ITAPAPTHMA I

HNEPIAHYH TON XAPAKTHPIZTIKQN TOY ITPOIONTOX



1. ONOMAZXIA TOY ®PAPMAKEYTIKOY IIPOIONTOX

Victoza 6 mg/ml gvécyuo didAvua 6€ TPOYEUGUEVT GLOKELT TOTTOV TEVAG

2. ITOIOTIKH KAI ITOXOTIKH XYNOEXH

1 ml dwwAvpatog mepiéyxel 6 mg ApayAovtidnc*. Mio TpoyepIGUEVT] GUGKELT TUTTOL TTEVOG TEPLEYEL
18 mg Mpoyrovtidng oe 3 ml.

* avdloyo g avBpmmivng opudvng «ylvkayovopopeo mentidlo-1 (GLP-1)» mov napackevaleton pe
ypNom g texvoroyiog avacuvdvacuévov DNA cg Saccharomyces cerevisiae.

IMoa tov TAnpn kaTdloyo TV ekddy®V, BA. Tapdypapo 6.1.

3. DAPMAKOTEXNIKH MOP®H

Evéoyo d1dAvpa.

Alowyég Ko dypopo 1 6xed0V xpmpo, 160tovikd dtdivpa, pH=8,15.
4, KAINIKEX ITIAHPO®OPIEXZ

41 OgpamevTikég EVOEIEELg

To Victoza gvdeikvutar yuo T Ogpaneio evniikov, epnPov kot todidv nAkiog 10 etdv Kot v pe
COKYOp®OT SLop TN TOTOV 2 TOL eV EAEYYETAL ETAPKMG GE GLUVOVAGHO LE diatTo Kot AoKno

. ¢ povobepamneio 6tav 1 peteoppivn Bempeitor axatdAinin eEartiog dvoavesiog M
avtevoeiewv
. G€ GLVOLUGUO UE AAAN PAPUAKEVTIKG TTPOTIOVTA Vi TN Bepoameio Tov dafn.

IMo amoteléopato LEAETMV GYETIKA LE GUVOLOAGUOVG, EMOPAGELG GTOV YAVKOIUIKO EAEYYO KOl
Kapdloyyelokd coppapota kabds kot yio tovg TANBuepohs mov peketnOnkav, PA. mapaypapovg 4.4,
4.5 kon 5.1.

4.2  Aocoloyio kor TpOTOG YOPNYNONS

Aocoloyia

IIpoxeévov va, BeAtimBel n yaoTpevTEPIKN avoyn, 1 apykn 06on givarl 0,6 mg ApayAovTiong
nuepnoiong. Metd and pia efdopdda tovidyiotov, | 660n mpénet va, avdvetat ota 1,2 mg. Opiopévol
aoBeveic avapéveror va m@einfovv and pa avénon g doong and ta 1,2 mg ota 1,8 Mg ko, pe
Béon v KhMvikn avTomokplon, Hetd and pio efdopdada tovAdylotov, 1 8601 pmopel va avéndel ota
1,8 mg wpokeyévou vo Bertimbel mepartépm o yAvkapukog Eleyyos. Huepnoleg d0oelg peyaivtepeg
tov 1,8 mg de cuvicTd®VvTaL.

Otav to Victoza mpootifetal og o GovApovuAovpia 1§ tVGOLATVY, Tpénel va eEgtaletal To
EVOEYOUEVO LEIMONG TNG OGNS TG GOVAPOVLAOVPING ) TG VGOVAIVIG Y10 TN HEIMGT] TOV KIVOHUVOL
vroyAvkopiog (BA. Tapdypago 4.4). H cuvdvaotikn Bepaneia pe covipovuriovpia ioyvel Hovo yia
eviilkeg acbeveic.

Agv givan avaykaio n avtonapakorlovinon tov emmédmv yAvkoing oto aipa yia tn pHOpon g
d6omc¢ tov Victoza. H avtomapakorlovdnon tov emmédmv yAvkoing oto aipa gival avaykaio yio T
pOBoN NG 000G TNG GOVAPOVVLAOLPING KAl TG VGOLAIVIG, 10img OTav Eekva 1) Bepamreia pe Victoza
KoL LELOVETOL 1] dOCT TNG WWGOLAIVNG. ZuvioTdTol 1) HEioT TG 606NE TNG WWGOLAIVNG PAoel oTASIOKNG
TPOGEYYIOTNG.



Ewwoi tAinbvcpuoi

Hlixiowuévor aoleveic (>65 €tcdpv)
Agv amarteital Tpocappoyn g 60omg Pfacet tng nAkiog (BA. Tapdypago 5.2).

Negpixn ovoiertovpyio

Agv amarteital Tpooapuoyn g doong o acheveic e Nmia, uétplo 1 cofapn veppikn dvciertovpyia.
Agv vapyet Kapio Oepamevtikn eunepia og acbeveic pe vepponddeio TeEMKoV 6TadI0V Kol ETOUEVOG
To Victoza dg GuVIGTATOL Y10, XPTIOTN O VTOVG TOVG aoBevels (PA. mapaypdpovg 5.1 kot 5.2).

Hrozixn dvolerrovpyio
Ag cvviotdTon Kopio Tpocsappoyn g 60omg oe aobeveic e e N pétpla nratiky dSvcoiettovpyia. To
Victoza 6g cvviotdrtal yia yprion oe acbeveic pe coPfapn nratikn Svoisttovpyio (PA. wapdypoagpo 5.2).

Houdratpixog winBvouog
Agv amotteitor Tpocappoyn e d0onc yro epiPovug kot mwodid nikiog 10 eTdv Kot dve. Agv vadpyovv

dwbécua dedopéva yio Todid nikiog kdtw tov 10 etov (BA. mapaypdeovg 5.1 kat 5.2).

Tpomog yoprynong

To Victoza dev mpénet va yopnyeital evOopAEPLa 1) EVOOUVIKAL.

To Victoza yopnyeiton pio popd NUEPNGIMG OTOLAOINTOTE GTIYUT, AVEEAPTNTA OO TO YELLLOTA, KOl
umopei va eyyv0ei vTodopLa GTNY KO, 6ToV UNPd N otov Ppayiova. H Bon kot dpa g éveong
uropobv va aAddEovy ympig Tpocappoyn g do6onc. Hapdia avtd, sival mpotyodtepo to Victoza va
yopnyeitat mepimov TV 10100 dpa TG NUEPAS, OTav Exel emheyei n mo e&uanpetiky dpa. [a
TEPLOCOTEPEG 00N YiEg OYETIKA [E TN YopNyNon, PA. mapdypo@o 6.6.

4.3 Avrevoceiteg

YrepevaicOnoio 6tn dpactiki ovcio 1] 6€ KATOL0 and To EKO0Y0 TOV AVOPEPOVTOL GTNV TOPAYPUPO
6.1.

4.4  E101KéC TPOELOOTON|GELS KOl TPOPVAAEELS KATA T1| Y p1ion

H Mpoyhovtion dev mpémet va ypnoiponoteital oe aobeveic e cakyopdon dwapntm tomov 1 1 yo ™
Bepameio g SafnTiKNg KETOEEWONC.

H Apayriovtidn dev givar vrokaTdoTato TG woovAivig. ‘Exet avapepbel | eppdvion dofntikng
KETOEEWMONG G€ IVOOLMVOEEAPTOEVOLS acBevelg petd amd Tayeio d10Komn 1 LElMoT TS WWGOVAIVIG
(BA. mapdypago 4.2).

Agv vdpyet Oepamevtikn epnelpio og acheveig e GVUEOPNTIKY KapdlaKn averapkelo Katnyopiog [V
obuemva pe tnv taEvounon katd New York Heart Association (NYHA) kat emopévag 1
MpayAovTidn de GLVIGTATOL Y10 ¥PNOT GE ALTOVG TOVS 0oEVEIC.

Yrdpyet nepropiopévn epmelpio o€ aocBevels pe PAEYHOVAOON EVTEPIKN VOGO KoL SLAPNTIKN
yaotpomdpeot. H ypnomn g AMpayrovtiong dev cuviatdtal 6 avtovg Toug aobeveic kabg
oLoyEeTIlETaL [LE TOPOSIKEG OVETIOVUNTEG EVEPYELEG TOV YOOTPEVIEPIKOD, GCUUTEPIAAUPAVOUEVOV
vavtiog, ELETOV Kot d1ippoLog.

Ofsio maykpeatitida

"Exel mapatnpnOei o&eia maykpeatitida katd t ypnon ayovictdv Tov vrodoyéa GLP-1. Ot acheveig
0o TPEMEL VO EVILEPDVOVTOL Y10 T YOPOKTNPIGTIKG SVUTTOUATO TNG 0&ging Taykpeatitidoc. Edv
VILAPYEL LITOYIO TOYKPEATITIONG, 1) AparyAovTion pémet va drakontetal. Edv emPBefoiwbei n o&eia
TOYKPEATITION, 1 AlpayhovTidn ¢ Ba pémet va ypnoiponoteitatl Eava (PA. mapaypdeovg 4.8 kot 5.1).



Aupegosdonddsia

Kotd m die&oymyn KMvikedv doKipdv avaépnkay avembBounteg evépyeieg otov Bupeosidn adéva,
Omg PpoyyoknAn kot e101kd o€ acbevelg pe Tpoimdpyovca Bupeocidonddeia. Eropévmg, n
APOUyAOVTION TPETEL VAL YPTCLLOTOLELTAL LLE TPOCOYY| GE AVTOVE TOVG 0oOEVEIC.

Yrmoylvkoio

Ot acBeveic Tov Aapupdvovv AMpaylovtion o€ GUVELOCUO LE GOLAPOVVAOLPIN | LUE VGOVAIV
evoéyeTor va £xovv avénuévo kivovvo vroyilvkaipiog (PA. mapdypapo 4.8). O kivdvuvog g
vroyAlvkopiog pmopel va edattobel pe peimon g 806G TG GOVAPOVLAOLPING 1] TNG WVGOLAIVNIG.

Aouddtmon

e aobeveig mov Aappdvouv wg Bepameia ApayAovTidn, £xovv avapepbel onpeio Kot GUUTTOLOTO
aQLOAT®ONG, TO 0TToio TEPIAAUPAVOUY VEQPIKT dLuGAELTOVPYia Kol o&eia veppikn averdpkela. Ot
aoBeveic mov Aapfdvovy g Bepomeio ApayAovTion TPETEL VAL EVILLEPDOVOVTAL Y10, EVOEYOLEVO KIVOLVO
aQLOATOONC, 0 0TO10¢ GYETICETL LE TIC AVETIOVUNTEG EVEPYELEG TOV YOOTPEVIEPIKOD GLGTIILATOG KOl
Vo AAUBAVOLY TPOANTITIKA PETPA Y10 TNV ATOQVYN TNG EAAELYNG VYPAV.

"Exdoya

To Victoza mepiéyet Arydtepo amd 1 mmol vazpiov (23 mg) avd 3661, ETOUEVOS TO PAPLOKEVTIKO
TPO1OV Elval 0LVCICTIKA «EAeVBEPO VOTPioY.

Iynlocwotnta

[Ipokepévov va Bertiwbei n yvnrloodtnta TV PLOAOYIKOV QOPUAKEVTIKOV TPOIOVI®V, TO OVOLLA
KoL 0 0plOUOG TOPTIOAG TOV YOPTYOVULEVOL PAPLAKOV TPEMEL VO, KATOYPAPETAL LLE GUPTVEL.

45  Aliemopacerg pe GALO QUPUOKEVTIKA TPOIOVTA Kol GAAEG HOPPES allnieniopacng

In vitro, éyet amoderytel 6TL | AMpoylovtion £xetl ToAD pikpig TOavOTNTES VoL TPOKOAEGEL
(QOPUOKOKIVITIKEG OAANAETIOPAGELG e AAAES OPACTIKEG OLGIEC TOL GYETILOVTOL LE TO KVTOYPDLLOL
P450 kot v TpoOcdEST OTIC TPMOTEIVEC TOV TAAGLATOG.

H ppn| kaBuotépnon g YaoTpikng KEVOONS Le T ApoyAouTion evOEYETOL VO, ETNPEAGEL TNV
amopPOPNON GO TOV GTOLOTOC GLYYOPTYOVUEVMV POPUUKEVTIKOV TPOiovTmVv. Ot peAéteg
oAnAemidopaong dev kaTEdEIEa Kapio KAMVIKG onuavTiky KabuoeTépnon e omoppoPnoNg Kat,
EMOUEVMGS, OEV OALTEITOL KALio TPOGUPUOYN TNG d0oNG. Mikpog aptBpdc acBevadv mov Eaafov
MpayAovtidn avépepay TovAdyloTov £va enelc0d10 cofapng didppotoc. H didppota evdéyetar va
EMMPEACEL TNV ATOPPOPN O™ TOV OO TOV GTOUATOS GLYXOPTYOVLEVAOV PUPLAKEVTIKOV TPOTOVIMV.

Bapeapivn kot AL Topaymyo TN KOVUOPIvNg

Agv &yel mpaypatomom el Kapio pedétn oaAinienidopaong. Aev pmopei va omokAelotel po KAMvikd
ONUOVTIKY GAANAETIOpOOT LE OPACTIKES 0VGiEg IKPNG SHALTOTNTOG 1 6TEVOD BgpamenTikod deikn
omwg N Papeoapivn. Katd v Evapén g aymyng pe Apayrovtion o€ acbeveic mov Aappdvovv
Bappapivn 1 dAAa Tapdywya TG KOLUAPIVIG, CLVIGTATAL GLYVOTEPT TopakoiovOnon g INR
(Aebvnc Opaiomompévn Xyxéon).

Hopaketapoin

H Apayrovtidn o€ petéfaie T cuvolikn £kbeom TG TOPAKETANOANG LETA amd eQamas dOoM
1000 mg. H tyun Cmax T¢ mopakeTapoing peimdnie katd 31% kot n péon Tiun tmax TOPOVGINGE
KkaBvotépnon g Kot 15 Aemtd. Aev anatteiton Tpocapoyn TG dOONG Yol T GLYXOPYNoN
TOPOUKETOUOANC.



Atopfaotativ

H Apayrovtidn oe petéPaie T ocvvolikn éxbeomn tng atopPactativng oe Pabud Khvikd onuoviikd
petd amd yoprynon epana 60omng artopfactativng 40 mg. Katd cvvéneia, dev amarteiton
TPOGOPLOYN TNG 000MG TG atopPactativng 6tav cuyyopnyeitan pe Apayrovtion. H tyuf Cmax g
atopPactativig peimdnke kotd 38% Kot n péon TN tmax Topovcicce kabvotépnon amd 1 Eog 3 dpeg
pe ™ MpayAovTion.

T'kpileopovAfivn

H ApayAiovution o€ petéPaie T cuvolikn| £xBeon g yp1leo@ovAPivng LETA amd yoprynomn epamas
d0ong ykpieo@ovAPiving 500 mg. H T Crax TG YKp1LeopovAfivine avénbnke katd 37%, evd n péon
TN tmax ST ONKe apetdPfintn. Aev amatteiton Tpocapuoyn g d0oNG TG YKPLLEOPOLAPIVIG Kot
ALV OLCLDV HE YOUNAT S10ALTOTNTA Kol VYNAY] SL0mEPATOTNTA.

Aryo&ivn

H yoprynon epdmag 66ong dryo&ivng 1 mg pe ™ Apayrovtion elye g amotélespa T peimon g
g AUC g dryo&ivng katd 16%, eved | Ty Crmax petmdnke katd 31%. H péon tyun tov ypovucon
SILGTALOTOG OV OTOUTEITOL Y10 TNV EMITELEN TNC HEYIOTNG GLYKEVTP®ONG O1Y0EIVNC (tmax) TTOPOLGIOGE
kaBvotépnon and 1 mg 1,5 dpeg. Agv amarteitat Tposapproyn g 06ong g dtyo&ivng pe faon avtd
TO, ATTOTEAEGLLOTOL.

Atowvompiin

H yopiiynon epdma 66omg Mowvompiing 20 mg pe t Apoylovtion giye og oamotéAespa T peiwo
g Tiung AUC g Mowomrpiing kotd 15%, evad 1 Tiun Crax pHeiddnke katd 27%. H péon tun tov
YPOVIKOD SLOGTNOTOC TTOV GTOLTELTOL YioL TNV EMITEVEN TG HEYIOTNG GLYKEVIPWOONG MOIVOTPIANG (tmax)
nmapovciace kabvotépnon ond 6 g 8 mpeg pe ™ AMpayrlovtion. Aev amaiteital Tposapoyn TG
300G NG MoWVOTPIANg pe PAon avTd To ATOTELEGUATA.

A70O TOV OTOUOTOS AVTIGLAANTITIKN oy®myn

H Apayrovtion peimoe v Tun Cmax TG altvorototpadioing kot tng Aefovopyestpédng Katd 12 kot
13%, avtiototya, petd and xoprynon epanas 66omg vog Amd TOV GTOUATOS OVTIGVAANTTIKOV
npoiovtoc. Kot yia tig 000 evdoetg, mopatnphdnke kabvotépnon oy T tnax Kotd 1,5 dpa pe ™
Apayrovtion. Aev mapatnpniOnkay KAVIKA GNUaVTIKEG ETOPAGELS 6T GUVOAIKT £kbeon oe
afvorototpadioin 1 Aefovopyeostpédn. Kotd cuvémeia, 1) avTIGLAANTTIKY OpAGT) AVOUEVETOL VO, UMV
EMMPEACTEL, OTAV GLYYOopPNYELTOL AparylovTion.

Ivooviivn
Agv mapotnpHOnKoy QapUOKOKIVITIKEG 1] QOPUAKOSVVOUIKEG UAANAETIOPAUCELS AVAUESH GTN
ApayAovTidn Kot otV tveovAivn detemir, otav yopnynbnke pia epdnal d6or weovAiving detemir

0,5 U/kg pe 1,8 mg Apayrovtiong oe otabepn katdotaon oe acbeveig pue dtoffntn tomov 2.

TToudrapucdc TAnOvopude

Meléteg ardnAenidpaong £xovv deEaybel povo oe eviKeg.
4.6 TovipétnTa, KOO KOt yohovyia

Kinon

Agv vtdpyovv emapkn otoryeio and T ypron Tov Victoza ce &ykveg yovaikeg. Meléteg og {oa
KatédelEav ToEIKOTNTO 0TV avamapayykn wovotnta (BA. mopdypapo 5.3). O evdeydpevog kivouvog
Yo Tov AvOp®mo givon AyvmaoTog.



H ApayAiovtidn dev mpémel va ypnoomoteitatl Katd tn S1dpKeLd Tng EYKLHOGVVNG KOl VT’ 0VTOD
ouviotdtal 1 xpnon woeoviivine. Edv pia acBevig mpoypoappatilel eykoposivn 1 €6v TpokOyeL
gykopoovvn, 1 Oepaneio pe Victoza mpémnet va dtokome.

Oniaopodg

Agyv gival yvooto gdv  Mpayhovtion anekkpivetol oto unTpiko yoio. Melétec o€ (do KOTESEEAY OTL
1N HETOPOPE APOYAOVTIONG Kol LETAROMTOV LE GTEVH OOLUKT OYECT GTO YAAW ivor yaunAn. Mn
KAMvikég peréteg kotédelav peliwon g veoyvikng avdmtuéng oe nAdlovteg veoyvoig apovpaiovg
oyxetilopevn pe ) Bepameio (BA. Tapdypogo 5.3). Adyw Elhenyng eumepiag, To Victoza dev mpénel va
YPNOLOTOEITAN KT TN S1dpKEL TOV ONAacuov.

Tovipdétta

Exto¢ amd pio pikpn peimon otov aptBpd tov (oviov epeutevpévav euPpowv, nerétec oe {oa dev
VTOSEIKVVOVY AUECES EMPAUPEIS ETMTOCELS GE GYECT LE TN YOVIUOTNTO.

47 Emopaceig 6Ty IKAvOTITA 001Y1161)G KU1 (EIPIGHOV U UVIIULETOV
To Victoza dev £yt xapio 1 £XEl OCHLOVTN EXIOPACT] GTIV KOVOTNTO 06NY1|ONG KOL YEIPIGUOD

unyovnudToy.
IIpénel va cuviotdton 6Tovg 0obeveic vo Aappdvouy TPoPLUAGEEIC MGTE VA OTOPVYOVV TNV

VITOYAVKOUIO KATO TNV 0NYNON KL TOV XEPIGUO UNYevnIaTV, Wiaitepa 6tav To Victoza yopnyeital
G€ GLVOLAUGUO LLE GOLAPOVVAOLPIA 1] PLE VOOVAIVT).

4.8  AvemOounteg evépyeleg

Tlepiinwn tov Tpooih acOarEioC

e mévte Peyadeg paonc 3o KAVIKEG SOKIHEG paKpdg dlapKeing, Tepiocotepol and 2.500 evikikeg
aoBeveic Ehafav aywyn amokAeloTikd pe Victoza 1| o6& GuVOLOCUO LE HETPOPLIVT], GOVAPOVLAOLPIN
(pe M yopic pet@oppivn) M Let@opivn cuv pootylttalovn.

O1 TAéov GUYVEG AVETOVUNTEG EVEPYELEG TTOVL AVAPEPON KAV KATA TN SLAPKELN TOV KAVIKOV SOKIUDY
NTav o1 SLTAPOYES TOV YOUOTPEVTEPIKOV: 1) VOUTIO Kol 1] S14ppotol TAV TOAD GUYVEG, EVM O ELETOG, M
SVOKOIMOTNTO, TO KOIMOKO dAY0og kal 1 dvomeyia nTav cuyvég. Katd v évapén g aywyng, autég ot
STOPAYEG TOL YOOTPEVTEPIKOD UTOPEL VO ELPAVIGTOVV 710 VY VA. Ot avemBOUNTEG OVTEG EVEPYELES
ocuvnbog e&acBevoiv péca o Aiyeg nuépec M fdopndades Katd tn cuvéyion tng Bepaneiog. H
KEQOAQAYIQ KOL 1) pvoQapLYYiTIdo NTov eniong ovyvéc. Emmpoctétmg, 1 vroylvkapio oy cuyvy,
KoL TOAD cuyvn OTav 1 ApoyAovTion yopnynonke o€ cuVIVAGUO e covAPOVLAOLPia. Zofapn
vroyAvkoio Tapatnpinke Kuping oe GUVOLOGUO LLE GOLAPOVVAOLPIAL.

KotdAloyoc avemBounTtoV EVEPYEIDV GE LOPON TIVOKO,

2tov [Tivoka 1 mapatiBeviot ol avemBounteg evépyeleg mov avapEpONnKay e LaKPOYPOVIEG
eleyyouevec dokipég eaong 3a, tn doxyuny LEADER (pia pokpoypdvia S0KIL KOpOoyYELOKIG
éxPaong) kot ot avBOpunTES (LETA TNV KuKAOQOPIR) avapopés. Ot GuVOTNTES Y10, OA. TO GLUBAVTOL
&yovv vroloyiobei pe Baon v epeavion Tovg oTig KMVIKEG SOKIUES Pdong 3a.

O1 ouyvotnteg opifovtar og: TToAd cvyvég (>1/10), cuyvég (>1/100 mg <1/10), oyt cuyvég (>1/1.000
¢w¢ <1/100), omdvieg (>1/10.000 émg <1/1.000), woAd omavieg (<1/10.000), un yvootéc (de pmopovv
va extiunBovv pe Paon ta dSwwbéopa dedopéva). Eviog kabe katnyopiog cuyxvotntog eLeaviong, ot
avemBOuNTEG eVEPYELEg mapatiBevtal kotd eBivovca oelpd coPapoTnTag.



Hivaxag 1  AvemOopnteg evépysieg 0mo pokpdac o1apKelag ELeyOpEveg doKpég @dong 3a, Tn
poxpoypovia doxipn kapdroyysrokng ékpacng (LEADER) kot amé avBoppunteg
(peta v KukAoQopia) avaPopés

Katnyopia
0PYAVIKOU MoAv . " . . ;.
cVoTHpETOC ovyvic Yoyvég Oy ovyvég Xravieg MoA0 omavieg
MedDRA
AoumEeig Kot Pwoogapoyyitida
TOPUCITAOGCELS Bpoyyitda
Awtapayég Tov AvoeolokTticég
OLVOGOTOUTIKOV avTIOPAGELS
GUOTNUOTOG
Awtopoyég Tov Yroyivkopio Apvddtoon
petafoilcpod Avopetia
Ko TG Opéyng Mewwpévn dpeén
Awtopayég Tov Kepatadyio Avcyevoia
VELPIKOV 76\
GUOTNUOTOG
Kapduokég AvEnpévog
Srotopoyég KapdLaKog puOpPdC
Awrtapoayés tov | Noavtio "Epetog KobBvotepnuévn | Evtepin Hoayxpeatitida
yootpeviepkoy | Adppoto | Avomeyia YOGTPIKY ATOPPOEN (ovumeptrappovouévng
Akyog v Kévmon VEKPOTIKNG
KOWMOKNG YDPOG TOYKPEOTITIONG)
AvcrotmdtnTa
Taotpitida
Metempiopoc
Aldtoon g
Kothog
laotpooicopayikn
TOAVOPOUN O
Kotuaxn dvopopia
Odovrtaryia
Awtopoyég Tov XoloABioon
NMOATOG Kot TV XolokvoTtitido
XOANPOPOV
Awtopoyég Tov E&avOnpua Kvidwon
d€pHaTOG Ko Kvnoudg
TOL VOOHPLOVL
16TOV
Awtopayés Tav Neoppn
VEQPPAV KOl TOV dvciettovpyia
0VPOPOPWV O&eio veppikn
00®V OVETAPKELL
Tevikég Koénwon AicOnua
SroTopoyég Kot Avtidpdoeig o KOKOLYLOG
KOTOGTAGELS 0éom éveong
™G 0800
xopfiynong
HopoarxAiivikég Avénuévn Mmdon’*
gketdoelg AvEnpuévn
opvAdon*

* Ao eheyyopeves KAvikég Sokipég eaong 3P kot 4 povo kel dmov petpndnkoy.

IIeprypaen emAeyuévov ovemlBOUNTOV EVEPYEIDV

e pio KAvikn dokun povoBepameiog e AMpayilovtion, ot GuyvOTNTES ELEAVIONS VTOYAVKOULULING TTOV
avaEpOnKay pe ApayAoutidn NTov YOUNAOTEPEC GE GVYKPION UE TIG CLYVOTNTEG TOL avaPEPONKay
v acBeveic Tov Eafav dpacTikd cuYKPITKO EAapHaKo (YAempidn). Ot mhéov ouyvég avemBopnteg
EVEPYELEG TOV avaPEPONKAY NTOV SLOTAPUYEG TOV YOUOTPEVTEPIKOD, AOIUMDEELS KO TOPUCITDOCELC.




Yroyivkayuio

Ta mepiocdtepa enelcoola emPefoartopévng vToyAvkaipiog og KMVIKES O0KIUEG NTOV N7, Agv
TopoTnPENONKay ene1c6d10 Gofopng vroyAvkaipiog otn dokiun 6oL 1 AMpayAovtidn yopnynbnke wg
povoBepameio. Xofapn vroyAlvkoipio EVOEXETAL VO TAPOVCIOCTEL Oyl cLYVE Kol £yl TapatnpnOel
Kupimg 6tav 1 ApayAovtidn cuyyopnyeitor pe covipovorovpio (0,02 meprotatikd/étog acBevn).
IToAv Alya emeicdda (0,001 mepiotatikd/Etoc acheviy) mapatnpROnKoy pe T YopnyNon e
AMPayAovTidng o€ GLVOVAGHO LE GO TOV GTOLOTOC AVTIOPNTIKA QAPLOKO SLOQOPETIKG Omd TIG
GoVAPOVLAOLPiES. O kivovvog voyAvKopiog sivotl YapunAog pe cuvovacuévn xpnon Pacikng
woovAivng kot Apayiovtiong (1.0 neplotatikd ava étog acbevy, PA. mapdypaeo 5.1). Xtn dokiun
LEADER, avagépbnkav engio6d10 cofapnc VToyALKAIUIoG 68 KpOTEPN avaAoyio Le T
AMpayAovtidn évavti Tov gikovikov eapudicov (1,0 évavt 1,5 nepiotatikov avd 100 étn acbevr. H
EKTIUMMEVN avaloyia cuyvotitov nTav 0,69 [0,51 émg 0,93]) (BA. mapdypapo 5.1). I'a acbeveic mov
Adpupavay £Topo petypa veovAivng katd v évopén Kot yio Tig enopueveg 26 BOOUASEG TOVAAYIGTOV,
1 oLVYVOTNTO EPPAVIOTG COPAPNG VIOYAVKALUIOG TOGO Y10, T1 APOyAOLTION 0G0 KOl Y10 TO EIKOVIKO
oapuoko nTav 2,2 teptotatikd ovd 100 £t acBevn.

AvemOounteg eVEPYELES TOV YO.TTPEVIEPIKOD

Kotd 10 cvvdvacpo g Apayrovtiong pe peteoppivn, to 20,7% tov acBevov avépepe TovAd loTOV
éva eme1cd010 vovtiog kot to 12,6% twv achevodv avépepe ToLAAYIGTOV £va ETEIGOO10 d1dppoLag.
Kotd 10 cuvdvacpo g Apayrovtiong pe covipovoiovpia, T0 9,1% tov acbevav avépepe
TOVAGYIoTOV €va €MEIGOO10 VavTiog kKot T0 7,9% TtV achevdv avépepe TOVAAYIGTOV £va EMELGOO10
duappotac. Ta mepiocdtepa enelcOIO TOV NG MG LETPLOG EVTOOTC Kl €iyov d0c0eEapTMUIEVO
yopaxktipo. Me tn cuvéyion g Bepameiog, 1 coxvoTTa Kot 1 £VTaon LEtmONKoy 6Tovg
TePLocOTEPOVG AGHEVEIC TOV OPYIKE EUPAVICAY VOUTIO.

AcBeveig >70 eV eVOEYETOL VO TOPOVGLAGOVY TEPLGGATEPES YAOTPEVIEPIKES EMOPAGELS, OTAV
Aappdvoov Apayiovtion.

Aocbeveig pe Yo ko pétpra veppikn duciettovpyio (kdbapon kpeotviviig 60—90 ml/min ko 30—
59 ml/min, avtictolya) EVOEXETAL VA TOPOVCIACOVY TEPICCOTEPES YUGTPEVTEPIKEG EMOPATELS OTOV
Aappdvoov Mpayiovtion.

XololiBiaon kou yoloxvatitido

Alyec mepuntdoetg yolobiaong (0,4%) kot yorokvotitdag (0,1%) €xovv avaeepbel Katd Tt didprela
LOKPOYPOVIOV, EAEYXOUEVOV KMVIKGV SOKIU®V (paong 3a pe AMpayiovtion. Tt doxy LEADER, n
ouyvoTnNTa YohoABinong kot yoAokvotitidag nrov 1,5% war 1,1% yia tn Apayrovtion ko 1,1% ron
0,7% Y10 10 g1KOVIKO Qapuaxo, avtiotorya (BA. Tapdypago 5.1).

Araxomn tov popudrov

To 060610 S10KOTNG TOV PAPUAKOL AOY® avemBounTv gvepyeldv ftav 7,8% yia toug acbevelg mov
Eafov Apayrovtion kot 3,4% yia tovg acbeveic mov EAaPav GUYKPITIKO PAPUAKO GTIC LAKPAS
duapkelag eleyyOpeveg SoKIUES (26 gfdopddec | TeplocoTePO). Ot TAEOV GUYVES avemBOUNTES
EVEPYELEC TTOV 00N YNoaY ToVG acbeveic oe drakomn g AMpaylovtidng Nrav n vavtia (2,8% twv
acBevov) kat o éuetog (1,5%).

Avudpaoeig s Oéong éveong

Avtidpdoelg g Béong éveonc avapéptnkay oto 2% mepimov TV acBevdv mov éhafav Victoza cg
pakpag dtapketag (26 efdouddeg f meplocdtepo) eheyyOUeVES SOKIUES. Ol avTIOPAGELS QVTEG TV
ouvnBmg NLES.

THoaykpearitioo

Atyeg meputtooelg o&eiog maykpeatitidag (<0,2%) avaeéptnkay Katd ) didpkelo paKpdg otdpKelog,
ereyYopEVOV KAVIKOV oKDV @dong 3 pe to Victoza. H maykpeatitidoa avaeépnke eniong katd tnv
gumopikn ypnon. X dokyun LEADER, 1 cuyvétta gpedviong ofelog moykpeatitidog
emPeParopévng and my enttponr a&ordynong frav 0,4% yia tn Apayrovtion kot 0,5% yio T0
EIKOVIKO Qapuaxo, avtiotorya (BA. mapaypdpovg 4.4 kot 5.1).



Allepyiés avridpaoers

Alhepyicég avTdpdoelc meptlapfavopévev g kvidmong, Tmv eEavOnUAToY Kol TOV KVIGLOV £(0VV
avapepOei and ™ ypron tov Victoza katd tv kuklogopia Tov.

EXdyioteg TEPITMOGEIS OVAPUAUKTIKOV OVTIOPACE®V LE EMTPOCHETO CUUTTOUOTO OTOS VTOTOCT),
aicOnua ToApmv, dborvola, oidnpa Exovv avagepBel amd ™ ypnon Tov Victoza kotd v KukAoeopia
Tov. Xg AMyeg meputtdoels (0,05%) avaeépdnke epedvion ayyeloodnpatog katd Tt d1dpKela OAwmv
TOV HOKPAG S1apKELNG KAMVIK®VY dokiudv pe to Victoza.

THoudrorpiog ninBoouog

ZUVOMKA, 1) GUYVOTNTA, O TOTOG Kol 1| GOPaPOTNTA TOV AVETIOOUNTOV EVEPYEIDY GE EPNPOVG Kot
wod1d nikiog 10 eTdV kot Gvo NTov cuyKpiota pe ta mapatnpndévia otov evijhiko tAnbucud. H
oLYVOTNTA EPLPAVIONG EMPBERAUOUEVOV VTOYAVKAUIK®OV ETEIGCOSIWOV HTAV LEYAADTEPT] LIE TN
Mpaylovtion (0,58 eneico6d10/£T0g 0iobeV) 6€ GVYKPLoT He TO ekovikd appako (0,29 encicddia/étog
acBevny). Ze acbeveig mov AduPoavoy vGovAivn Tpv amd £vo eTPEPUI®UEVO VTTOYAVKOKO ETEIGOD10,
1 oVXVOTNTO EUPAVIONG fTa peyoldtepn He TN ApayAovution (1,82 eneicddia/étog acbevn) oe
oVyKkplon e 1o gikovikd edpuako (0,91 encicodia/étog achevn). Ae cuviPn kavéva cofapod
VITOYAVKOLUIKO ENEIGOS10 6T BepamevTiKny opdda g MpoyAovtiong.

Avaopd movoroyoduevav avemfounTmv EVEPYEIDV

H avagopd mboavoroyoduevov avemBOunTov evepyYEL®Y PETH amd TN YopNYNoN &gl KukAopopiag
TOV QUPUAKELTIKOD TPOiIOVTOG elvan onpavtiky. Emitpénet T cvveyn mapakorlobbnon g oxéong
0PEAOVG-KIVOHVOL TOV QUPUAKEVTIKOD TPOIOVTOG. ZNTEITOL ad TOVG EMAYYEALOTIES VYELNG VOl
avaPEPOVY OTTOLEGONTOTE TOOVOAOYODUEVES OVETIOVUNTEG EVEPYELEG LECH TOVL EOVIKOD GLGTNLATOG
avapopdg Tov avaypdeetal oto Hopdptnua V.

49 Ymepdoooloyia

Ao KAMVIKEG SOKIEG KOt Ao T Xp1oN Katd TV KukAogopic, vtepdocoroyieg Exovv avapepbel £mg
40 popéc ™ cvvictduevn d6om cvvtipnong (72 mg). To avagepduevo couPdporo TepleAdupavoy
cofapn vavTtia, ELETO, O1appOola Kot Gofapn) VITOYAVKALA.

Ye mepinton vIePO0coAOYING, TPEMEL VOL YOPNYEITOL KOTAAAN AT VTOCTNPIKTIKY OY®YT OVAAOYW [LE
TNV KAVIKN EIKOVOL KO TOL GUUTTMROTO TOL 0cBevn. O acBevig Ba Tpémet vo mopatnpeitor yio KAVIKA
onpeia apuddtmong kot Ba tpénet va mapakorovBeiton | yYAukdln aiporoc.

5. DPAPMAKOAOI'TKEX IAIOTHTEX

51 ®@appoxodvvopikig 1010TNTES

Ddappokobeponentikn katnyopio: OappoKa TOL YPNCLOTOIOVVTAL GTOV dtofTr, avdioyo
yAvkayovopopeov mentdiov 1 (GLP-1). Kodwdg ATC: A10BJ02

Mnyoviopnoc dpdonc

H Mpoayrovtion etvon éva avaroyo tov GLP-1 pe oporoyia adinrovyiog 97% oto avBpodmivo GLP-1
oL GLVVOEETAL 6TOV LIodoYEN Tov GLP-1 kot Tov evepyomotel. O vrodoyag Tov GLP-1 givan 0 6tody0g
Tov gyyevovg GLP-1, o evdoyevig opudvn vkpetivn mov evioyel TV YAVKoLoeEapTMUEVT £KKPLON
WooVAIvNG amd Ta B-KOTTOpA TOL TOYKPENTOG. X avtifeon pe To gyyevég GLP-1, 1 Apaydovtion €xet
£V0, QUPLLOKOKIVITIKO KOl PUPLOKOSLVOUIKO TPOPIA o€ avBpdTOVG TOL £ival KATAAANAO Yo
yopnynon pia eopd nuepncimg. Metd amd voddpia Yop1yYNo, TO TPOPIA pakpdg dtapKel OpAoNS
Baciletar o€ Tpelg UNYoVIGHODS: GUVIEST TV HOPimV HETAED TOVG, TOV £XEL MG AMOTEAEGLO TNV OPYT|
OmOpPPOENON, TPOCIEST) GTN AEVK®UATIVY Kot vynAOTEPN eVELIIKT oTtafepdtnTa Evavtt Tov eviOpwmY
duentidvikn mentiddon [V (DPP-IV) kai ovdétepn evdomentiddor (NEP), mov £yel og amotéieoua
peyaro xpovo nuicelag {mng oto TAdGua.


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

H dpdon ¢ Mpayrovtidng cuvrereitol péow ed1ng oAAnAeniopaong pe tovg vrodoyeic tov GLP-1,
N omoia odnyel o€ pio adENGT TG KUKAIKNG LOVOQ®MSPOPIKNG adevosivng (CAMP). H Mpayiovtion
TPoKaAel TNV EKKPLoT WGOVAIVIG KaTd TpOTOo YAvKoLoeEaptdpevo. Tavtdypova, 1 Apayhovtion
KOTOOTELAEL TNV ALPOSPOPO. VYNAT EKKPLOT] YAVKAYOVNG, EMIONG KOTA TPOTO YAVKOL0EEAPTMUEVO.
Koatd ovvéneia, 0tov to eminedo yYAvkO NG oto aipa ivatl vynAd, TpokaAeiTol EKKPLoT IVGOVAIVIG Kot
KOTAOTEAAETOL 1] EKKPLOT] YALKAYOVNG. AVTIGTPOQ®G, KOTO TNV DIOYAVKAUIO 1) ApayAoLTIon HEldVEL
TNV €KKPLoT VGOLATVIG Kot Ogv emnpedlel TNV £KKPLoT YALKOYOVNG. TOV UNYovVIoUo peimong Tov
EMNESMV YAVKOALUIOG GUUUETEYEL EMIONC Mo pikpn KaBuoTtépnomn g YaoTpikng kévoong. H
APOyAOVTION LELDVEL TO COUATIKO BAPOG Kat T ATddn palo COUATOG HEGH UNYAVIGUOV TOV
EMPEPOVY EAATTMON TG icOnoNg melivag Kot yaunAdtepn TpOCGANYN EVEPYELQG.

To GLP-1 givan évog puotoAoykdg pubuotig g 6peéng Kot TpOSANYNG TPOPNG, AALA O aKPIPNG
UNovicog dpacng oev givorl evieAmg EeKabapog.

e peréteg ota {ma, 1 TEPIPEPIKT YOPNYNON ApayAovTidng 001 yNce GTNV TPOCANYT| GE EIOIKES
TEPLOYEG TOV EYKEPAAOL OV gUMAEKOVTOL 0T POOLLIOT TG OPEENC, OTIG OTOIEG 1) ALPUYAOVTION HECH
g€e1dikevpévng evepyonoinong tov vrodoyia GLP-1 (GLP-1R) avénoe ta kdpia 6NUOTo KOPEGHOD
Kot peimoe o KOPLo GNUATO TEIVAS, ETOUEVMG 0ONYNOE GE UEIWUEVO COUATIKO BAPOC.

Orvrodoyeic GLP-1 exppalovial eniong og €101KEG TEPLOYES TG KAPIIAG, TOV AYYEI®V, TOL
OVOGOTOUTIKOD GUGTHIOTOG KOl TOV VEPPDV. L& HOVTELN AONPOCKANPOOTG TOVIIKAOVY, 1
Mpayhovtidn anétpeye TV €EEMEN TNG COPTIKNG TAAKOG Kot LEIMTE TN QAEYLLOVI] GTNV TAGKO.
EmmAéov, n Mpayiovtion siye weéiun ernidpaocn oto Mmidio Tov TAdcpatos. H AtpayAiovtion de
peimoe to péyedog g mAGKAG oe NON EYKOTESTNUEVES TAGKEC.

DopuoKodVVOUKES ETOPACELS

H Apayrovtion éxet 24mpn didpketo dpacng Kot BEATIOVEL TOV YAVKOIUIKO EAEYYO LELDOVOVTOG T1)
yAvk6{n vnoteiog Kot TN HeTaygupaTikn YAVKON o€ acbeveig pe cakyopmon dafntn tomov 2.

KMvikn) omoteAesuatikdTnTo Kol 0cQAALELO,

Toco M Peitioon tov yAvkakoy eAEyyov 660 Kot 1 LElmoT TG KapdlayyELOK)G VOOT)pOTNTAG KoL
BvnoodtTag eivor avarndonacto péEPog ¢ Bepaneiog tov draprtn Tomov 2.

[Tévte SuTAd TVEAEC, TUYUIOTOINIEVES, EAEYYOLEVES KMVIKEC OOKIUEG EVNATK®OV @aong 3a dieEnydnoay
éto1 dote va a&loroynBovv ot emdpacelg Tov Victoza oto yAvkaukd Eeyyo (Ilivaxag 2). H aymyn
HE TNV MpayAouTion mopnyaye KAVIKG Kol GTOTIGTIKG ONUOVTIKEG BEATIOOELS 0T YAVKOLDAM®UEVT
apoceapivn Aic (HbA1c), ota enineda g yAvKO{Ng vnoteiog 610 TAGGUE KOl 6T EXITEDA TNG
LETOYEVHOTIKNG YAVKOING 6TO MAAGLLO GE GUYKPLOT| LE TO EIKOVIKO QAPUAKO.

On doxipég avtég ovpneprerafav 3.978 acbeveic pe oaxyapndn dwafnn tonov 2 (2.501 dropa
éhafav AMpayiovtion), amd Ttovg omoiovg 53,7% frav avdpeg kot 46,3% tav yvvaikes, 797 dropa
(508 éhafov Mpayrlovtion) amd avtovg NTav nhkiog >65 etdv kot 113 dtopo (66 EAafav
Mpaylovtidn) frav nikiog =75 etdv.

EmnpoocBetec dokipég dieEnydnoav pe t Apayiovtion ot omoieg mepieAdpfavay 1.901 acbeveig o
TEGGEPIS [UT] TUPAEC, TUYOLOTIONUEVES, EAEYYOUEVEG KAMVIKEG SOKIUES (Teprlapfovopévav 464, 658,
323 ka1 177 acBevov avd dokiun) kot pio SITAG-TUQATR, TUYOLOTOWUEVT, EAEYYOLEVT] KAVIKT SOKIUN
o€ acbeveig e cakyapmon dafnTn TVToL 2 Kot LETPLA VEPPIKT dvcAettovpyia (279 acbeveic).

Mia peyddn dokun kapdiayyeiokmv exfacewv (1 dokiuy LEADER) d1e&qy0n eniong pe Apayiovtion
o€ 9.340 acBeveig ue cakyapmon dtaftn TOHTOV 2 01 0Toiotl JETPEXUY VYNAO KOPIAYYELOKO KivOLVO.
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. IMuokayukog Eleyyog

MovoBeparceio,

H povoBepoameio pe Apayrovtion yio 52 efdopdadec 001yNGE GE GTUTIGTIKY GNUOVTIKEG KOl SOPKEIC
uewmoelg g HbA1c o€ ohykpion pe ) yApempion 8 mg (-0,84% yw 1,2 mg, -1,14% yia 1,8 mg
évavtt -0,51% yuo To cuykpiTiKd EapraKko) oe acbeveis ot omoiot Erafav Tponyovpéveg g Bepameio
glte dlota kal doknon 1 povobepameia (e Amd TOV GTOUATOS AVTIONPNTIKA PAPUAKA GE Oyl
TEPLOGOTEPO OO TO NUIOL TG HEYIoTNG 000om¢ ([Tivakag 2).

2VVODOGUOS UE OTO TOV GTOUOTOS GVTIOIOPNTIKG YOPIULOKO.

H Mpayriovutidn ce cuvdvaotikn Ogpaneia, yio 26 BSOUAdES, Le LETQOPUIVN, YAUETLPION 1|
pet@oppivn kot poctyhtaldvn 1 SGLT2i £ pet@opuivn iye mg 0mOTELEGHO GTATIOTIKG GNUOVTIKES
pewwoelg g HbA1c mov diapkodv, o cuykpion pe Toug acbeveig Tov Elafay eucovikd PAapLoKo
(ITivaxag 2).

Hivaxkag 2 Klvikég doxpég paong 3 pe Apayrovtion o€ povobepanciao (52 efoopdoss) ko o
GLVOVUOUO PUE 0TO TOV OTONATOS OVTIOWPNTIKG Qdppoka (26 efoopnadcs)

N Méon Méon Aocbeveig Méon Méon
aPYIKN petafoin (%) ot apyIKn petafoAn
Tn oand v omoiot T Bépovg and
HbA1c (%) | apywr| Ty | métvyov Bapovg TNV apyKn
HbA1c (%) HbA1:<7% | (kg) wun (kg)
MovoOepancio
Apoyrovtidn 1,2 mg 251 | 8,18 -0,84" 428! 58,33 | 92,1 -2,05™
Apayhovtidn 1,8 mg 246 | 8,19 -1,14™ 50,9 62,0° | 92,6 -2,45™
Taempidn 8 248 | 8,23 -0,51 27,84,30,8° | 93,3 1,12
mg/muépa
IpocOijxn ce uetpopuivy (2,000 my/nuépa)
Apaylovtidn 1,2 mg 240 | 8,3 -0,97" 35,31, 52,8% | 88,5 -2,58™
Apayrovtidn 1,8 mg 242 | 8,4 -1,00" 42,4 66,3 | 88,0 -2,79™
Ewcoviko gappoxo 121 | 8,4 0,09 10,81, 22,52 | 91,0 -1,51
Mupempion 4 242 | 84 -0,98 36,3%, 56,0 | 89,0 0,95
mgmuépa
IlpocOixn c¢ yluemipion (4 mg/yuépa)
Apaylovtion 1,2 mg 228 | 8,5 -1,08" 34,51, 57,4 | 80,0 0,32
Apaylovtidn 1,8 mg 234 | 8,5 -1,13" 41,6%,55,9% | 83,0 -0,23"
Ewcoviko gappoxo 114 | 8,4 0,23 7,5t 11,82 81,9 -0,10
Pootyhtalovn 4 231 | 84 -0,44 21,9%,36,1> | 80,6 2,11
mgmuépa
IpocOixn ce puetpopuivy (2,000 malnuépa) + poctyliralovy (4 mg dvo popés nuepnciog)
Apoyrovtidn 1,2 mg 177 | 8,48 -1,48™ 57,5% 95,3 -1,02™
Apaylovtidn 1,8 mg 178 | 8,56 -1,48" 53,7 94,9 -2,02"
Ewovikd pdppako 175 | 8,42 -0,54 28,11 98,5 0,60
IpocOixn ce puetpopuivy (2,000 mglnuépa) + ylyemipion (4 mglyuépa)
Apaylovtidn 1,8 mg 230 | 8,3 -1,33° 53,11 85,8 -1,81*
Ewovikd @dppaxo 114 | 8,3 -0,24 15,31 85,4 -0,42
Ivoovhivn glargine* 232 | 8,1 -1,09 45,81 85,2 1,62
HpocOijkny 6 SGLT2 + uerpopuivy (=1500 mg/muépa)
Apaylovtidn 1,8 mg 203 | 8,00 -1,02%** 54,8%%* 91,0 -2,92
Ewovikd appoko 100 | 7,96 -0,28 13,9 91,4 -2,06
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*Avortepdtnra (p<0,01) &vavtt Spootikod cuyKpITiKoD Qopudxov. **Avatepdtnto (p<0,0001) évavti dpactikod
GUYKPITIKOD Qappdkov. ***Avaotepdtnra (p<0,001) &vavtt SpacTikod cuyKpITIKoD Qopudkov. "Mn
katotepotnTa (P<0,0001) évavtt 3paoTikod GLYKPITIKOD POPHAKOD

oot o1 aceveic. *mponyoduevn povoldepameio pe amd Tov oTdpaTog avTdofntikd eappaka. 2acdeveic mov
E\afov mponyovpévog Bepamneia pe dlotta

n mpocbnkn Victoza oe SGLT2i epevviOnke o Oheg TG eyKekpipéveg ddoeig tov SGLT2i

“n 860m NG oovAivg glargine NTOV AVOIKTG EXONUAVONG Kal pappdcOnke copmvo pe tig Odnyisg
Tithomoinong g woovAivng glargine. H titAomoinom g d6omg g tveovkivng glargine mpaypoatomomdnke amd
tov acfevi petd amd odnyia Tov gpguvnTy:

KatgvOuvtijpra ypoppi yio thyv Tithomoinon g veovhrivig glargine

FPG amo6 avtopétpnon AvEnon oty 060n ¢ tvoovAivng glargine (IU)
<5,5 mmol/l (<100 mg/dl) Ztoy0g Kapio ptOuon

>5,5 xon <6,7 mmol/l (>100 ko <120 mg/dl) 0-21U°

>6,7 mmol/l (=120 mg/dl) 21U

*TOUEOVA PE TNV EEQTOUIKEVUEVT] GVGTAGT] TOV EPEVLVITI GTNV TTPONYOVUEVN ETICKEYT Y10
TopadEy oL 1) TITAoToinoT e£apTIOTOV Amd TO €4V 0 0GOEVAG ELPAVIGE VTOYAVKOLIA.

20VOv0aoUoG 1 1veovAivy

e pa kKAwvikn dokiun 104 gfdouddwv, to 57% tov acbevav pe dtaprtn tomov 2 mov Elafav g
Bepameio tvoovAivn degludec oe cuvdvacuo e petpoppivny mEtvyav tov otoyo Yo HbAlc <7% ko ot
gvamopeivavtec aobeveic cuvE oAy GE Lol AVOLYTHG EMGTLLOVONG SOKIUT S1pKELNG 26 EBOOUAdMOV Kot
TuyoomomOnkav oy Tpocshnkn Apayrovtidng 1 piag epdmal 66ong tvoovAivng aspart ([e TO
UEYOADTEPO YELLA). XTO oy veovAivng degludec + Apayrlovtiong, 1 601 TG WWGOLAIVIG
pewndnke katd 20% dote va glayiotomombei o kivovvog vroyivkopiog. H mpoobnkm g
MpayLovTiong £lye ™G AMOTELEGHO L0, GTATIOTIKG oNUavTIKG peyolotepn peimon g HbA1c (-0,73%
yuo v Apaylovtidn évavrt 0,40% yio 10 HEGO GUYKPLoNG) Kot TOV GOUOTIKOD Bapovg (-3,03 évavtt
0,72 kg). O pvOudg vroyAvkapik®dy enelcodinv (avd étog £kbeong acbevi) NTav GTOTICTIKA
ONUAVTIKA AUNAOTEPOG KOTA TNV TPOocsO KN Apaylovtidng e cVYKPIoT LE TNV TPOGONKN LG
epdmag d6omg wveovrivng aspart (1,0 évavtt 8,15, avaroyia: 0,13, 95% CI: 0,08 éwg 0,21).

e o KAvikn dokun 52 gfdopddmv, n mpoodnkn wveoviivng detemir oe Apoayriovtion 1,8 mg kot
HETQOPUIVN GE 0oBeVEIC TOV dEV TETHYAVAY TOVG YAVKOUIKOVS GTOYOVG LOVO LE APayAoVTion Kot
petpoppivn elxe og amotédeopa o peiwon 0,54% g HbA1c amd v apykr Ty g, o€ cLYKPIon
pe 0,20% otnv opdda eréyyov oe Apayrovtion 1.8 mg kon perpopuivn. H andiea Pépoug
dwnpnonke. Yanip&e pia pkpn avénon 6tov aptdpd Tev 1660ovog oNUaciog DVTOYAVKOUIK®OY
eneicodiov (0,23 évavtt 0,03 coufaviov ava £étog acdevn).

> dokiu) LEADER, (BA. vmoevotnta Kapdiayyeiakn a&toddynon), 873 acBeveic AdpPoavav £toipo
petypo veovkivng (1e M xopic amd Tov 6TOHTOg VTSN Tikd(d) edpuako(a)) Katd v évapén Kot
TOVAGYIOTOV Y10 T1G EmOpeveS 26 gfdopades. H péon HbA 1 katd v évapén frav 8,7% yio
AlpayAovTidn kot To eioviko eapuoako. Katd tmv eféopdda 26, 1 eKTILOUEVT] LEST LETUPOAN GTNV
HbA ¢ Ntov -1,4% ko -0,5% yio T ApoyAovTion Kol To EIKOVIKO QAPUAKO, OVTIGTOL(O, LLE
eKTILOMEVN dlapopd otr Bepamneia -0,9 [-1,00, -0,70]9se c1. To mpogik acpaieing Tng ApayAovtiong
GUVOVAGHEVNG LE ETOLUO LEIYUO IVOOLAIVIG TOV 6TO GUVOAD TOV GLYKPIGILO LE OVTO TOV
TOPATPNONKE Y10 TO EKOVIKO PAPHOKO GUVIVAGHEVO LE ETOLO petypa tvaovAivig (BA. Tapdypoeo
4.8).

Xprion oe aobeveic ue veppikn ovalertovpyio.

e pio SuTAA-TUPAT SOKIUT Y10l T GUYKPLOT| TG OTOTEAEGUOTIKOTITAG KO AGQPAAELNG TNG
Mpayrovtiong 1,8 Mg évavtt eucovikod opraKkov g tpocstnkr o Bepaneia e vGoLAIVN 1/Kot oo
TOV CTOUATOC OVTIOPNTIKA PApLOKa 6 oOEVEIC e daf3NTn TUTTOL 2 Kot LETPLL. VEPPIKT
dvoiertovpyia, 1 ApayAovTion frav avateprn and T Bepaneio [LE TO EKOVIKO PAPUAKO 0TI PEI®ON
¢ Ty HbA1c petd amo 26 efdopddes (-1,05% évavtt -0,38%). Enuavtikd ntepiocotepot acheveig
nétoyav T HbAsc kdto omd 7% pe tn MpoyAovutidn og cOyKpion pe 1o ikovikd eappoko (52,8%
évavtt 19,5%). Mia peiowon tov copatikod Bapovg mapatnpndnke Kot otig 600 opddec: -2,4 kg pe
Mpayrovtion évavtt -1,09 kg pe 1o ewovikd papuaxo. Ympée évag cuykpiciog kivouvog
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VTOYAVKOUIK®V ENEIG0010V HeTa&d TV 000 Bepameutikdy opadwv. To Tpogik acporeing TG
ApayAovTidng NTav YEVIKG TOpOUOL0 LE EKEIVO OV TTapatnpnOnKe og dAhec peAéteg e MpayAlouTion.

. [Mocoo16 acbevav mov Tétuyav peioon otn HbA1c

H ApayAovtidn amd povr tng 0dnynoe 6 GTATIGTIKA GNULOVTIKA LEYOADTEPO TOGOGTO achevmv ot
omoiot méTvyav HbA1c <6,5% o 52 gfdopddec o€ oOyKpion pe toug acbeveic ot onoiot Elafav
yAenipion (37,6% vy 1,8 mg kan 28,0% yw 1,2 mg évavtt 16,2% yio 10 GUYKPITIKO QOPLOKO).

H Mpoylovtion o€ cuvovacpd Pe HETQOPUIVY, YAUETIPIdN, pet@opuivn kot postyltalovn | SGLT2i
* peTQopuivn Elxe O AMOTEAEGLO GTATIOTIKA CTULAVTIKE LLEYOADTEPO TOGOGTO 0GOEVOY TOL TETVYAY
HbA1:<6,5% o711¢ 26 €fdopdoeg oe cOyKplomn pe Tovg 0obeveig mov dafav Eexwplotd ta edpuaKo
avTd.

. IMwkoln vnoteiog oto TAdo U

H povoBepomeio pe ApayAovtion Kot 1 cuvovaoTikn Oepaneio pe £vo 1 VO 0O TOV GTOUNTOC
avTIOWPNTIKA QAPLOKO EIXE MG OTOTEAEGUO LEIMOT TOV EMMESMOV TNG YAVKOLNG VNotelag 6To TAGGHA
kata 13-43,5 mg/dl (0,72-2,42 mmol/l). H peimon avti mapatpndnke péca otig 600 TpoTeg
ePoopadeg g Bepameiog.

. Metaygopatikn yAvkoln
H Mpoaylovtion peiwoe T petaygopatiky YAvkoln Kot ota tpia yevpota e nuépag kotd 31—
49 mg/dl (1,68-2,71 mmol/l).

. Agrrovpyio B-kottdpov

O KMvikég doKIpég pe Mpaylovtion €oei&av Bedtioon g Aettovpyiog Tov B-kuttdpmv, e faon
UETPNOELG OTMG O VTOAOYIGHOG TOV LOVTELOV OUOLOGTACTG Yiat TN Agttovpyia B-kuttdpmv (HOMA-B)
K0l 0 AOyoG TPOTVOOLAIVIG TTPOG LVGOLAIVT. AlamiotdOnke BerTion TG TpdTNG Kot de0TEPNG PACTC
£€KKP1OMG WWOOLAIVNG peTd amd 52 gfdopadec pe 10 Victoza 6e éva vTocOVoAo acBevav pe dtafntn
Tomov 2 (n=29).

. Zopotiko Bapog

H Oepomeio pe Mpayrovtidn oe cuvovLOcUO PE LETQPOPLIVY, LETPOPUIVT KO YAUETLPION, LETPOPLIVN
kot pootyhtalovn  SGLT2i pe 1 xopig LeTQOpuiv GLUCYETIOTNKE LE pio. OTMOAELN BAPOVG TOL
dwtnprnke oto vpog amd 0,86 kg £wg 2,62 kg 6e chyKplon e TO EKOVIKO PAPLLAKO.

Hopotnpnnie peyarvtepn andieia fapovg 660 T AVENUEVOG NTAY O OEIKTNG COUOTIKNAG Lalag
(BMI) xatd v évapén.

. Koapdiayyeiaxn a&loddynon

H avaivon post hoc tov coPapdv pelldvov avemrBountov KapdiayyeloKk®my ETEIG0dinv
(xopdiayyelaxog Bévatog, ELEPayLLe TOV HVOKAPSIOV, EYKEPAAIKO ETEIGOII0) OO OAES TIG EVOLULECECS
Kot poKpdg dtdpketog SoKIpéG eaong 2 kot 3 (dtdpkelag evpovg amod 26 kal £mg 100 efdopddeg)
neptrapPavopévov 5607 acbevav (3651 extébnkav otnv AMpayAovtion), dev €deiée kapio avéEnon yuo
Kopduayyeloko Kivouvo (avaroyio cuyvomroag 0,75 (95% CI10,35... 1,63)) g MpayAovtidng évavtt
OA®V TOV TPOTOVI®MV GHYKPIONG,.

H doxn «kLEADER» (Liraglutide Effect and Action in Diabetes Evaluation of Cardiovascular
Outcome Results) ftav pio TOAVKEVTPIKT, EAEYYOUEVT] LLE EIKOVIKO QAPUOKO, SITANL TOQAT KMVIKN
doxun. 9.340 acOeveic TuyaromomOnkay ite 6t Apayiovtion (4.668) gite 610 EKOVIKO PAPLLOKO
(4.672), ko1 oTIG dV0 TEPUITAOCELS EMTPOCHETMG TOV TPOTOTWV PPOVTIONG TOV TOPAYOVIMV
oyxetilopevov pe v HbAlc kot tov kapdiayyelaxd (CV) kivovvo. H mpmtedovoa ékfacn N
KATAGTACT TG VYElog 6To TEAOG TNG doKIUNG NTav dtabéaiun yuo 1o 99,7% kot 10 99,6% tov
GUUUETEXOVTOV OV TUYOLOTO OOV aVTIGTOLY 0TI ApayAovTidn Kot To €1KOVIKO papuoako. H
dupKeln TapaTHpNonG NTav kot Adytoto 3,5 ypdvia kot Emg 5 xpovia 1o péyteto. O mAnBucuds g
perétnc mepteAappave acbeveic >65 etmv (n=4.329) ko >75 etdv (n=836) Ko acOeveic pe Hma
(n=3.907), puétpia (n=1.934) 1 coPfapn (n=224) veppixn dvciertovpyio. H péon nicio frav 64 £
Kot 0 Hé€cog deiktng copotikng palag (BMI) frav 32,5 kg/m?. H péon didpkeia tov dafnt frav 12,8
émm.
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To TPOTEVOV KATAANKTIKO GNUELD TAV TO YPOVIKO SIACTNLA OO TV TLUYOLOTOINGT EMG TNV TPAOT
guPavion omolwvonmote pelldvov averlBountov kopdiayyslakmv encicodiov (MACE): 0dvatoc and
KopdloyyeloKa aitio, pun Bovatneopo Epepaypo Lookapdiov 1 U Boavatneopo eyKePAAIKO ETEGO10.
H Mpoayrovtion ntoav avatepn 6cov agopd tnv mpoinyn MACE évavtt tov £1Kovikod QoppiKov
EyMuoa 1). H extipcdpevn avoioyio kivduvov ftov otafepd K4t amd 1 kot yio Ti¢ 3 ekdnAdoelg
MACE.

Eriong, n Apayrlovtidn peiwoe onuavikd tov kivovvo extetapévov MACE (tpotebov MACE,
0ota0ng otnBdyyM mov odnyel € voonAeia, eravayyeiwon otepaviciov 1 voonieio Ady® Kapdloknig
OVETAPKELOG) KOl GAL®Y OEVTEPEVOVIMV KATUANKTIKOV onpeimv (Zyqua 2).

Ew. ©apy.
15 e ’ Victoza

10+

HR: 0,87

Acbeveig pe éva eneisddo (%)

5 -
95% CI[0,78... 0,97]
p<0,001 yio un KoTwTEPOTNTA
0 p=0,005 ywo avetepdTTa

] 6 12 18 24 30 36 42 48 54

Xpbdvog amd v Tuyoomoinon (UNveg)
Acbeveig og kivovvo
Placebo 4672 4587 4473 352 4237 4123 4010 3914 1543 407
Victoza 4668 4593 4496 4400 4280 4172 4072 3982 1562 424

FAS: mMipeg oet avirvong.

Tyfqua 1: Xpovodiaypappo Kaplan Meier £éog tqv apdtn MACE - ITin0vepog FAS

Avohoyia Kivdovov  Victoza N Placebo N
(95% CI) (%) (%)
4668 4672
R (100) (100)
7 608 694
Tpotevov katarinkTké enpeio - MACE —_— © 708"?0 97) (13,0) (14,9)
Exonraoosag MACE:
. . oo 0,78 219 278
Odavatog and Kepdrayyslukd aitia —_— (0,66-0,93) 7 (6,0)
e < " 0,89 159 177
Mn Bavetn@oépo eyKeQaiLkéd £TE166310 ————— (0,72-1,11) (34) (3,8)
P P 0,88 281 317
Mn Bavatneopo Epepaypa pvokapdiov — (0,75-1,03) (6,0) (6.8)
. 0,88 948 1062
Exreraptva MACE - (0,81-0,96) 20,3) @2,7)
Emmhfov ekdnrdoeis o¢ exterapévae MACE:
e . . 0,98 122 124
Acto0ig TGy (voonisia) (0,76-1,26) (2,6) @7
. P 0,91 405 441
Enavayysioon ctegaviaiov —t (0,80-1,04) @®7) 9,4)
. . . 0,87 218 248
Kapdrokij averdapkero (voonieia) —_— (0,73-1,05) @7 (5,3)
Alho deVTEPEVOVTU KATUMIKTIKG onpeia:
. . , 0,85 381 447
Oavarog kKGOs mTroroyiag = (0,74-0,97) 82 (.6)
. . . | 0,95 162 169
Odvatog amd pn Kepdroyyelakd aitio — % (0,77-1,18) (3,5) (3,6)
T T T T T
FAS: mhipec 0€T avévorc
CI: Sompa spnwtoc\ivné 0,7 0,8 ] 0,9 1 11 1,2
MACE: peiCov avemfdunto kapdioyyeioko eneicodio Ogsiretan oo Victoza Ogsziretar oo Ewkoviké pappoxo

%: EKATOOTIAI0 TOGOOTO AoBEVOV NE Eva ENEIGOB10
N: apOpog atdpov

Type 2: Alaypappo avoAOoEMY TOV ETREPOVS TOTOV KAPOLAYYELUKADY ETELCO0IOV — TANOVGN6g
FAS

HopatnpnOnie onpovtikn kot cuveyng peioon g HbAlc amod v évapén émg tov piva 36 pe
APOyAOVTION £VOVTL TOV EIKOVIKOD QUPLAKOV, PN CILOTOIOVUEV®Y EMTPOCHETMOC TG TPOTLANG
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opovtidag (-1,16% évavrt -0,77%, extipdpevn dwapopd Bepaneiog [ETD] -0,40% [-0,45, -0,34]). H
avaykn yw evtotkonoinon g fepameiog e oovAivn pewddnke katd 48% pe tn Mpaylovtion
£VAVTL TOV EIKOVIKOV Qappakov og acheveic mov dev elyav AdPetl tvaoovAivn kotd v évapén (HR 0,52
[0,48, 0,57)).

. Aptnprokn wieomn Kol KapdloKn cuyvoTnTo

Ka8’ 6An T didpkela v oKDY GAonS 3a, 1 MpayAovTion HEIWGE TN CLGTOAIKY APTNPLOKN TTiEon
Kkatd 2,3 é0g 6,7 mmHg amd TV apyIKn T KATd HECO OPO Kl GE GUYKPLOT| LLE TO OPAGTIKO
GLYKPLTIKO Pappako 1 peiwon nTav 1,9 éwnc 4,5 mmHg. [TapatnpnOnke péon avénon otnv KopotoKn
oLYVOTNTO OO TNV OPYIKN T TNG TAENS TV 2 £®G 3 TAAU®Y ava AETTO LE T ApayAovTion og
HOKPOYPOVIEG KAMVIKEG dokipES cupmepthappavouévng tng LEADER. £ doxiu LEADER, dgv
apaTnpNOnke pokpompdbeoun KAVIKN enidpacn TG avénuévng Kapdlakng cuyvoTnTag oToV Kivouvo
KapOAYYELOKDV ETEIGOSIMV.

. Mikpoayyelokn a&loldynon

2 dokiur) LEADER, ta pukpooayyeiakd copfavro tepieAdpovoy eKfAceELS veppomadeiog kot
apepinotpondBetag. H avdAivor tov xpovikod S1ocTiHOTOS £MG TO TPMOTO LUKPOUYYEINKO CUUPBAY Yo
TN MpayAovTidn Evavti Tov g1Kovikov gapudkov gixye HR 0,84 [0,73, 0,97]. To HR yuo
APayAovTidn £VOVTL TOL EIKOVIKOD Qoppdiov nTav 0,78 [0,67, 0,92] yia To ¥povikd dtdoTnua £0¢ T0
TPAOTO cLUPAV veppomdBeiog kat 1,15 [0,87, 1,52] yuo 10 xpovikd SdoTnpa £mG T0 TPDTO GLUPAV
auepAncTpomadeiog.

. AvocoyovikoTn T

Xe oLUEMVIa e TIG SUVNTIKE 0VOGOYOVIKEG IO10TNTES TOV POPLOKEVTIKAOV TPOIOVT®V TOV TEPLEXOVV
TpwTEIveG N} TEMTidw, o1 acbeveig petd omd Bepameio pe Apayrovtion evoéyetal va avantoEovy
avTioOpoTo EVavTt g Apayrovtions. Katd péco 6po, 1o 8,6% tov achevav avéntuée aviiohparo.
H avantuén avticopdtov 8 cuGYETIOTNKE e LELOUEVT] OMOTEAEGUOTIKOTNTA THG AMPayAovTidong.

Hodrwotpucde Tinbovoude

Y& o SumhG TVPAT HEAETT 1) OTTOl0L GLVEKPIVE TNV OMOTEAEGUOTIKOTNTO KoL TV ac@dieia tov Victoza
1,8 mg évavtt Tov €1KOVIKOD QOPUAKOV MG TPOGONKY 6 petopuivn = tvoovivn og epnoug Kot
woudid nhikiog 10 etdv kat dvo pe dtafrtn tomov 2, to Victoza fitav avdtepo g Oepameiog pe
EIKOVIKO Papuako o¢ mpog ) ueiwon ™ HbA1 petd amd 26 gfdopddeg (-1,06, [-1,65, 0,46]). H
dpopd g Bepaneiog wg mpog v HbA 1 tav 1,3% petd and emmpochetn enéktoot avolyTng
gmionuaveong 26 gpdouddnv, emiPeBoibdvovtag tov dtotnpoduevo yavkoiukd Edeyyo pe o Victoza.

To mpoeik aceaielag kal amotelespatikotnTag Tov Victoza tav cuykpiciuo pe 1o mapatnpndév
otov TAnBvoud evniikev Tov éhaPe Bepameio pe Victoza. Bacel Tov emapikong YALKaUKoD EAEYXOL 1
g avekTikotnTag, 30% Tov atdpmv g dokuns tapéuevay oe doon 0,6 mg, 17% adénoav
oTadoKa T 8001 ota 1,2 mg kot 53% avénoav ctadiaxd T 06on ota 1,8 mg.

Ao KAvikG dedopéval

e U oVOLy TG EMCTLOVGTG SOKIUT Yo TN GUYKPIGT] TNG ATOTEAEGLOTIKOTITOC KO TNG AGPAAELNG
¢ Mpayrovtiong (1,2 mg kot 1,8 mg) ko g ottayhmtivg (évag avactoréag tov DPP-4, 100 mg)
og avemapkdg puoulopevous acbeveis oe aymyn pe petpopuivn (uéon HbA1c 8,5%), n Apaylovtion
Kol 0TI 000 OOGELG VAEPTEPOVGE CTOTIGTIKY TNG AYOYNG UE oltayArtivn ot peioon g HbA 1 petd
amo 26 gfdopddes (-1,24%, -1,50% évavtt -0,90%, p<0,0001). Ot acBeveic mov ElaPav aywyn pe
ApayAovTidn giyov onUAVTIKN LEl®OT TOL COUATIKOV BAPOovg 6€ cUYKPLIoN LE TOVG acheVElS TOV
éhapav Oepoameia pe orayiurtivy (-2,9 kg xat -3,4 kg évavt -1,0 kg, p<0,0001). Meyalbtepo mococtd
TV ac0evov mov EAafav ay@yn Le ApayAovTion EREAVIcAY TOPOSTKN VALTIO EVOVTL TV ATOUMY TOV
éhafav ayoyn pe ortayimrtivn (20,8% kot 27,1% yio v Mpayiovtion évavtt 4,6% yia
ortayArtivn). Ot petwoelg tg HbAje kot n avetepdnto évavl Thg ortayMrtivig mov mapatnpionke
petd amd 26 efdouddeg Bepameiog pe Mpayrovtion (1,2 mg kot 1,8 mg) dwutnprnkav petd amd

52 ePdopadeg Oepoameiog (-1,29% kot -1,51% évavte -0,88%, p<0,0001). H petdraén acbevov amd
ortayMmtiviy ot AMpoyAoution HeTd amd aywyn 52 eBOoHAdmV eiye ®C OMOTEAEGHO 10 EMTPOCHETT
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KOl 6TOTIOTIK®MG onpavtikn peimon g HbA1c (-0,24% wa -0,45%, 95% CI: -0,41 £mg -0,07 ko -0,67
€m¢ -0,23) otnv efdopdda 78, aAld dev NTav debéoiun pio exionun opdda EAEYYOL.

g 1o oVOLYTNG EMOTLLOVOTG OOKIUN Y10l TN GUYKPIOT) TNG ATOTEAEGLOTIKOTNTOG KOl TNG 0CQAAELNG
g Apayrovtiong 1,8 mg pia popd nuepnoing kot g eEevatidng 10 meg dvo popég nuepnoing ot
averopkmg puOlopevoug acbeveic og aywyn pe HETPOPLIvI /Kot ovApovorovpia (Léon HbA .
8,3%), N MpayAovtion vrepTEPOVOE GTATIOTIKA TNG ay®yNg e e€evation otn peioon g HbA1c petd
amo 26 gfoopadeg (-1,12% évavt -0,79%, extipdpevn dwoeopd g Bepaneiog: —0,33, 95% CI: 0,47
¢w¢ —0,18). EmrevyOnke HbA1c kdtw To0v 7% o€ onuoviikd mepiocdtepovs acheveic pe tnv
AMpayAovtion oe ovykpion pe v e€evotion (54,2% évavtt 43.4%, p=0,0015). Kot ot dvo aywyé
glyav ¢ omotéreso Lei®ON TOL LEGOV COUATIKOV Bapovg katd mepinov 3 kg. H petdraén tov
acfevav and eEevatidn oe AMpayrovtion petd and 26 gfdopddec Bepaneiog, elye g omoTEAESUA [L0L
TEPOULTEP® KO OTOTIOTIKG onpovtiky peiwon g HbA1e (-0,32%, 95% CI: -0,41 éwg -0,24) v
gfdoudda 40, aAld dev NTav drwbéoun pia emionun opdda eréyyov. Katd t didpkeia tawv 26
gpdopadwv, vnpéav 12 cofapd cvuPapata og 235 acheveic (5,1%) mov ypnoionotovcay
Apaylovtidn, eved vnp&av 6 coPfapéc avemBounteg evépyeteg otovg 232 abeveic (2,6%) mov
ypnotpomolovcay e&evartion. Asv vapye otabepd TPOTLTO GE GYESN LE TNV KATNYOPia OpyaviKOy
GULOTHLOTOC TOV CLUPOUAT®V.

€ [0 OVOLYTNG EMICNLLOVOTG SOKIUN Y10 TN CUYKPLOT] TG OMOTEAEGHATIKOTTOG KO TG ACPAAELNG
g Apayrovtiong 1,8 mg pe Mésevarion 20 meg o 404 avernapkng pudulopevovg acbeveig oe
ayoyn pe peteopuivn (uéon HbA1c 8,4%), n Mpaylovtidn vreptepovce g MEoevationg ot peimon
g HbA1c petd and 26 efdopddeg Oepaneiog (-1,83% évavtt -1,21%, p<0,0001). Emitevydnike HbA1c
KGto Tov 7% 6€ ONUAVTIKA TEPLEGOTEPOVS 0OBEVEIG e TNV APayAovTidn Ge cVYKPLoN UE TN
MEoevation (74,2% évavt 45,5%, p<0,0001), kabdg kot Yo Tov otdyo HbA1C kdtw and 1M ico pe
6,5% (54,6% £évavtt 26,2%, p<0,0001). Kot 6ta dvo okédn Bepaneiog mapatnpnbnke peimon tov
ocoupatikov Bapovg (-4,3 kg pe tnv Mpaylovtion kot -3,7 kg pe tn Métoevation). Avembounteg
EVEPYELEG TOV YAGTPEVIEPIKOD avapEPONKaY cuyvoTepa katd T Bepameio pe Mpayiovtion (43,6%
évavti 37,1%).

52  ®appoxoKivnTIKEG 1O10TNTES

Amoppdonon

H amoppdenon e Mpayrovtidng peTd amd vroddpla yoprynon givar apyn, Tpoceyyilovtag
péyiot cvykévipwon 8—12 mpec petd ) 06on. H extipudpevn Héytotn cuykévipwon ApayAovTtiong
Nntov 9,4 nmol/l (uéco cwpatiko Bapog nepimov 73 kg) yia vrodopia epdma 6o 0,6 mg
AMpayrovtidng. Me 66om 1,8 mg Apayrovtiong, n HEon cLykEVTp®ON Apayhovtiong o otabepn
katdotaon (AUC 124) mpocéyyioe nepinov v Tu 34 nmol/l (péco copatkd Bapog nepinov 76 kg).
H £éxBeom g Mpayrlovtidng petmvetal pe Ty avénon tov copatikov Bapovs. H ékbeon g
AMpayrovtidng avénbnke avaioywd pe t 06om. O cuvtelestng LeTABANTOTNTOG EVTOC TOV 110V
atopov yo v i AUC g Mpayrovtidng fitav 11% petd amd yopnynon epdma doonc.

H amolvt BrodiabecipuotnTo TG AMpayAoutidng petd amd vroddpia yopnynon eivar tepimov 55%.

Kotavoun
O QUWOUEVIKOG OYKOG KATUVOUNG METH amd vToddpia yopnynon eivan 11-17 1. O péoog dykog
KOTOVOUNG METE amd evEoQAEPia xoprynomn Apayiovtiong sivar 0,07 1/kg. H AMipayiovtion decpedeton

EKTETOLEVA OTLS TPMTEIVEG TAACUOTOS (>98%).

Buougtaoynuotiopndg

21 Sidpketa Tov 24 Gpov, PETE amd yopyynon epdmat ddong padtoonuocuévng [*H]-Apayiovtidng
G€ VY1 UTOU, TO KUPLO GVGTOTIKO GTO TAAGUE NTaY AO1KTN ApayAovTion. Aviyvedtnkay d0o
petafolritec mAdopatog nocovog onpaciog (£9% kot <5% tng cuvolikng €kbeong otn padievépyela
oV TAdopatog). H AMpayrovtion petaforiletor pe mapdpoto tpdmo Ommg peydieg TpoTeives, ympig va
£xet aviyvevbel KATO10 CLYKEKPIUEVO OPYOVO MG KUPLOL 000G ATEKKPLOTG.
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Amofoin

Metd anéd d6on [*H]-Mpayhovtidng, Sev aviyvedtnke d0uctn Mpaylovtidn oe ovpa 1 koémpava. Movo
&va LUKpO TUM O TNG YOPTYOVUEVIG padievépyelag anekkpifnke g petafoliteg oyetildpevor pe
Alpaylovtidn ota ovpa 1 ta koémpava (6% kot 5%, avtictoya). H padievépyela ota obpa kot ta
KOTPOVO, AEKKPIONKE KVPIMG KOTA TN SIUPKELN TOV TPDTOV 6—8 NUEPDV KL AVTIGTOLYOVCE GE TPELG
nocovog onpaciog petafoliteg, avitictorya.

H péon kaBapon petd amd vroddpla yoprynon epdmas d6ong Apayiovtidng sival mepimov 1,2 1/h pe
ypovo nuicelag Long anékkpiong 13 dpeg mepimov.

Ewdwoi minbvopuoi

Hlikiouévor aobeveic

H nlwia dev elye KAviKd onpovTikn EXOpAcT 6T QOPLOKOKIVITIKY TG AMpayilovtidng e Bdon ta
OTOTEAEGLLATO LLOG POPUOKOKIVITIKNG LEAETNG GE VY GATOLO KOl LLOG QOPLOKOKIVITIKNAG avaALGTG
dedopévav TAnduopod acevav (18 émg 80 etdv).

Dolo

To @OLo dev elye KAMVIKG GNUOVTIKH EXIOPOOT] GTI| POAPUOKOKIVITIKY TNG ApoyAovuTiong pe faon to
OTOTEAECLLOTO LLOG POPUOKOKIVITIKNG aviAvong dedopévav mAnbucpov appévov kot Oniemy
0oOeVmV KOl LAG QOPUAKOKIVITIKAG LEAETNG GE VYL GTOLLO.

Ebvikn mpoélevon

H ebvikn mpoéhevon dev eiye KAVIKE GNUOVTIKY] EXIOPOCT OTI QUPLOKOKIVITIKN TNG AMPayAovTiong
pe Baon To AmOTEAEGLLOTO, LG QOPIOKOKIVITIKNG avdAvoTg TANBuGHOoD Tov cuureptlapupave
Agvkovg, Mavpovg, Actdreg kot Aativoug acheveic.

Hoyvoopxio
H poppokokivntikn avéivon tinbucpuod vrodeikvoet 6Tt o deiktng copatikng palog (BMI) dev éyxet
ONUOVTIKT ETOPOCT 0T POUPHOKOKIVNTIKY TNG APpayAovTidng.

Hratikn dvolerrovpyio

H poppoakokivntikny g Apayrovtidng ektiunonie og dropa pe S10popeTikd Pabud Nrotikng
dvodettovpyiog o pa dokiun epdnal doong. H éxbeon otn Apayrovtidn peiddnke kotd 13-23% oe
aoBeveic pe Mo E0¢ HETPLO NTOTIKN SVCAELTOVPYIN GE GUYKPLOT LLE LY (TOLO.

H éxbgon rav onuavtikd youniotepn (44%) o acbeveig pe coPfapn nmrotiky Svcieitovpyia
(To&wounon xatd Child Pugh >9).

Negpixn dvoiertovpyio,

H éxBeom ot Apaylovtidn NTov petopévn og acheveig pe veppikn SVGAELTOVPYID GE GOYKPLOT| [E
dTopa e QUGIOAOYIKY] VEQPIKN Aettovpyia. H €kBeon otn Apayrovtion peiddnke katd 33%, 14%,
27% xon 26% oe dropo pe nmo (kdOapon kpeatvivng, CrCl 50-80 ml/min), pétpro (CrCl 30—

50 ml/min) kot cofapn (CrCl <30 ml/min) veppiky duvciettovpyio Kot o€ ve@pomadeio TEMKOD
6T0di0V TOL OTaLTE ALLOSIOAIOT), OVTIGTOLYO.

[Mopopoimg, og o KAvikn dokiun 26 efdopddwv, acbeveic pe dafrtn tHmov 2 Kot PéETpla VEQpPIkn
dvoiertovpyio (CrCL 30-59 ml/min, BA. mapdypago 5.1) giyav 26% pikpotepn éxbeom ot
AMpaylovtidn oe ovyKpilon pe o Eeywploth dokiun, 1 onoia mepleddpfove acbeveig pe dafnn
TOTOL 2 LLE PLGIOAOYIKN VEQPIKY| AELTOVPYID 1 LE T VEQPIKT SusAgtTovpYiaL.

Haidratpixog winBvouog

Ot eopUaKOKIVITIKEG 1010TNTEG a10A0YNONKAY 08 KAMVIKEG LEAETEG GTOV TOUOLATPIKO TANOLGUO LE
dwafntn tomov 2 nAkiog 10 etdv kot dve. H ékbgomn tng AMpaylovtiong oe pnPoug kot modid o
ovykpiown pe v topatnpndeica otov mAnbovoud evniikov.
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5.3 TIIpoxlvikd dogdopéva yia TNV d6@drELd

Ta pun Khvikd dedopéva 6ev amokaAdTTOVV 11aitePo Kivouvo yia tov avBpmmo pe Pdon Tig
GUUPATIKEG LEAETEG PUPLOKOAOYIKNG OCQAAELNG, TOSIKOTNTOG ETOVAAUUPBAVOUEVOV OOGEMV 1
yovoto&ikdtnroc.

ITapanpnOnkav pun Bavatneopot 6ykot C-kuttdpmv Bupoeldn e HEAETEG KOPKIVOYEVESTG 2 ETOV GE
OpOVPOIOVG KOl TTOVTIKOVG. XTOVE 0pOoLPaiovg dev Tapatnpndnke Kavéva enimedo un mapotnpndeicog
avemBoun g evépyelag (NOAEL). Ot dykot avtoi dev mapatnpridnkav oe monKovg mov Eaafov
ayoyn v 20 piveg. Ta euprpate avtd 6To TPOKTIKE TPOKOAOVVTOL O Evay 1N YovoTo&iko
unyoviopud Tov cvvieleitol ek pécw Tov vwodoyéa tov GLP-1, atov omoio givar 1dwaitepa
evaiodnta To TpokTiKd. H oyetikdmra yia tov dvBpomro mbavmg sivor xoaunin aAld dev propet va
omokAelotel viehdc. Ag domioTmdnkay aAlotl dykot oyeTilopevol pe T Bepameia.

Meléteg og {da dev Exouv deitel dueoeg emPrafeic emOPAGEIC GTN YOVILOTNTA, OAANL EAAPPDG
avénévo T0cooTo PPV eUPpLikdV Bavatwv e Tnv vynAdTepn do6om. H yopriynon Victoza xotd
TO HEGO TNG KONONG TPOKAAETE Leimon Tov UNTPLkov PApovg Kot TG EUPPLIKNG avaTTLENG LE
SUPOPOVUEVEG EMOPAGELG 0T BOPOAKIKT KOTAOTNTO TOV 0POVPAIY KOl CKEAETIKEG LETAPOAES GTO
KovvéM. H veoyvikn avamtuén peidbnke oe apovpaiovg mov ektébnkay oe Victoza Kot cuveyioTnKe
LETA TOV ATOYUAOKTIGHO 0TV Opdda VYNANG 000G, Agv glvatl YV@GTO €0V 1) LEl®ON TNG VEOYVIKNG
avamtuéng TpokaAeital oamd petopévn tpdoinyn yaratog egattiog dupeong enidpacng tov GLP-1 1
Ao LELOUEVT] TOPAYWYT YOAUKTOG and TN UNTEPA AGY® HEWUEVNG TPOCANYNG Bepidwy.

6. DOAPMAKEYTIKEXZ IAHPO®OPIEX

6.1 Kotaroyog ekdoywv

DwoPopikd SvATPLO S1HOPIKO

[Tpomvuievoylvikoin

Ddavoin

"Ydmp yio evéoia

6.2 Acvuporotnreg

Ovoieg mov mpootifeviat 6to Victoza pumopel vo TPOKAAEGOLY OTOdOUNGT) TG APayAOVTIONG.
EMelyet pedetdv oyetikd pe 1 cupufatdtnTa, T0 TopoOV QUPLUKEVTIKO TPOIdV 08V TPETEL VUL
OVOLUELYVOETOL UE GANN POPLOKEVTIKE TPOTOVTOL.

6.3 Awdpkero Comg

30 pnveg

Mezd, v mpwty ypnon: 1 pvag,.

6.4 Idwitepeg TPoPLAGEELS KATA TN PVLAEN TOV TPOTOVTOG

dvAidooete og yoyeio (2°C-8°C).

Mnv kotayOyeTe.

dvidooete pakpld amd tov 0GAapo KaTayvéne.

Meta. v mpawy ypron: Doldccete og Beppokpacio pkpotepn tov 30°C 1 pvidooete o€ Yoyeio
(2°C-8°C). Mnv KatayvyeTe.

No tomobeteite TOVTO TO KOAVULO GTN GUGKEVT] TOTTOV TEVOC, Y10 VO TPOGTATEVETAL OO TO PG,

18



6.5 ®@VYon Kol GLVOTUTIKA TOV TEPLEKTN
Dvoiyyo (yvaii tomov 1) pe éva pporo (Bpopofovtiilo) kat £V TOAVGTPOUATIKO EAAGTIKO @OALO
(BpopoPoutdAlo/ToAVIG0TPEVIO) TOV TEPIEXOVTOL GE TPOYELGUEVT] GUGKELT] TOTTOV TEVAG TOAAATADV

d0CE®V pioG YPNoNG TOL KATAGKEVALETAL A0 TOAVOAEPIV KO TOAVOKETAAT).

Kda0e cvokevn tomov mévag mepiéyet 3 ml drodvpatog mapéyovag 30 ddcelg towv 0,6 mg, 15 docelg
tov 1,2 mg 1 10 do6ce1g v 1,8 mg.

Meyén ovokevaciog: 1, 2, 3, 51 10 mpoyepiopéveg cuGKELEC THTOL TEVAG,.
Mmropei va unv KukKAOQOpOLV OAEG Ol GUOKEVAGIEC.
6.6 Iowitepeg Tpo@uLAAEELS amOPPIYNS KOl GAAOS YEPIGIOG

To Victoza dev Tpémet vo ¥pnGILOTTOLEITAL €AV dEV £lvar d1owYEG Kot AP0 1 GYEGOV Ayp®LLO.
To Victoza dev mpémet vo ypnoonoteiton edv Exet Katoyvyoel.

To Victoza umopei va yoprynOei pe Perovec pikovg oyt peyoldtepov omd 8 mm Ko Tiyog Oyt
peyarvtepo amd 32G. H cuokevn tomov mévag Victoza éxel oyediaotel Yo xprion pe tic feroveg piag
yxp1onc NovoFine 1} NovoTwist.

On Berdveg dev meprhapPavovor.

[Ipénel va cuviotdton 6Tov 0cbevi va amoppintel T PEAGVU GOUG®VA LLE TIG TOTIKEG OMOLTHOELS LETH
amd KéOe Eveon Kol vo LAAGGEL TNV TTEVA YopPic T PeAdva Eveong mposapTnuév). Me avtdv tov
TPOTO AMOTPEMETAL 1) LOAVVEN, 1 Aoipwén kot 1 dwappon. Emiong dwaceariletor n akpifeia tng 6omg.

7. KATOXOX THX AAEIAY. KYKAO®OPIAX
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsveaerd

Aovia

8. APIOMOI AAEIAY KYKAO®OPIAX

EU/1/09/529/001-005

9. HMEPOMHNIA ITPQTHE EI'KPIZHYX/ ANANEQXHX THX AAEIAX
Huepounvia tpog £ykprong: 30 Iovviov 2009

Huepounvia tehevtaiog avavémong: 11 Anptiiov 2014

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Agmtopepeic TANpoPopieg yia 10 TOPOV PAPLOKELTIKO TPoioV gival Sabéaieg oTov SiKTLAKO TOTO
tov Evpaonaikov Opyoviopod Gapudkmv: http://www.ema.europa.eu/.

19


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

ITAPAPTHMA 11

IHAPAXKEYAXTHXTHYX BIOAOT'TKQX APAXTIKHX
OYXIAX KAI TAPAXKEYAXTHX YIIEYGYNOX I'TA THN
AIIOAEXMEYZXH TQN ITAPTIAQN

OPOI H HEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH
XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAEIAX
KYKAO®OPIAX

OPOI'H IEPIOPIEMOI XXETIKA ME THN AX®AAH KAI

ATIIOTEAEZIMATIKH XPHEZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A.  TAPAXKEYAXTHX THX BIOAOTIKQX APAXTIKHX OYXZIAX KAI
ITAPAXKEYAXTHX YIIEYOYNOX I'TA THN ATTIOAEEMEYXH TQN ITAPTIAQN

Ovouooio kot die0fvvon Tov TapacKeELASTH TNES BLOAOYIKAC dPUCTIKNAG OVGIOG

Novo Nordisk A/S
Hallas Allé

DK-4400 Kalundborg
Aavio

Ovouooio kot d1e0fvvon Tov TOPUCKELAGTH TOV £ival VITEVOLVOC Y10 TNV ATOSEGUEVCT] TV TOPTIOWY

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsverd
Aavio

B. OPOI H IIEPIOPIXMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppokevTIKd TPOTOV Y10 TO 0TOT0 ATOITEITAL LTPIKT) GLVTOYT.

I'. AAAOI OPOI KAI AITAITHXEIX THX AAEIAY. KYKAO®OPIAX
. Ex0fce1g meprooknis mapakorovdneng g acparetas (PSURS)

Ot amaitioelg yio Tnv vofoAr] twv PSURS yia to ev Ady® @apuokeutikd Tpoidv opilovial otov
KatdAoyo pe T nuepounvieg avapopds s Evoong (katdroyog EURD) mov mapatifetor otnv
mapdypaeo 7, Tov dpbpov 107y g odnyiog 2001/83/EK «at kdbe emaxdAovdng emtkapomoinong
OTMG OMNLOGIEVETAL GTIV EVPAOTAIKT SIKTVOKT TUAT Y10 TO PAPHLOKAL.

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

. Yyéoro owayeipiong Kivovvov (ZAK)

O Karoyog Aderag Kvkhopopiog (KAK) Ba dieaydyet Tig amottovpeves dpacTnploTnTeS Kot
TOPEUPACELS QUPUAKOETOYPOTTVIONG OTTMG TAPoLSLALovTol 610 cupEwvNOév XAK mov mapovoidletan
omv evotnta 1.8.2 ¢ ddelog KukAoQopiog Kot 0To1EGONTOTE EMAKOAOVOES EYKEKPIUEVEG
avabempnoelg tov TAK.

‘Eva emkaipornompévo LAK Ba mpénet va katotedet:

. Metd and aitnua tov Evponaikod opyavicpod Oopudkwv,

. Omotednmote Tpomomoteital To GVOTNHA dlayelpiong KvdOvov, 101k MG omoTEAET LA AYNG
VEOV TANPOQOPIDV TOV UTOPOVY VA ETPEPOVY CTLOVTIKT] 0ALOYT OTN OXE0T 0QEAOVE-KIVOUVOL
N ¢ OTOTELEG O, TNG EMITEVLENC EVOG GNUAVTIKOD OPOCT|LOV (PUPHOKOETOYPVOTVIION M
EAAYLOTOTOINGT) KIVOVUVOV).
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ITAPAPTHMA III

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIZ ITIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

KOYTI

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Victoza 6 mg/ml gvécuo d1dAvpa 6€ TPOYEUGUEVT GLOKEDLT TOTTOL TEVAG
Alpayhovtion

2. YYNGOEXH XE APAXTIKH OYZXIA

1 ml mepiéyer 6 mg ApayAiovtiong. Mia mpoyepiopévn cuokevn] TOTOV TEVAG TePLExeL 18 mg
ApayhovTiong

3. KATAAOI'OX EKAOXQN

DocPopLKd SIVATPLO S1HSPIKO, TPOTLAEVOYAVKOAT, PAIVOAT, DI®P Y10 EVEGIUN

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéoo didivpa.

1 ovokevn THTOL TEVHC
2 OLGKEVEC TOTTOL TTEVOG
3 GVOKEVEG TOTOL TEVOG
5 6LGKEVEG TOHTOL TEVOG
10 cvoKeVEG TOTTOV TEVOLG

Kdabe cvokevn tomov wévag mepiéyel 3 ml dwodvpatog, mapéyovtag 30 doceig twv 0,6 mg, 15 d6ce1g
tov 1,2 mg 1 10 d6ce1g twv 1,8 mg.

‘ 5. TPOIIOX KAI OAOX XOPHI'HXHX

AwPaote T0 PUALO 0INYIDOV XPHONG TPV OO TN XPNOT).
Ymodopro yprion

H ovokevn tomov mévag Victoza €yel oyediaotel yuo xpnon pe tig Pehdveg piag ypnong NovoFine 1
NovoTwist.
O1 Berdveg 0ev mepthapfavovrot.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION MPEIIEI NA ®YAAXXETAI *E OEXH, THN OIIOIA AE BAEIIOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na puidooetar o€ Béom, TV onoia dev PAETOLV Kat dev mpooeyyilovv Ta TOdIdL.
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7. AAAEX EIAIKEX ITPOEIAOIIOIHXEIX, EAN EINAI AITAPAITHTEX

Mn @uALGGETE TN CLGKELT] TOTOL TEVAG HE TN PEAOVA TPOSUPTNUEVN.
T xpion amod éva Lovo GTopo.

8. HMEPOMHNIA AHEHX

AHEH

Amoppiyte T cvokevT TOTOL TEVOS 1 uMqvae PeTd v TpdT™ ¥pNon.

9. EIAIKEYX XYYNOHKEY ®YAAEHX

dvAdooete og yoyeio. Mnv katoyOyeTe.

Metd Vv TpdTN XPNOT TNG GLCKELNG THTOV TEVAS, PLAACCETE 6€ Beprokpacio kpotepn Tov 30°C
N o€ youyeio. Mnv KatoyoyeTe.

TomobBeteite TAVTA TO KAADUUO TNG GUOKEVNG TOTOV TEVAG Y10 VO TPOGTOTEVETOL OO TO POC.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHZIMOIIOTHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHOAEIMMATQN ITIOY MIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsvaerd
Aavio

12.  APIOMOI AAEIAY KYKAO®OPIAX

EU/1/09/529/001 1 x 3 ml
EU/1/09/529/002 2 x 3 ml
EU/1/09/529/003 3 x 3 ml
EU/1/09/529/004 5 x 3 ml
EU/1/09/529/005 10x 3 ml

13.  APIOMOZX ITAPTIAAX

Moprtida:

‘ 14. TENIKH KATATAZH I'lA TH AIAOGEXH

| 15. OAHTIEX XPHIHE
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16. TAHPO®OPIEX XE BRAILLE

Victoza

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

A163106T0T0C YPOUU®TOC KddKag (2D) Tov épet Tov TepAN@BEVTO. LOVASTKO OVOYVOPLOTIKO KMOKO.

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

PC
SN
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EAAXIXTEX ENAEIZEIX ITIOY IIPEIIEI NA ANATPA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ETIKETA NPOI'EMIZXMENHX XYXKEYHX TYIIOY IIENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX XOPHI'HZHX

Victoza 6 mg/ml éveon
Alpayhovtion
Y7modopia yprion

‘ 2. TPOIIOX XOPHI'HXHX

| 3. HMEPOMHNIA AHEHE

AHEH

4, APIOMOX ITAPTIAAX

[Moptida

5. IHEPIEXOMENA KATA BAPOX, KAT’ OI'KO'H KATA MONAAA

3ml

6. AAAA XTOIXEIA

Novo Nordisk A/S
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B. ®YAAO OAHI'TQN XPHXHX
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®Vviro ooV ypiong: IIAnpoeopisc yro Tov yp1otn

Victoza, 6 mg/ml, evécipo o1GAVN0. GE TPOYEPIGUEVY] CVOKEDT] TOTOV TEVAG
AMpayAovtion

APAOTE TPOGEKTIKG 0AOKANPO TO QVALO 0ONYLOV PN OIS TPLY UPYIGETE VA YPNGLUOTOLEITE AVTO

T0 PAPRAKO, OLOTL TEPLAUUPAVEL CNRAVTIKEG TANPOPOPIES VI GO,

- DdvrdEte avtd TO PUALO 0dNYIDV XpNong. Towg ypelaotel va to duPfdcete Eavda.

- Edv éxete mepoartépm amopieg, pmTNOTE TOV YIUTPO GOG, TOV PUPLOKOTOLO 1| TOV VOGOKOWO GOC.

- H ocvvtayn yio avtd 1o eappako xopnyndnke oamokAEloTiKA Y10 o0G. Agv TPEMEL VoL ODGETE TO
@apurako o€ AAAoVG. Mmopel vo Tovg TPOoKOAEGEL PAAPT], AKOUO KOl OTOV TO, GUUTTOUATO, TNG
ac0éveldg Tovg gival idla pe ta Sk Gog.

- Edv mapatnpnoete kdmota avemBOUN T EVEPYELD, EVILEPDGTE TOV YIOTPO, TOV QAPLOKOTOLO N
TOV VOGOKOUO G0G. AVTO 1oY0eL Kat yio, KO mhovi avemBOunTn evEPYELX TOV OV OVAPEPETOL
07O TTOPOV PUALO 0dNYIDV XpNomg. BAéne mopdypapo 4.

T epLéyeL 1o TapoOv UALO 00NYLOV

1. Tt etvar to Victoza kot wota ivot ) xpron Tov

2. T mpémer va yvopilete mpv ypnoponomoete 1o Victoza
3. [ag vo ypnoonomoete to Victoza

4. [MBavéc avemBOunTes evépyetes

5. [Mog va puidooete 10 Victoza

6. [Tepreydpeva g cuokevaciog Kot Aoutég TANPoQopieg
1. T givan To Victoza kot wowa gival n yp1jon Tov

To Victoza mepiéyel tn dpactikn] ovsio Apaylovtion. Bonbdet Tov opyaviopd cog va Heidoet tao
EMMEDO CAKYAPOV GTO aipa cag Ldvo O6Tav To eMimeda cakydpov 6To aipa ival ToAD vymAd. Eniong,
eMPPadvvel T SIEAELOT TPOPNC LECH TOV GTOUAYOL OO KOl UTopel va fondnoel oty TpodANYN
KapdloTadELng.

To Victoza ypnoomnoteitatl LOvo Tov GV TO0 GAKYAPO TOV aipatdS 060G deV EAEYYETAL KOTAAANAQ LOVO
pe dlonta Kot oK oY KOl OEV UTOPEITE VO ¥PNGILOTOMGETE LETEOPLIVN (€va GAAO PApLLOKO Y10 TOV
dwfnn).

To Victoza ypnoiponoteital oe cGuvdvacud e GALa eapuaKa Yo Tov dtafnn 6tav avtd dev givol

apKETA Y10, VoL EAEYEOLV TOL EMIMESD TOL GAKYAPOL GTO QiDL 00G. e OVTH pmopel va mepthappdvovat:

. 07t0 TOV GTOUOTOC OVTIOWPNTIKA (0TTG PETQOPLLivV, ToYATAlOVT], GOVAPOVLAOVPI,
avaeTOAENG 2 TOV GLUUUETAPOPER VaTPiov-YALKOCNS (SGLT2i)) N/kat tvoovdivn.

2. T péner va yvopilete mpiy (pnoyonomjcere To Victoza

Mn ypnoponouioete To Victoza
- o€ mepintoon aAlepyiog otn ApayAovtion 1 6€ 0To10dTOTE AAAO GLGTATIKO OVTOD TOL
Qopuaxov (avagépovial 6Tny Tapdypago 6).

Iposdomomoels kKot TPo@LAGEELS

AmevBuvbeite 6TOV Y10TPO, TOV POPLOKOTOLO 1 TOV VOGOKOUO GOG:
. TPoTov ypnouonooete to Victoza.

. €qv €yete M eiyote wo aobéveln Tov TAYKPEATOG,

AVt 10 PApLOKO deV TPEMEL VoL yproipomoleital edv £xete doprtn Tomov 1 (To cdpa cog dev mapdyst
KaBoLov veovdivny) 1 Srafntikn keto&éwon (o eximhoky) Tov S1affTn pe LVYNAS GAKYOPO TOV
aipartog kol avénon oty tpocnddeio yio avamvon]). Agv gival tvoovdivi Kot ETOUEVOC OEV TPETEL VO,
YPNOLOTOLEITAL (DG VITOKATAGTATO VGOVAIVIC.
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H ypnon tov Victoza ée cuviotdrtol edv giote og dadikacio apokddaponc.
H ypnon tov Victoza ée cuvictdrol edv naoyete and coPapr nrotonddeia.
H ypnon tov Victoza de cuviotdtol gdv £xete cofopn KapdaKy OVETGPKEL.

Av16 10 QApLAKO dEV cLVIGTATL EAV EYETE cOPOPd TPOPANLL OTO GTOUYL 1] GTO £VIEPO, TO OTOI0
ovvtekel otV KaBvoTEPNILEVN KEVMOOT TOL GTOUAYOL (KaAEiTOl YAGTpOTAPEST), | PAEYUOVAOIN VOGO
TOV EVTEPOU.

Edv éxete ovuntopara ofeiog maykpeatitidag, dnwg mopateTanévo cofapd Tdvo 6To GTOUd)L, TPETEL
va cuppovievbeite Tov yotpod cog apécng (PAETE Tapdypapo 4).

Edv éxete voco tov Bupeoeldn counepthapfovoréveov olidimv tov Bupeoeldn kat peyébuven tov
Bvpeocidn adéva, cvuPovievdeite Tov yaTpd cag.

Katd tv évapén tng Oepaneiag pe Victoza, evdéyetol 6€ 0pIoUEVES TEPITTOGELS, VO TOPOTNPYOETE
OTTMAELN VYPOV/APLIATOGCT, TT.). O TEPITTO®OT EUETOV, vavTiog Kot didppotac. Eivar onuavtiko va
amoQVYETE TNV aPLOATo™ Tivovtag debova vypd. ETikoveviote pe tov y1atpd cag edv ExeTe
OTIOEGONTOTE EPMTNGELS T} AVIOLYIEC.

Mowora ko £npor
To Victoza pmopei va ypnoonombei oe eprfoug kot moudid nAkiog 10 etdv kot dve. Agv vadpyovv
dnbéopa dedopéva oe Tandtd nAkiog Katw Tov 10 eTdv.

Alho @appoxa ko Victoza
Evnpepaoete tov y1atpd, TOV QOPUOKOTOL) 1] TOV VOGOKOUO GG EAV TAIPVETE 1) £YETE TPOCPATO TAPEL
N umopel va whpete GAAL QAPLLOKAL.

Ewwotepa, evnep®oTe TOV Y10TPO, TOV POPLOKOTOLO 1] TOV VOGOKOWO GOG EAV YPTCIULOTOIEITE

QApLOKO Yo TOV SLOP1TN, TO OOl TEPLEYOLY OTOLOONTTOTE OO TIC OKOAOVOEC OPUCTIKEC OLGIEC:

. ZovApovvrovpia (OTmg YAenpidn 1 yMBevichapion) 1 tvoovrivn. Evdéyetar vo tabete
vroyAvkaipio (YounAd eninedo cakypov GTo aifla) OToV Xpnoluonoleite o Victoza o€
GLUVOLOCUO LLE GOLAPOVLAOLPLN 1) VGOVALVY, KOBMG 01 GOVAPOVLAOVPIEG KA 1] VGOLAIVN
av&avouv tov kivouvo vroyAvkaipiog. Otav apyicete va ypnoiponoleite yio TpdTN Popd avTd
T papuako, pali, 0 yiTpodg Gog UTopet vo oG GUUPOVAEDGEL VO ELOTTOGCETE T 6OCT TG
covApovvAovpiog 1 NG tvoovAivig. [apaxadeiche va avatpéEete oty Tapdypago 4 yua Tig
TPOEWOTOMNTIKES EVOEIEELG ELPAVIONS YOUUNADY EMTEIWV GOKYAPOL 6To aipa. Edv maipvete
emiong coviApovuiovpio (0TmG 1 YAUETPION N N YAPEVKAQUION) 1| VGOLAIVY, O Y10TPOG GOG
EVOEYETOL VAL GOG TTEL VO, EAEYYETE TO EMIMESQ GAKYAPOL 6TO alipa oag. Avto Oa fonbnoet Tov
YTpd GOG VA OTOPAGIGEL v 1 OCT TNG GOLAPOVVAOLPIG 1 TNG WVGOLAIVNG YpELieTaL VL
oAGEEL.

. Edav ypnoomnoteite voovAivn, o ylotpdg cog B oag ddceL 0dNYieg Yo T0 TMOG VO LELDGETE TN
d00o1 ¢ kot o Gog GLOTNHGEL va TapaKolovbeite To cuyvd ta eninedo GOKYAPOL GTO aipa
G0C, TPOKEYEVOL VO ATOPVYETE TNV VIEPYAVKOLLIO (VYNAGQ ETITESO CAKYAPOV GTO AiLLL) KOl T
dwafnrikn keto&émaon (extmAok| TOV S1aP1|Tn OV TPOKHATEL OTAV TO GMOWO USVVOTEL VO
dloomdcel T YAVKOLN AOY® AVETHPKOVG IVGOVAIVIG).

. Bapeapivn 1 Aowmd omd Tov 6TOUATOC OVTITNKTIKG QAappako. Evoéyetal va amatteiton
ovyvoTepn e€€TaoN TOL aipoTdC Gog Yo vo Kabopiotel 1) ikavotnta Tov aipatog oag va el

Kvnon ka1 Onraopédg

Edv elote éyxvog, vopilete 011 umopel va eiote €ykvoc 1 oxedtdlete va amoktoete Tondi, (ntote
cuppovAn Tov yiatpob cag. To Victoza dev Tpémel va ypnoomoLeiTal Katd Tr SLIPKELD TNG KOOGS
eMELON Ogv elval YvoTo gdv umopel va PAGWEL TO ay€vvnto mandi cog.

Agyv gival yvooto, dv 10 Victoza amnekkpiveTal 6TO UNTPIKO YOAO, ETOUEVAOC LT XPTCLLOTOUGETE
0wt TO PAPUOKO KOTA TN ddpKeLo TOL BNAacoD.
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Oonynon ko yEPGROS PNYOVIRATOV

Ta yopunAd enineda coKyapov oTo aiplo (VTOYAVKALio) EVOEXETAL VO LELDGOVY TNV IKOVOTITO
GLYKEVTIPMONG 00G. ATOPHYETE TNV 03N YNOT KOL TOV YEPIGHO UNYOVILATOV, €6V £YETE COUTTOUOTO
vroylvkopiog. [Tapakadd avatpééte oy Topdypapo 4 Y10, To, TPOESOTOMTIKG oNUEID TOV YOUNA0D
caxydpov oto aipa. [apaxoieiote va coppovievdeite Tov YoTpd GOG Y10 TEPICCOTEPEG TANPOPOPIES
OYETIKA Le To {RTNUOL AVTO.

INUavVTIKEG TANPOPOPIES OYETIKA pE 0pLoUEVE 6VOTOTIKG ToV Victoza
Avtd 10 pappoko mepiéxel Ayotepo and 1 mmol vatpiov (23 mg) avd d6or. Avtd onuaivet 6Tt
0VLGLOOTIKA Eival «eAeVBePO vaTpiovy.

3. Ilog va ypnowpomomjcete To Victoza

[Tavtote va YpNOYOTOLEITE TO PAPHOKO AVTO AVOTNPA COLPOVA LLE TIG 0OTYIES TOVL YITPOV Goc. Edv
£xete apPPoAileg, pOTAOTE TOV YITPO, TOV VOGOKOLO 1| TOV (PUPUAKOTOLO GO,

. H apyn d6on givan 0,6 mg pio popd nuepnoing, yio pio efdopdada TovAdyIGTOV.

. O ywTpog oag B cog evnuepmoel TOTE TPEMEL va, avENoeTe TN do6om ota 1,2 Mg pia eopd
nuepnoing
. O y10tpog oag evOEYETOL VO 60.G GLUPOVAEDGEL Vo avéNoete Teparttépm T 606 ota 1,8 mg pia

Qopa nuepnoing, edv dev £xel emtevydel avoTomTikds EAeyy0g TV emmEd®V YAVKOING 610
aipa cag pe tn 66on tov 1,2 mg.
Mnv aArélete tn 66om cog, Tapd Loévo €dv o YaTpdg cag oag To {nTioel.

To Victoza yopnyeiton pe éveon Kat® omd 1o d€ppa (vrodopla). Mnv kdvete Tnv Eveon evOopAEPLa 1)
gvdopvikd. Ta kaAvtepa onpeia yio v €veon ival To eUTpOGHI0 LEPOG TOV UNPOV GOC, TO
eumpocOio PEPOC TG Héong oag (KotAld) 1 o fpayiovag cog.

Mmropeite va KAveTe TNV £VEOT] OTOLONTOTE Mpa TNG NUEPOC, aveEdptnTa amd Ta yedpota. Otav
EMAEEETE TNV DPO. TNG NUEPOS TOV GaG eEVMNPETEL TEPLGGOTEPO, EIVAL TPOTIUOTEPO VO KAVETE TNV
éveon 1tov Victoza mepimov Vv 1810 ®Pa TNG NUEPUG.

[Iptv xpNOYOTONGETE TN GLGKELY| TOTOL TEVAS Y10 TPAOTN POPAE, 0 Y1aTPOS GaG 1] 0 VOGOKOLOC Ba Gog
deikel TG va. TN YPTCYLOTOGETE.
Agmtopepeic 001yieg ¥pNoNG TAPEYOVTIOL GTNV THCW® TAEVPA TOV TAPOHVTOG PLAANSIOV.

Eav ypnowomonjoere peyardtepn 666m Victoza amwd tnv Kovoviki)

Edv ypnoylomooete peyodlvtepn d6on Victoza amd Ty KavoviKn, EVILEPDOTE AUECMG TOV YITPO
cag. Evoéyetan va ypelaoteite aueon Beparmevtikn aywyn. Evoéyetar va mpokAndel vavtia, €petoc,
duppota N yoUNA6 cakyapo aipatog (vroyAvkaia). [opakaieiote vo avoatpéete ony TOPAYPAPO
4 yio TPoEWBOTOIMNTIKA oMpeio YounAol cakydpov aipatog.

Eav Eeyaoete vo. g pricrlponomjocete 1o Victoza

Edv Egydoete kamowo 066, ypnoytonomote to Victoza poig to Boundeite.

Qo616060, av £xovv TapéAbel meplocoTEPEG Ao 12 dPEg amd TNV KAVOVIKY dpa xpriong Tov Victoza,
mopoaAelyte T 8001 oL Egxdoate. Katomy, mdpte Ty endpevn SO0 TV EMOUEV NUEPL MG
cuvnbwg.

Mnyv mépete Tpdcsbetn dooN M| v AENCETE T SOOT TNV ETOUEVT TUEPA Y10 VO AVOTATPDGETE TN
doon mov Egydoare.

Eav otapoatiosete va ypnoponoreite to Victoza
Mn ctapatioete va ypnoLonoteite 1o Victoza yopig va evnuepmoete Tov yorpd cog. Eav

OTOLLOTICETE VO TO YPNOLLOTOLELTE, EVOEYETAL VO ALENBOVV Tl EMITESA TOL COKYAPOL GTO CLiLLY GOG.

Edv éxete mepiocdtepeg pMTNGELG GYETIKA LLE T YPTOT QVTOV TOL PAPUAKOV, POTNGTE TOV Y1ATPO,
TOV QAPLOKOTOLd 1| TOV VOGOKOLO GO,
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4, IMBavég avemBOUNTES EVEPYELEG

Onwe 6Aa T PéppaKa, ETCL KO 0VTO TO PAPLLOKO UTOPEl Vo TPOKAAEGEL avemBOUNTES EVEPYELES OV
KoL 0gv mopovotdlovtal 6e OAOLE TOVS OvVOP®TOLG,.

Yopapég avemOOUNTES EVEPYELEG

Xoyvéc: evdéyetor va ennpedoovy £mg 1 otoug 10 avBpdmovg

. Ymoylvkopio (xopnAd enineda cakydpov oto aipa). Ot mpogidomomtikéc evosiEelg Tav
YOUNADV EMTEOMV GOKYAPOV GTO O EVOEXETOL VO, ELPOVIGTOVV OLPVIdLo Kot UTOpEl va
TEPILOUPAVOLV: KPVOG 1OPADTOC, MYPOTNTO TOV OEPLOTOC, TOVOKEPAAOG, TAXLTTOANIA, aicOnua
vaoTiag, aicOnua peyding meivoc, Tpoompiveg datapayés g Opaong, vavniia, advvapia,
EKVELPICUOC, aicOnomn dyyovg, c0yyvoT, SuGKOAIN oTN GLVYKEVTPWOT], piyos. O yloTpdg cag Oa
60G GLUPOVAEDCEL TOG VO AVTILETOTIGETE TA YAUUNAG EMITESQ CAKYAPOL GTO GOl KO TL TPETEL
VoL KAVETE €AV TAPUTPNCETE QVTEG TIG TPOEIOOTOMTIKES eVOEiEelc. AvTo givan THUvVOTEPO VoL
ovuPet edv AapPdvete eniong Kdmoia coviApovorovpia 1 vaoviivy. O yatpdg cag pumopet vo
UEIDOEL TN 3OGN GOG Y10 ALTA TA PAPLLOKO TPV apyicete T yprion tov Victoza.

Xrdvieg: evdéyetar va emnpedoovy émg 1 otovg 1.000 avBpdrovg

. Mo GoPoap1| popen aArEPYIKNG avTidpaong (ava@LAOKTIKY avtidpacn) pe emmpocheta
CUUTTAOUOTO OGS AVOTVELSTIKE TPOPAN AT, TPNELLO TOV ACLLOD Kol TOV TPOCHTOV, TOYXVG
Kapdlakog pubude, kTA. Eqv mapotnpioete autd to copntouato 0o npénet va {ntioete
apécmc 1Tpikn fondeta Kot vo EVILEPDGETE TOV YITPO GOG TO GLVIOUOTEPO dSVVATOV.

. Evtepwcn andepatn. Mio cofopn popen duoKotMOTNTOG LE EMTPOGHETO GUUTTOUATO OTMG
TOVOG GTO GTOUAYL, TPNEWO, EUETOG KAT.

Mo\ omdviec: evdéyetan va emmpedcovy £og 1 otovg 10.000 avBpdmovg

. [Meprmtmoeig pAeypovig tov Toykpéatog (maykpeatitidn). H maykpeatitida pnopei va givar puo
oofapn|, SuvnTika ametnTiky yio ) {on wtpikn katdotaon. Awkoyte T Aqyn tov Victoza
Kot cupPfovievdeite oUESMG VOV YIOTPO EAV TOPATNPTCETE OTOLONTOTE OO TIC GOPUPES
AVETOVUNTEG EVEPYELEG TOPOUKATO:
YoBapog Kot enipovog TOVo 61N KOIMoKN xdpa (oTopdyl) o omoiog umopei va pBdoet Eog Tnv
TAQTY G0G, KOOMG Kot vauTio Kot EPETOC, S10TL Oa piropovcay va gival onueio pAEYLOVIG TOV
TOYKPEOTOG (TOYKPENTITION).

AdLeg avemOOUNTES EVEPYELEG
[ToAd Guyveéc: evdyeTal va, ETNPEAGOVY TEPLEGOTEPOLS amtd 1 aTovg 10 avBpdmovg

. Noavtia (tdon yia épeto). Zuvnbmg e&odeipeTar e TV TAPOSO TOL XPOVOUL.
. Awgppora. Zovnbomg eEaleipeTan pe TV TAPOSO TOL YPOVOL.

Xuyveég

. "Epetoc

Katd v évapén g Bepanciag pe Victoza, evoéystal, 6€ OPIGUEVES TEPITTOGELS, VO TOPUTNPTCETE
OTMAELN VYPOV/APLIATOGCT, TT.). O TEPITTMOT EUETOV, VaVTiOG Kot dtdppotac. Eivar onuavtiko va
amo@HYETE TNV 0QLOATWON TivovTag dpBova VYPA.

. IMovoképarog

. Avoneyia

. DOAeypovi oto otopdyl (Yaotpitida). Ta countdpota teptAapffavouy movo 6To GTOUAYL, VauTio
KoL EUETO

. l'aotpoorcopaywkn maivdpounon (I'OID). Ta cvuntdpato tepthappdvovy kavcalyio

. AAyog 1 516YK®GON TOV GTOUAYOV (KOIAL)

. Kotaxn evoyAnon

. AvcrototnTa

. Aépa (LETEWPIOUOG)
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. Mewopévn 6peén
. Bpoyyitida
. Kowd kpvordynua

. Z6n
. AvEnon ToApodv
. Konwon

. Odovtadyio
. Avtidpacelg g 0éomng éveong (0TmG LOA®TAG, TOVOC, EpLON LA, KvNoUdS Kal eavOnua)
. AvENON TOV TayKpeATIKOV VOOV (OTT®G 1) MTTAoT Ko 1] ApUAdon).

Oy ouyvéc: evdéyetar va ennpedoovv £og 1 oatovg 100 avBpodmovg

. AArepyiKéc avTIOpAoElS OT®MG KVNoUOS (payopa) Kot kvidmon (éva £160¢ depLoTicon
eEavOMuoToC)

. Apuddatmon, pepikéc eopéc pali Pe EAATTOON TG VEPPIKNG AEITOVPYiog

. AtioOnpo xokovyiog (aicOnua duceopiag)

. XoAoABot

. XoAnddyog KOG He PAEYHOVN

. AA\oyn 61N YE00T TOV TPAYLATOV

. Koabvotépnon omnv KEvmor Tov GTOUAYOV.

Ava@opd avemOOunTOV EVEPYELDV
Edv mapatnprioete kdmoto avemBOunTn evépyeia, EVIUEPMGTE TOV YILTPO, TOV POPLOKOTOLO 1] TOV/TNV
VOGOKOHO 6aG. AvTod 1oyveL Kot Yio kiBe mbavr avemBountn evépyeLd TOL dEV AVAPEPETAL GTO TOPOV
@OALO 0ONYIDV YprionG. Mmopeite emione vo avapépete avemBounteg evépyeleg omevdeiog, LEGm Tov
€Bvikod cuoTnHaTOg OVaPOPAS Tov avaypdpeTol oto Hapdptnua V. Méowo g avapopdis
OVETIOOUNTOV EVEPYEIDV UTOPETTE VO, fonONGETE TN GLALOYN TEPLOTOTEPMV TANPOPOPLDY CYETIKA
LE TNV OAGPAAELD TOV TAPOVTOS PAPLLAKOVD.

5. Iog va poidseete To Victoza

To @appako ovtd TPEMEL VO PUAACOETAL GE PEPT TTOL OgV TO PAETOVV Kot dev TO POAVOLV Ta TALO1E.
No pn ¥pnoiponoteite ouTod T0 APLOKO LETE TNV Npepounvia AENG TOL ovaEEPETOL GTNV
EMGNLOVON TNG GVGKELNG TOTOL TEVOS Kot 6T0 Kouti petd t AHEH. H nuepounvia Méng eivaun
TEAELTAIN MUEPO TOV UAVA TTOL OVOQEPETOL EKEL.

Ipw to dvorypao:

dvidooete og yoyeio (2°C-8°C). Mnyv kataydyete. No puAAGCETE 68 oNpEio Lokpld amd Tov
KOTOYOKTT.

Koatd ™ ypnon:

Mmropeite va, S1aTnPioETE T CLGKELN TOTTOV TEVOC Yo 1 pPMva 6Tav T PLAAGGETE G€ Beppokpacia
pipdtepn tv 30°C 1 og yoyeio (2°C-8°C), pakpid amd tov KatayOKTn. Mnv katoyOyeTe.

Ortav dg ypnoylomoleite TNV cLOKELT THTOV TEVAS, TOTOOETNOTE TO KUAVUUO GTN) GUGKEVT] TOTOV
TEVAG Y10, VO TPOGTATEVETAL OO TO PWG,.

Na pn ypnoiLonoteite 0vtd T0 PAPOKO, EAV TO d1dALUA OeV elval dlovYEG Kot dyp®po 1 oxedovV
ApwLO.
Mnv metdite PAPLAKO GTO VEPD TNG OMOYETELONC 1 OTA OKLAK( amoppippata. Potiote tov

(OPLLOKOTTOLO GOG Y10 TO MG VO TETAEETE TAL PAPLLAKO TTOV OE YPTCLUOTOLELTE Tl AvTd T péTpa Ba
Bonbnoovv oty mpoctacio Tov TepPdAiovtog.
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6. Mepreyodpevo TG cVoKEVOGING KO AOTES TANPOPOpieg

T egpréyer To Victoza

- H dpaotikn ovsia eivar n Apayrovtion. 1 ml dteAdpotoc yio éveon mepiéyel 6 mg
Mpayrovtidne. Mia mpoygpiopuévn cuokevn Tomov Tévag meptExet 18 mg Apaylovtiong.

- Ta dAlo GVOTATIKA EIVAL POGPOPIKO OVATPLO SHOPIKS, TPOTVAEVOYAVKOAN, PAVOAN Kol VO®P
Yo EVEGILLOL.

Epg@avion tov Victoza kol wepieydpeva TG 6VGKEVAGING

To Victoza mapéyetor g S1ovy£EG Kol AYpoLo 1 60OV dypmuo EVECIIO O1GAVLO GE TPOYELUGLLEVN
cvokevn Tomov mévag. Kabe cuokevn tomov mévog nepiéyetl 3 ml dtodvpartog, mapéyovtag 30 dooelg
tov 0,6 mg, 15 d6ce1g Tov 1,2 mg 1 10 d6ce1g TV 1,8 mg.

To Victoza dwatifeton oe cuokevacieg mov tepieyovv 1, 2, 3, 51 10 cvuckevég Tomov mévag. Mmopel va
UMV KUKAOQOPOUV OAEG 0L GLOKEVAGIES.

O1 BeAdveg dev mepthapfavovat.

Karoyog Aderog Kvkhogopiog ko Iapaockevaotiig

Novo Nordisk A/S

Novo Allé

DK-2880 Bagsverd
Aavia

To mapdv eOALo 00N YLOV YprioNS avedepOnke Yia TeLevTAiN POPA OTIS

Adreg TNYEG TANPOPOPLOV

Aentopepeic mAnpoopieg yio 1o appako avtd gival dabéoieg otov dikTvakd 1610 Tov Evpomaikon
Opyoviopov Gapudkov: http://www.ema.europa.eu
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OAHTI'IEX XPHXHX THX XYXKEYHX TYNIOY
IHENAX VICTOZA

AwPaoTe TPOGEKTIKA TIS TUPOVGES 001 YieS TPLY
APNOYOTOU|CETE T1] GVOKELY] GUS TUTOV TEVAC,

H ovokevn| tomov névag mapéyeton e

18 mg Mpayrovtidnc. Mropeite va emiléEete dOOELS TV
0,6 mg, 1,2 mg ko 1,8 mg.

H ovokevn thHmov mévag £xel oyed100TEL Yo Xp1ON UE TIG
Beloveg yuo éveon pog ypriong NovoFine 1} NovoTwist
pe uMKog Oyt peyalvtepo amd 8 mm Ko wéyog oyt
ueyorvtepo and 32G (0,25/0,23 mm).

Behova (mapadarypu)
Efatepikd  Ecwrepucd Xdprivn ;
K@hoppe  kdhoppo TPOGTATEVTIKI)

peAdvag Perdvog Behova Tawia

ZUuoKeLI| TOTOV
mévag Victoza

Awafabon

@uciyylo  ouotyyiov KA fuoka . K"OUU?T{' .
Kdivppa méveg L i Quotyyiov Aelkne doo1C ’Zuuﬁolo’
- . | eAEY OV porg
' Ty @
Emioyéag doomg - I
- et
rd

I[pogTowocia TS GVGKEVNS GO TVTOV TEVAG

EAéyEre Tiv ovopacio kot TV £ypoUN ETIKETA TNG
GLOKEVNG TUTOL TTEVOG 00 Yo va. fefarwbeite 6T
eplExeL Apayiovtion. H ypnion AavBocsuévov papudkov
umopel va mpokarécel coPapod kivouvo.

A@a1p€oTe TO KAAVULO TG CVOKELTG TUTOV TEVAG.

.

®

Apaipéote T XAPTIVN TPOGTATELTIKY] Tauvia amd puo véa
Belova piag yprong. Bidwote t Peddva icta Kot oerytd
VO 6T GLOKELT TUTOL TEVAG.

Bydte to e£mtepikd kGAvppa TNG PEAOVAG KOL KPOATHGTE
TO Y10l OPYOTEPQL.

Bydte 10 ecmtepkd kdivppa g felovag kot
amoppiyte TO.

A Na ypnoonoteite mavta pia véa feAova yia kabe Eveon. Avtd peumvel Tov kivouvo
uéivveng, Aoipméng, dtappong AMpayrovtidng, epayuévav Behovav Kat avakpiBoic

docoroyiag.

B B

Belova. Mropei va tpumnfeite and ™ Pehdva.

[IpocéEte va un Avyicel | vrootel AN Cnuid n Perova.
IToté unv TpoomabnceTe Vo ETAVATOTOBETNGETE TO E0MOTEPIKO KAALLLLA TNG PEAdVOG Tiom o
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DpovTida TNG GVGKEVNG GG TUTOV TEVOG

. Mnv npocnaficETE VO EMOKEVAGETE TN GLOKELT TOTTOV TEVAG 1 VO TV OTOGVUVOPLUOAOYNCETE.

. DVAAGGETE TN GLOKELT] TOIOL TTEVOG LOKPLE OO GKOVT), POTOVE KoL LYPE KAOE €1d0VG.

. Kobopiote T 606KELN TOTOV TEVAG UE VAL TAVE EUTOTICUEVO WE VAL NTTLO OITOPPVTTOVTIKO.

. Mnyv eniyeipfioete va v TAOVETE, va T Pubicete og vypd 1 va T Mmdvete, 10TL VOEXETAL VOl
™G TpoKaAécete BAGS.

A INROVTIKEG TANPOPOPIEg

. Mn popdleote T GLOKELT GOG TOTTOV TEVOS ) TIG PEAGVEG GG LE OTOOVONTOTE GALO.

. Kpatnote 1 cuckevn Tomov mévag cag o€ ornueio mTov dgv UTopovV Vo TPOGEYYIGouV GALOL,

Waitepo T TOLO1d.

Yg KGO véa ovokev] TOTOV TTEvaG, ELEYETE TN pon)

EAréyEre T por| mpwv kKGveTe TNV TPOTY £veon pe KGOe
véa cvokevn] TVmov évag. Edv 1 cvokem] oag TOmTov
Tévag ypnoponoreitor o1, avorpééte oto frpa H,
‘Emioyn g 660G cac’.

Ytpéyte Tov emAoyéa 600nG UEYPLS 6Tov TO GOUPOAO

er&yyov pong evBuypapuotel pe Tov SeiKTN. Toppoo
héyyov pojg
emheyuévo

Kpatfote tn cuckevn Tomov mtévag pe ™ Peldva, Tpog Ta
emive. XTumnote amaAd To UGTYYLo e TO SAYTLAO Gag
LePIKEG POPES. Me auTOV TOV TPOTO Ol PUGOAIDESG aEPQL
GUYKEVIPDOVOVTOL GTO EXAV®D UEPOG TOV PLGLYYIOL.

Kpatdvtog tn ferdva mpog Ta ETGVm, TIEGTE TO KOLUTL
doomng uéypig 6tov M Tiun 0 mg gvbuypapotel pe Tov
deikn.

Oa gueovioTel o oTayova ApayAoutiong oTnv axpn g
Belovag. Edv dev eppavictel otayova, emavariafete To
Brnata E é0¢ Z 1o moAd 1€00epig popéc.

Edv e€axolovbeite va pn PAénete Kapio otaydva
Mpoaylovtidng, aAld&éte Tn Perova kot emovorapete To
Pruoto E éog Z pio akdun @opd.

Mn ¥pNGYLOTOMGETE T1 GLGKELT] TOITOL TTEVOS EAV
eEakorovlel va unv eppavifetorl po otayova
MpayAovtidng. Avtd KatadelkvOEL OTL 1] GLGKELT] THTTOV
TéVaG vl EAUTTOUOTIKY Ko TPETEL VAL YPTCUYLOTO|CETE
uia véa.

A e mEPIMTMOOT TOL 1) GLGKELT] THTTOL TTEVOG GOG EMECE GE CKANPY| EMLPAVELN 1] VTTOTTEVEGTE OTL
VIapyel TPOPAN O, Vo TorobeTeite mhvTa pa vEa PeAdva piag ypong Kot vo. EAEYYETE T pon
TPV amd TNV EVEON.
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Emioy1 g 6606Mg 60g

ELéyyete mavta 611 0 deikTNG €ivar evOuypappicpévog
pe v Tipq 0 mg.

Yrpéyte Tov emAoyéa 06oMG LEYPIS OTOL 1 EMBLUNTN
doom evbuypappictel pe tov dgiktn (0,6 mg, 1,2 mg 7
1,8 mg).

Y nepintoon mov emdélete pia ecQoApREVT 600 KATA Eg';ffx""“
MaB0g, amAd aALGETE TNV OTPEPOVTOG TOV EMAOYEN SOOTG 0,6 mg
TPOG TOL TG 1] TPOG TAL EUTPAG LEYPLG OTOV 1] COCTN
doom evbuypappotel pe Tov deikn. Emhéybnie E
o601
p , . . ; 1,2 mg
Otav otpépete ToV eETA0YEN 0OGNC TPOG TO. THOW,
TPOGEETE VO, NV TOTNOETE TO KOVUTL 8doNGC, Kabmg e——ui
evoéyetal va dappedcel ApayAovTion. gg;léxenks @
1,8 gg
Yg TepInTmOT MOV 0 EMAOYENG dOOTG OTAUATIOEL TPV N ]

emBopntn 66om va evBuypapUoTEL e ToV dEiKTN, dgV
EMOPKEL 1] TOCOTNTA TNG EVOTOUEVOLGOS AMPAYAOVTIONG
v pa AP 80o1. TN cuvérELd, umopeite va TpoPeite
o pio amd TIg TOPUKAT® EVEPYEIES:

Aroapéote T 006N 60G GE 0V0 evEsEIS:

Xtpéyte Tov EMAOYEA SOOTG TPOG OTONONTOTE
katevbuvon péypig 6tov evBuvypapuctel n tun 0,6 mg 7
1,2 mg pe tov dgiktn. Evéate tn 600m. Yotepa,
ETOWAOTE L0 VEQ GUGKEDLT] TOTOL TTEVAG Y10 EVECT] KO
€YY0OETE TOL VLOAOUTA MY Y10l VO OAOKATPDOGETE TN dOOM
oG,

Mropeite va dtaupécete ) 8001 Gog LETAED TNG

PN CLLOTOINUEVNC TEVAG KOl HLOG VEONS TEVAG LOVO EGV
elote ekmadevpévol 1 £xete cLUPOVAELTEL TOV
emayyeipotio vysiog oag. XpnolLOTOmGTE (Lo
apBpounyovn yo va oyedidoete Tig 006¢€lg oag. Edv
dwapéoete T d0om AavOacuéva, UTopel va EVEGETE TAPQ
TOAAN 1] TOAD Aiyn Apaylovtion.

Evécte Ty mijpy 006N ue pia véo 6oGKEVY TOTO
wévag:

Edv o emloyéog doong otapatioel Tptv evduypapuotel
n T 0,6 mg pe tov deikTn, ETOYUACTE P VEQ GVGKELT
TOTOV TEVAG KOL EVECTE TNV TAN PN SO0 LE T VEQ
GLOKELN TVLTTOV TEVOG,.

A Mnv npoonabioete va emdéEete Ghhec dooeig and o 0,6 mg, 1,2 mg 1 1,8 mg. Ot apiBuoi
oV 006vn mpénet va, evbuypappilovtor akpiPmg pe Tov deikt Yo vo dtac@aiiletot 6Tt
Aappdvete T oot doo.

O emioyéag 0oNC mapayel Eva KAMK OTav TOV OTPEPETE. M| YPNCLLOTOLEITE AVTOVG TOVG
Nyovg v vo emhé€ete v d00T GOC.

Mnv xpnoIUOTOLEiTE TNV KAILOKO QUGTYYIOL Y10 VO LETPHOETE TNV TOGOTNTO APOYAOLTIONG Yo
€veon - gV €YEL IKAVOTTOUTIKY| oKpifeta.
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"Eveon tng 6001G 60g

Ewsayete ™ ferova péco oto 6éppa cog
APNOLLOTOLDVTUS TV TEYVIKN EVECEMV TTOV 60G £081EE
0 Y10TPOG 1] 0 VOGOKONOG GaC. TN CUVEYELD,
0KOAOVONGTE TIC TUPUKAT® 00N YiES:

[Méote To Kovpml BOGNC Y10 VO TPAYLLOTOTOIGETE TNV
éveon péypig 6tov n Ty 0 Mg evbuypapotei pe tov
ociktn. Katd v éveon, mpocééte va uny ayyiete v
006vn pe ta dayTVAd cag N TEcETE ToV EMAOYEN dOOTG
pog T TGyl Evéyeton va mapepmodiotel ) éveon.
Kpatote matnpévo to kovpmi 066mMg Kot aQnoTe T
Beldva kdTm omd To dépua oag yio 6 devteporenta
TovAdyiotov. Me avtdv Tov Tpomo Ba eiote PEParol OTL
AdBate TV mApn 8601 GO,

Metd and v amoudkpvvon tng Pelovag, vogyetat va
deite o oTaydva AMpayAoutidng oty axpn g Perdvag.
A1 glvatl ucloloyikd kat dev €xel Kopio enidpacn ot
d00m 6oc.

Agarpéote T PeAova. n ‘

g Perovag yopic vo ayyi&ete ) felova ) To eE0TEPLKO

Odnynote v axpr g Perovag oto eEMTEPIKO KAADUUA
KAALPUE TNG. ; l f

Ortav koAvebei n ferdva, TEGTE TPOGEKTIKE TO
e€otepkd KaAvppa Tng PeLOvag. X1 cuvEXELd,
EePddote TN Belodva. Amoppiyte TPOCEKTIKA TN fEAOVaL
KOl ETOVOTOTOOETNOTE TO KAAVLLO, TG CLUGKEVT|G TOTOV
TEVOLG.

‘Otov adeldoel | CLGKEVT THTOV TEVAS, OTOPPIYTE TNV
TPOCEKTIKA YMPIC VoL VITAPYEL PEAOVE TPOGUPTNLLEVT).
[opakareicOe va amoppiyte T CLOKELT] TOTOV TEVOS KoL
N BeAdvo GOUPOVO LLE TIC TOTIKEG OTOULTIOELS.

A No agatpeite mavto ™ PeAova PeTd amd kdbe £veon Kol va QUAAGGETE T1 GVGKELT TOTOL
TEVOG YOpPiG T PEAOVA TPOSUPTNUEVT.

A Avtd perdvel tov Kivduvo empoivvonc, Aoipwéng, dtappong Mpayrovtidng, epayuévov
Belovav kot avakpPovg docoroyiag.

A O1 ppovTIoTEG TPEMEL VAL ivat 1010iTEPA TPOCEKTIKOL KATE TO YEPICUO TOV YPT|CULOTOUUEVDV
Behdvav - yio TNV TPOANYN TPALUOTICUOD 0o T BEAOVEC Kal SIUGTOVPOVLUEVNC LOAVVGTC.
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