PVClalu)
EU/1/22/1633/017 30 diokic. (OPA/alu/P\VClalu)
EU/1/22/1633/018 56 Siokio (OPA/alu/PVC/alu)
EU/1/22/1633/019 98 diokia. (OPA/alu/PVClalu)
EU/1/22/1633/020 100 Stoxio (OPA/alu/PVC/alu)

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHEHE

‘ 16. TAHPO®OPIEX XE BRAILLE

Sitagliptin Accord 25 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16106T0TOG YPOUU®TOS KddKaS (2D) mov pépet Tov TePIAN@OEVTO LOVOITKO aVayVOPIOTIKO KMOKO.

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

PC
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EAAXIETEX ENAEIZEIE IIOY IPEIEI NA ANATPA®ONTAI XTIX XYEIKEYAXIEX
KYYEAHZ (BLISTER) H ITIX TAINIEZ (STRIPS)

BLISTERS (PVC/PE/PVDC-alu kex OPA/alu/PVC/alu)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Sitagliptin Accord 25 mg diokia
olLToyMITTivn

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Ao otopaTog ¥pnon
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI (PVC/PE/PVDC-alu xax OPA/alu/PVC/alu)

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Sitagliptin Accord 50 mg emikaAvppévo. pe AemTd vUEVIO Slokia
ortayAmrtivn

2. LYNOEXIH XE APAXTIKH(EX) OYXIA(EY)

Kdabe diokio mepiéyetl povoiidpikn vOpoyA®pPIKY crtayAlntivr, .oodbvaun pe 50 mg ocrroyAurtivig.

3. KATAAOI'OX EKAOXON

‘ 4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Emkoivppévo pe Aemtd vuévio diokio

28 gmkodvppéve e AETTO VUEVIO OLoKio
30 emkoAvppéva pe AewTo LUEVIO dloKiO
56 emkaAvppéva pe AETTO UEVIO OloKIO
98 emkaAvpupéva pe AETTO UEVIO OIoKIO
100 emkaAvppéva pe Aemtd vpévio diokio

| 5. TPONOX KAI OAOX(OI) XOPHTHEHE

Awpaote 10 PUALO 0INYIOV TPV O TN YPTIOT).
Amo6 otopaTOC YpNO.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
MPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdooetal og Béon v omoia dev PBAEmOLY Kot dev Tpoceyyilovv To TodLd.

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

‘ 8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATON ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona s/n,
Edifici Est, 62 Planta,

08039, Barcelona,

Ionmtavia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/22/1633/006 28 dwokia (PVC/PE/PVDCl/alu)
EU/1/22/1633/007 30 éwokio (PVC/PE/PVDClalu)
EU/1/22/1633/008 56 Swokio (PVC/PE/PVDCl/alu)
EU/1/22/1633/009 98 dwokio (PVC/PE/PVDCl/alu)
EU/1/22/1633/010 100 éwo«ia (PVC/PE/PVDClalu)
EU/1/22/1633/021 28 diokia (OPA/alu/PVC/alu)
EU/1/22/1633/022 30 dokia (OPA/alu/PVC/alu)
EU/1/22/1633/023 56 diokia (OPA/alu/PVC/alu)
EU/1/22/1633/024 98 diokia (OPA/alu/PVC/alu)
EU/1/22/1633/025 100 dokio (OPA/alu/PVCl/alu)

13. APIOMOX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHEHE

‘ 16. TAHPO®OPIEX XE BRAILLE

Sitagliptin Accord 50 mg

17. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AIZAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOG YPOUU®TOS KddKaS (2D) mov pépet Tov TepIAN@BEvTa LoVadKO avayVOPIGTIKO KMOIKO.
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18. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYINOY KYWYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

BLISTERS (PVC/PE/PVDC-alu kex OPA/alu/PVC/alu)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Sitagliptin Accord 50 mg diokia
olLToyMITTivn

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Ao otopaTog ¥pnon
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ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI (PVC/PE/PVDC-alu xax OPA/alu/PVC/alu)

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Sitagliptin Accord 100 mg emkadvppéva pe Aemtd VUEVIO dtoKio
ortayAmrtivn

‘ 2. YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

Kdabe diokio mepiéyetl povobidpikn vépoyAwpiky crtayirtiv, iwwoddvoun pe 100 mg crrayimrtivng.

‘ 3. KATAAOTI'OX EKAOXQN

‘ 4. GOAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

EMKOAVUUEVO e AeTTO DUEVIO O10Ki0

28 gmkodvppéve e AETTO VUEVIO OLoKio
30 emkoAvppéva pe AewTo LUEVIO dloKiO
56 emKOAVUEVO e AETTO DUEVIO OLOKIOL
98 emkaALUUEVO LE AETTTO DUEVIO O1GKIOL
100 emkaAvppéva pe Aemtd vpévio diokio

| 5. TPONOX KAI OAOX(OI) XOPHTHEHE

Awpaote 10 PUALO 0INYIOV TPV O TN YPTIOT).
Amo6 otopaToC YpN o).

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OITIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na purdooetal og Béon v omoia dev PBAEmOLY Kot dev Tpoceyyilovv To TodLd.

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

‘ 8. HMEPOMHNIA AHEHX

EXP

9. EIAIKEX XYNOHKEYX ®YAAEHX
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10. IAIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKQN ITPOIONTON 'H TON
YIHOAEIMMATQON ITIOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Accord Healthcare S.L.U.

World Trade Center, Moll de Barcelona s/n,
Edifici Est, 62 Planta,

08039, Barcelona,

Ionmtavia

12.  APIOMOZXZ(OI) AAEIAX KYKAO®OPIAX

EU/1/22/1633/011 28 éwokia (PVC/PE/PVDCl/alu)
EU/1/22/1633/012 30 éwokio (PVC/PE/PVDCl/alu)
EU/1/22/1633/013 56 dwokio (PVC/PE/PVDClalu)
EU/1/22/1633/014 98 Swokio (PVC/PE/PVDClalu)
EU/1/22/1633/015 100 dwia (PVC/PE/PVDC/alu)
EU/1/22/1633/026 28 diokia (OPA/alu/PVC/alu)
EU/1/22/1633/027 30 dokia (OPA/alu/PVC/alu)
EU/1/22/1633/028 56 diokia (OPA/alu/PVC/alu)
EU/1/22/1633/029 98 diokia (OPA/alu/PVC/alu)
EU/1/22/1633/030 100 dokio (OPA/alu/PVCl/alu)

13. APIOMOZX ITAPTIAAX

Lot

‘ 14. TENIKH KATATAZEH I'TA TH ATIAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE

Sitagliptin Accord 100 mg

17.  MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AISAIAZTATOZ TPAMMOQTOX
KQAIKAY (2D)

A160106T0TOC YPOUUU®TOS KddKaS (2D) Tov eépel Tov TEPIANQOEVTO LOVASIKO aVayVOPIGTIKO KOJIKO.

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

PC
SN
NN
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EAAXIXTEX ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTIX XYXKEYAXIEX
TYINOY KYWYEAHX (BLISTER) 'H XTIX TAINIEX (STRIPS)

BLISTERS (PVC/PE/PVDC-alu kex OPA/alu/PVC/alu)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Sitagliptin Accord 100 mg dioxkia
olLToyMITTivn

2. ONOMA KATOXOY THX AAEIAY KYKAO®OPIAX

Accord

3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

5. AAAA ETOIXEIA

Ao otopaTog ¥pnon
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B. ®YAAO OAHI'TQN XPHXHX
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@viro ooy ypiong: IIAnpoeopics yra Tov ac0evi)

Sitagliptin Accord 25 mg emkoloppéva. pe LeTTO VUEVIO dLoKia
Sitagliptin Accord 50 mg emkolvppéva. pe LETTO VUEVIO dLoKia
Sitagliptin Accord 100 mg emkolvppéva pe Aemtd vpévio diokia
orTayMmTivn

Awpdote TPoceKTIKG 0AOKAN PO TO PVAAO 0ONYIAV YPTONG TPV 0PYIiCETE VO TAIPVETE AVTO TO

PappraKo o6t Teprrapfaver onpavtikég TANPoPopies Y10 6og

- DoraEte avTo TO EOALO 0N YDV Yprione. Towg ypelaotel va to duPfdcete Eavd.

- Edv éxete mepartépwm amopieg, p@TNOTE TOV Y10TPO, TOV PAPLAKOTOLO 1) TOV VOGOKOLO GOLC.

- H ocvvtayn yU avtd 1o pappoako xopnynnke omokAEloTiKA yio 6oc. Aev Tpénel va dMGETE TO
@apuoko 6g GAAovg. Mmopel vo Toug TpoKoAEoel PAGPN, KOO Kot OTAV TO CUUTTOUATO TG
ac0Eveldg Tovg givarl 010 e ta Skl Gag,.

- Edv mapotnpricete Kamowo avemBOUNTN EVEPYELL, EVILEPDCTE TOV YIOTPO, TOV GAPUAKOTOL0 1)
TOV VOGOKOUO G0G. AVTO 1oy0eL Kot Yo KAOe mBavi avemBOunTn evépyelo mTov OV avapEPETOL
670 TOPOV PUALO 0dNYIDV YpNong. BAére mapdypago 4.

T wepréyer 1o mTapév Ao 00N YLOV

T eitvan To Sitagliptin Accord kot o givon 1 ypron T0V
Timpéner vo yvopilete Tpv Tapete To Sitagliptin Accord
IMo¢ va napete to Sitagliptin Accord

[MBovég avemBOunteg evépyeteg

IMog va puidooete to Sitagliptin Accord

[epreydpeva g cvokevaciog Kot AoméG TANpopopieg

Uk wdE

1. T givan 7o Sitagliptin Accord ko wowa givar 1 yp1jo1n ToL

To Sitagliptin Accord mepiéyet T dpacTiky ovoia crtayArtivi n oroia ivar PELOg Lo KoTnyopiog
oopudkmv Tov ovopdovtol avactoreic DPP-4 (avaotolieic tng S1mentidvAkng nentiddong 4) ta
omoio LELDMVOVV Ta, EMTEDN TOV GUKYAPOL GTO Oipla 68 eviiAikeg aobevelg pe caxyapmon dtaprtn
tomov 2.

Av10 t0 Pappaxo Pondd otnv avENon TV ETITESWDV VGOVAIVNG TOL TTapdyeTol PETE amd yev o Kot
UELDVEL TNV TOGOTITA, TOV GOKYGPOV OV dNULOVPYELTAL 0Td TOV 1810 TOV 0pYOVIGUO.

O y10TpOg 00 GLVTAYOYPAPNGE OVTO TO PAPHOKO Y VO, GoG fondNceL Vo LELDGETE TO EMIMEDO
GOKYOPOL GTO Gl GaG, TO 07010 eivat TOAD VYNAD, emeldn| £xete dtaPritn tomov 2. To edpuaxko avtd
umopei va ypnoomoindei wg povobepameio 1 6€ GLVOVAGUO LE CUYKEKPIUEVO OAADL QAP LK,
(tvoovAivn, peteopuivn, GovAPovuLovpieg, 1| YAITALOVEG) TOV PEWDVOLV TO GAKYOPO GTO L, TO
omoia pmopet oM va maipvete yio tov dofntn poli pe Eva mpdypappa S10TpoPng Kot AoKnomng.

T etvon 0 drafmng tomov 2;

O dwPng tomov 2 eivon pio KATAGTACT KOTA TV 0TOi0 0 OPYUVIGUOG GOG OEV TOPAYEL OPKETN
VGOLAIVI] KOl TOVTOYPOVE 1] IVGOVALVY, TNV oToia mapdyet, dev dpa TOG0 KoAd 660 Oa énpene. O
opyavicuoc oog umopel emiong va dnuiovpyel peyaddtepn tocotnTo cokydpov. Otav cuufaivovy
avTa, avefaivovv ta enineda ToL GoKyApPoL (YAukolnc) oto aipo. AVTtod PUropel vo, 0Oy OEL 8
cofopd TPkt TPOPANUATE OTTMG KOPOLOKT VOGO, VEPPIKT VOGO, TOPAMGT KOl AKPOTNPLUGUO.

2. T npémer vo yvopilete Tpwv napete to Sitagliptin Accord

Mnyv mapere o Sitagliptin Accord
- o€ mePinT®on aAlepyiog ot oltayMmtiv 1 6€ 0TO100NTTOTE GALO OO TO GLGTATIKA AVTOV TOV
QOPUAKOD (OVOPEPOVTOL TNV TTAPAYPAPO 6).

39



Ipocidomomoeis ko TPoPLAGEELS
"Exovv avaeephel mepittdoelg pAEYHOVIAG TOL TAYKPEATOG (TAYKPENTITION) o8 0lo0EVELG TOV
Aappavovv Sitagliptin Accord (BA. mapdypago 4).

Ed&v avtipetonicete dnpovpyia ovskaidv 6to déppa, evOEyeTol va omoTeAel onuelo Hiog
KOTAOTOGOTNG TOL OVOUALETOL TOUPOAVYDOES TEUPIYOEIDES.
O ywtpds oag pmopei vo cog (nthoet va otapatioete to Sitagliptin Accord.

Evnuepmdote tov yatpd cog edv Exete N elyate:

- pio vOGo Tov TaykpEaTog (OTmG 1) TUYKPENTITION)

- TETPES 6TN YOAN], EEAPTNOTN 0d TO AAKOOA 1 TOAD LYNAG enimeda TprylvKepdiov (Lo Lopen
Almovg) 670 aipo 6ag. AVTEG Ol TPIKEG KOTAOTAGEIS UTopel va avé&ioovy Ty mhavotnTta va
TOPOLVGIAcETE TayKpeaTiTdn (PA. mapdypapo 4).

- Swaprytn tomov 1

- Swfnrikn ketoo&éwon (pio emmAoKY] TOL S1aP1Tn Le VYNAO GAKYOPO TOV GULATOS, UTOTOUY)
ammAeln Bapovg, vavtio 1 EUETO)

- OTO10.01TOTE TPOPANLLATO OTO TOVS VEPPOVS, TOPA 1] GTO TAPEABOV

- onoladnmote aAlepyikn avtidopaon oto Sitagliptin Accord (BA. mapdypao 4)

To @appako ovtd givar amifovo vo TPOKOAECEL YOUNAES TIEG GOKYAPOV GTO QIO GOG ETELON OEV EXEL
dpactiKdTNTa OTAY O1 TIHEG GaKYAPOV GTO aipa GoG lvat younAés. Qotdco, ebv To PAPUAKO AVTO
YPTCULOTOLEITAL GE GUVOVAGUO LE EVO QPAPLLOKO TOTTOL GOVAPOVLAOLPTNG 1 Lall pe vGovAivn puropel
va Tapovotactel younAn Ty caxydpov 6o aipo. O yloTpdg Gog UTopel Vo, LEIOGEL TNV 6O0T) TOV
QapUAKOV TNG COVAPOVLAOVPING 1) VGOLAIVNIG .

o kor £éenpor

IMondid ko épnpot kdtw v 18 etdv dev Oa Tpémel va ypnoiuomoloby avtd 1o PapuaKo. Agv ivol
AmOTELEGUATIKO G TTodLd Kot e@fovg nhkiog and 10 émg 17 etdv. Agv givorl yvooto dv avtod to
QAPUOKO EIVOL OCPOAEC KO OTTOTELECUATIKO OTAV ¥PNOIUOTOLEITAL 08 Tod1d NAkiag KdTm Tov 10
ETOV.

Al eappoxa kot to Sitagliptin Accord
Evnuepmote tov yiatpd 1| ToV popUaKOTOl0 6ag €6V maipvete, £xete mPOGOATO TAPEL 1| Lopel va
mhpete GALO PApLOKO.

Idwaitepa, evnuepdote oV YloTpd oG eGv Taipvete dryo&ivn (€va QAPUOKO TOV XPNCUOTOLEITOL V1o
T Oepameio TOL OVAOUOAOL KOPOL0KOD TOALOD Kot GAA®Y Kapdlokdv tpoPfAnudtav). To eninedo g
dryo&ivng oto aipa cog pmopei va ypelactel va eheyyBel edv Aappdveton pe to Sitagliptin Accord.

Kinon kot Oniaopog

Edv giote éykvog 1 Onhalete, vouilete 6T umopei va giote £ykvog N oxedalete vo amokTnoeTe TOdi,
{ntnote T GUUPOLAN TOL YITPOV T} TOL POPLOKOTOLOD GG TPV TAPETE AVTO TO PAPLOKO.

Agv mpénel vo TOPETE AVTO TO PAPUAKO KOTO T OLAPKELD TG EYKVUOGHVTC.

Agv givol yvooTo av anTd T0 PAPUAKO TEPVAEL GTO UNTPIKO YO o. Agv B TPETEL VO, YPTCILOTOU|CETE
avTd 10 Phpuako av Onrialete | okomedeTe va Onhacete.

001ynoN Ko YEPIOROS PNV LATOV

Av106 T0 PapuaKo dev Exel kKapio 1} EYEL AOUAVTN EXIOPOCT) GTNV IKOVOTITA 031 YNONE KoL YELPIGUOD
unyovnpdtov. Qotoco, Exovy avagepOet {dAn Kot vTvnAia, Tov Pmopel va enpedcovy TV KavOTTA
GOG Y10 00NYNON 1 YEPICUO UNYOVILOTOV.

H Aqyn avtod tov gopudkov 6€ cuvOLAGHO e PAPLOKO TOL OVOLALOVTOL COVAPOVLAOLPIEC N LE
WGOVAIVI] UTOpEl VO TPOKOAEGEL VTOYAVKOLULQ, 1) OOl LITOPEl VoL EXNPEACEL TNV IKOVOTNTO, 001 YNoNG
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Kol XEPopol unyavnpdtov i v dvvotdtnta epyaciog yopic aceain otabepdTnTa.

To Sitagliptin Accord agpiéyer vatpuo.
Av10 10 Qappako wePEyeL Arydtepo amd 1 mmol vatpiov (23 mg) avd diokio, givar 0vtd TOV
ovopdlove OLGLUGTIKG «EAEVBEPO VaTPioLY.

3. Mo va wapete to Sitagliptin Accord

[Tévtote va TaipveTe TO APLOKO CVTO QVOTNPA COLPOVA LE TIC 001 YIEC TOL YaTPOL Goc. Edv &xete
apQPoAiec, pOTAGTE TO YUTPO 1 TO QPOPLOKOTOIO GOGC.

H ovuvnng cuvictopevn 660 givat:

- £va EMKOAVUEVO e AETTO LUEVIO dlokio Twv 100 mg
- pio popd v nuépa

- oo To oTOH

Edv &yete mpoPAnuata pe toug veppoic, o yaTpdg oG LTOPEL VO GUVTAYOYPAPNGEL LIKPOTEPES OOGELS
(6mwg 25 mg 1 50 mg).

Mmopeite va Aappdvete ovtd T0 APUOKO e I YOPIC TPOPTN N TOTO.

O Y10TpO¢ GaG UTOPEL VO GLVTAYOYPOUPNGEL AVTO TO PAPLOKO MG povobepameia | poll pe opiopéva
AL PAPLLOKO TO OTTOTI0L LELDVOVY TO GAKYOPO TOL OIOTOC,

H diouta ko n doknon pmopei va fondincovv tov opyavicpd cag va xpnoLomotel KOADTEPQ TO
oGKy0po TOL aipatdc tov. Eival onuavtikd va mapopeivete e diatto Kot GoKNoT 0TMG GOG
oVVEGTNGE 0 YLTpOG oag, evd aipvete Sitagliptin Accord.

Eav napete peyordtepn déon Sitagliptin Accord amé v kavoviki)
Edv mépete peyorvtepn 666m antod 1oL QopUAKoy amd auTh Tov Gog £XEL GuVTAYOoYpoenbEt,
EMKOWVOVNOTE AUECWOG LE TO YOTPO GOG.

Eav Eeyaoete va mapete To Sitagliptin Accord

Edv ydoete pio 060m, mapte v apécmg LoAg to Bounbeite. Edv dev to Buunbeite péypt va €pbein
Opa Yo TNV EMOUEVT OOCT, TAPAAEIYTE TN YOUEVT dOON KOl CLUVEYIGTE TAAL LIE TO KOVOVIKO GOG
TPOYpOUU. MNV TAPETE SITAT HOCT] AVTOV TOV PUPLLAKOV.

Eav stapaticste va maipvete to Sitagliptin Accord

Yuveyiote vo AaUPAveTE anTO TO PAPUAKO Y10, OGO SLAGTN L0 GOG TO GUVIOYOYPAPEL O Y1OTPOC GOC,
£1601 hoTe va eEaxorovbnoete va fonbdte otov Edeyyo Tov cakydpov oto aipa coc. Aev Oo Tpénel va
OTOHOTNOETE VO AAUPAVETE QVTO TO PAPUOKO YDPIG VO ETKOIVOVIGETE TPAOTA LE TO YIOTPO GOGC.

Edv éxete meplocdTepeg EpOTNCELS OYETIKE LLE T YPTOT) QVTOV TOV PAPUAKOV, POTAOTE TO YTPd 1| TO
(QOPHLOKOTOLO GOC.

4, IIOavég avemBOUNTES EVEPYELES

Onwg dha Ta eAppoKa, £TGL KOL GVTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG, OV
Kol 0gv mopovctdlovial 6€ OAOLE TOVE AVOPMOTOLG.

YTAMATHEXTE va naipvete to Sitagliptin Accord kot exicotvemviote pe Evav yiotpd apécns eav
TOPOTNPNOETE OTOLAONTOTE Od TIG aKOAOVOEC GoPapég avemBOUNTES EVEPYELEC:

. Yofapog Kot ETIPOVOG TOVOG GTNV KOIALA (GTNV TTEPLOYN| TOV GTOUMYOV) O OTOI0G UTOpEl Vol
enektTafel péEypt TNy TAATN oag e 1 yopic vautio Kol EUETO, KOOMOC ovTd umopel vo eivar onpeio
QAEYLLOVG TOV TTOYKPENTOS (TOYKPEATITIONG).

41



Ed&v mapovcidoete pio cofapr| ariepykn avtidpacn (Un yvooTi cuyvotnta), Tov Uropel va
nepthappavel e£avOnua, kvidwor, Povckdieg oto dEppa / EEPAOVIIGILO, TOV EPUOTOG KO OION L. TOV
TPOCHTOV, TOV YEMDV, TNG YADGGAS, KOl TOL AQILOD TOL UTOPEL VO, TPOKAAEGEL OVGKOALD GTNV
OVOTTVON 1) TNV KATAOTOOT), GTOUATIOTE VO TOIPVETE OVTO TO PAPLOKO KOl KAAEGTE TO YLOTPO GOG
apécms. O y1atpds oaG UTOPEl Vo GOIG GLVTAYOYPAPNOEL £va PApLaKo Yo TV Bepameia Tng
OAAEPYIKNG GO OVTIOPOOTG KO EVOL SIUPOPETIKO PAPUOKO Y10, TOV StoPriTn.

Mepoi acBeveic £xovv mapovsiioet Tig axdAovBeg avemBOUNTES EVEPYELEG LETE TNV TTPOGHN KN
OLTOYAMITTIVIIG 6TV LETQOPUIVN:

Suyvég (umopet va emnpedoovy péxpt 1 otovg 10 acbeveic): younAn Ty caxydpov aipatog, voutia,
LETEMPIGUOG, EUETOGS.

Oy ovyvég (umopei va emmpedoovy péypt 1 otoug 100 acbeveic): mévog otopdyov, didppota,
dvoKOIMOTNTA, VITVIALCL.

Mepikoi acBeveic £x0vv TAPOVGIACEL HLOPOPETIKOVS THTOVS SOLGPOPING GTOUMYOV OTOV APYLoAV TN
Oepaneio cuvovacHoD crtayAurtiving poli pe PETopuivy (1] cLYXVOTNTA Etval GLYVR).

Mepoi acBeveic £xovv mapovcidoet Tig akdAovleg avemBOUNTEG EVEPYEIEG EVOCH AdpPavay
orTayMmTivn o cuvoLaoUO UE Piot GOVAPOVLAOLPIN KL LETPOPUIVN:

IToAd cuyvéc (umopel va emnpedoovy mepiocdtepovg amd 1 atovg 10 acbeveic): yaumAn tyun
GOKYOPOL GTO aipa.

ZuyvéG: SLOKOIAMOTNTAL.

Mepoi acBeveic £xovv mapovcidoet Tig akdAovbeg avemBOUNTEG EVEPYEIEG EVOCH AdpPavay
ouraylmtivn pe moyAtalovn:
SuyvéG: LETEMPIOUOG, OIOMLL TOV YEPLDY 1} TOV TOSLDV.

Mepikoi acBeveic £xovv mapovcidoet Tig akdAovleg avemBOUNTEG EVEPYEIEG EVOCH AdpPavay
ortayMmtivn o cuvovacud pe ToyAtalovn Kot LETQOPUiv:
ZuyvEG: OO0l TOV YEPIDV T TTOOIDV.

Mepkoi acBeveic £xovv mapovcidoet Tig akdAoveg avemBOUNTEG EVEPYEIEG EVOCH AdpPavay
olrtayMmtivn o cuvdvacud e tvGovAivn (e 1 yopic pueteopuivn):

Zoyveg: ypimn

Oyt ovyvég: Enpootopia.

Mepikoi acBeveic £xovv mapovoldoel TIc okdAovdeg avemBounTeg evépyeleg evocm Adupavay
ortayMmtivn ¢ povobepamneio og KAMVIKEG HEAETEG 1] KOTA TNV S1APKELD TNG XPNONG HETA TNV
KuKAoQopia mg povobepameio ka1 pe GAAa @apuaKo yio To Sofnm:

ZOYVES: YOUNAN TN CAKYAPOV AilATOS, KEEAAAYiO, AOTHU®EN TOL AVADTEPOV AVATVEVGTIKOV
GLGTHKATOG, POVAGUEVT] LOTN N POTY] TOV TPEYXEL KOl TOVOAULLOG, 06TE0apOpiTIdN, TOVOG OTA YEPLOL 1|
T OO

Oy ovyvég: Codn, SuoKoMOTNTO, GayoVPO.

ITAVIEG: LEIMUEVOG APIOOG OULOTETAA MV

Mn yvooti cuyvotnta: TpoPfApaTe TV veppmv (6Tov pepikég popég amatteitol apokabapon),
gUeTOC, TOVOG otV ApBpmon, Uuikdg TOVOC, 0GELAAYI, SIGUEST TVEVIOVIKT VOGOG, TOUPOAVYMOES
TEUPLYOELDEC (EVAG TOTOG POVCKAADY TOV SEPUATOC).

Ava@opd avemOOunTmV gvepyetdv

Edv mapamnpnoete kdmota avemBOUnTn evEPYELD, EVIUEPDGTE TOV YLOTPO, TOV PAPLOKOTOLO 1| TO
VOGOKOWO GaG. AVTO 1oYvEL Kot Yio kKaOe mhavr] avemBountr vEPYELO TOV OEV OVOPEPETOL GTO TOPOV
@OALO 0OMY1DV Yprionc. Mmopeite emiong vo avapépete avemBounteg evépyeleg anevbeiog, LEC® TOV
€0viicoy GLOTILATOG AVAPOPAS TOL avaypaeTal 6to [apdptnua V. Méow g avapophg
avemBOUNTOV evepyeldv unopeite va fondnoete 6t GLALOYN TEPIGGOHTEP®V TAPOPOPILDY GYETIKA
HE TNV 0CQAAELL TOV TOPOVTOG PUPIAKOV.
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5. IMog va puidscete To Sitagliptin Accord
To @apuako 0vTd TPETEL VO PUAACCETAL GE PEPT] TOV OEV TO PAETOVV KOl OV TO POAVOLV TO TOIdLA.

Na pn ypnotponoteite avtd 10 eApRaKo HeTd v nuepounvio ANENG mov avapépetat 6to blister kot
670 Kouti petd ™ 'AHEH'. H nuepounvia Aéng eivar n tedevtaio nuéP TOL VO TOV OVOQEPETL
eKel.

Av10 10 Qappako dev amattel Wiaitepeg cLVONKeS dloTpPMONG.

Mnv metdte appoKa 6To vepd TNG AmoYETELOTG 1 OTd O1KLOKA amoppippata. Potiote tov
(QOPUOKOTOLO GOG Y0 TO MG VO TETAEETE TO, PAPUAKO TTOL OEV YPMCILOTOLELTE T AvTd T péTpa Bt
BonBncovv oty Tpoctacia Tov TEPPAAAOVTOC.

6. Iegpreydpeva TS 6LVOKELAGIOG KO LOTTEG TANPOPOPiEg
T epiéyer o Sitagliptin Accord

- H dpactikn ovcia eivar 1 crrayAimtivn:
Sitagliptin Accord 25 mg emikoivpuéva pe Aemto vuévio diokia
Kdabe emucoloppévo pe Aemtd vpévio diokio (810Kio) TePLEYEL LOVODIPIKT VOPOYAMPIKT
orTayMmTivn, 160d0vaun pe 25 mg crrayMmativig.
Sitagliptin Accord 50 mg emikoivpuéva pe Aemto vuévio diokia
Kabe emxatvppévo pe Aemtd vpévio diokio (diokio) mepiéyel Lovoidpiki VOPOYAMPIKN
ortayAMmtivn, wwodvvaun pe 50 mg crrayAmtivig.
Sitagliptin Accord 100 mg emikodvuuévo ue Aemrd vuévio diokio
Kdabe emxatvppévo pe Aemtd vpévio diokio (diokio) mepiéyel Lovoidpiki VOPOYAMPIKT
ortayArtivn, wwodvvaun pe 100 mg crrayluetivig.

- Ta GAAa cvotaTikd givat: tov mopnva Tov d1okiov: tKpoKpuotaAlikn kuttapivny (E460),
doOEWVO PWoPopIKd acPECTIO, KapUeAAOIN voTplovyog dtootavpovpevn (E468) kat payviclo
oteotikd (E470b). H emucdioym tov diokiov pe AEmTd DUEVIO TTEPLEYEL: TOAVPIVOAAAKOOAN,
moAvaBuievoylukoin 3350, tahkng (E553b), 610&eid10 Tov Titaviov (E171), epuBpod o&eidio
tov owdnpov (E172) ko kitpvo 0&gidio Tov cdnpov (E172).

Epgavien tov Sitagliptin Accord kon Tepleydpeve. TG GVGKEVAGING

Sitagliptin Accord 25 mg emixalopuéva ue Aemto vuévio diokio: LTpoyyvrd, pol ypMOUOTOS, LE EMITESO
0p10, EMKUAVUUEVO pe AeTTO VUEVIO O1oKi0 yopayuévo pe v Evoeién “S3” ot pia TAevpd Kot yopig
yopayn otnv GAAN. Atdpetpog 6 mm £wg 6,40 mm.

Sitagliptin Accord 50 mg emixalopuévo ue Aentd vpévio diokio: LTpoyyvrd, ovorytol umel xpauaToc,
ue LoEOTUNUEVO OPLO, ETIKAAVUUEVO UE AETTTO DUEVIO O10KI0 Yopayuévo pe T évoelén “S4” ot pia
TAELPA Kol YOPIC yapoyn otV GAAN. Adpetpog 8 mm £mg 8,40 mm.

Sitagliptin Accord 100 mg emxolvyuuéva pe Aemeo vpévio diokio: ZTpoyyvAd, Urel xpOUOTOS, LE
AoEOTUNUEVO OPLO, ETMIKAAVUUEVO UE AETTTO DUEVIO O1OKIO Yopayuévo ue Ty Evoelén “S7” ot pia
TAEVPA Kol YOPIg yapoyn otnv GAAN. Awdpetpog 10 mm wg 10,40 mm.

Adwapavn blister PVC/PE/PVDC-olovuviov ko adiogovr blister OPA/alu/PVC/alu. Zvokevacieg
tov 28, 30, 56, 98 | 100 extkalvppuévov pe Aemtd VUEVIO dloKimv.

Mmropei va, v KoKAOPOpPOUV OAEG Ol GLGKEVAGIES.
Karoyog Adsrog Kvkhogopiog

Accord Healthcare S.L.U.
World Trade Center, Moll de Barcelona, s/n,
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Edifici Est, 62 Planta,
08039 Barcelona, Ioravio

Hopockevaotiig

Accord Healthcare Polska Sp. z.0.0.
ul.Lutomierska 50,

95-200, Pabianice, IToAwvia

Pharmadox Healthcare Limited
KW20A Kordin Industrial Park,
Paola PLA 3000, MdAta

Accord Healthcare B.V.

Winthontlaan 200,

3526 KV Utrecht, OAAavdio

To mapév @vLro 00N LAV YpfioNS avade®p1OnKe Yo TELEVTAIN POPA OTIS

Aentouepeic TANpoopieg yio To appako avtd eivat dtabéoipeg otov dikTvakd TOTo ToL Evpmmaikon
Opyoaviepot ®apudkmv http://www.ema.europa.eu.
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