ITAPAPTHMA I

IEPIAHYH TON XAPAKTHPIZTIKQN TOY ITIPOIONTOX



1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX
Trulicity 0,75 mg evéGio S1GAVLO GE TPOYEUICUEVT] GUGKEDT] TOTTOL TEVAG
Trulicity 1,5 mg evéoipo dtdAvpa o€ TPOYEUGUEVT] GUGKEVT TOTTOV TEVAG
Trulicity 3 mg gvéoipo dtdAv o GE TPOYEUICUEVT] GLGKEVT) TOTTOV TEVAG
Trulicity 4,5 mg evéoto S1GAVUA O TPOYEUGUEVT] GUGKEVT TOTTOV TEVAG

2. HOIOTIKH KAI IOXOTIKH XYNOEXH

Trulicity 0,75 mg gvéowo didAvpa 6€ TPOYEUOUEVT) GVOKEVT) TOTTOV TEVOC

Kdabe mpoyepicpévn cuokevn tomov névag mepiéyet 0,75 mg vrovioyiovtidn™ o 0,5 ml StoAvpatoc.

Trulicity 1.5 mg evéoluo didAvuo 6€ TPOYEUGUEVT] CLGKEVT TVTTOV TEVOC

Kda0e mpoyepicpévn cuokeun tomov mévog meptéyet 1,5 mg vrioviayiovtion* oe 0,5 ml dtodvparog.

Trulicity 3 mg evéoiuo d1dAvLo GE TPOYEUOUEVT] GLOKEVT TVTTOV TTEVAC

Kda0e mpoyepicpévn cuokevn Tomov mévog meptéyel 3 mg vrovAayiovtion* og 0,5 ml drodvpatog.

Trulicity 4.5 mg evécluo S1GALLLO. OE TPOYEUGLEVT] CUGKEVT TOTOV TTEVOC

Ka0e mpoyepiopévn cuokevn Tomov mévag tepi€yet 4,5 mg vroviayrovtion* og 0,5 ml dtoddparog.
*napdyetar o kOtTopa CHO pécm g teyvoroyiag Tov avacuvovacuévov DNA.

INa tov TA7pN KaTdloyo TV ekddy®V, PA. Tapdypogo 6.1.

3. DAPMAKOTEXNIKH MOP®H
Evéopo didivpa.

Awyég, dypopo SteAvua.

4. KAINIKEX TAHPO®OPIEX
4.1 OgpamevTikég evoeitelg

Toaxyapnonc Awpnne Tomov 2

To Trulicity gvdeikvutol o¢ Oepomevtikn aywyn acdevov nAtkiog 10 eTdv Kot Gve pe un ETopKmg
eAEYYOUEVO COKYOP®OT O1afN TN TOTOL 2 MG EMIPOGOETN ay®YN 6TV SUTPOPT KOt TV AGKN oM

. ¢ povobepameio 6tav 1 ypnon Heteopuivng Bewpeitor akatdAinin Adym dvcaveéiog 1
avtevdeitemv
. eMIPOceTO 68 GALN POPUOKEVTIKA TPOIOVTIA Y10 TIV OVTIILETMMIOT TOV dlafTh.

IMa to oamotedéopata TG LEAETNG OE GYECT E TOVG GUVOLAGUOVG, TIG EMOPACELS GTOV YAVKOIUIKO
£Xeyy0 Ko To Kopdlayyelokd cuuPapoto Kot toug TANvepodc mov peketOnkay, PA. mopoypapovg
44,45« 5.1.



4.2  Aocoloyio Kol TpémOC yopynons

Aocoroyia
Evijlixec

MovoBeparneia
H ovvictodpevn d6on givar 0,75 mg pio eopd v efdopdda.

EminpooBetn Ocparncio
H ocvvietdpevn d6on givan 1,5 mg pia popd v efdopddo.

Edv yperaleran,

o N d6on tov 1,5 mg pumopei va avéndei, petd amd tovAdyiotov 4 efdopddeg, otn 66on TV 3 mg
pio popd v efdopdda.

o 1 d60on TV 3 mg pmopel va avéndel, petd and Tovidyiotov 4 efdouddeg, otn doon TV 4,5 mg
pio eopd v efdoudoa.

H péyiotn 660m gival 4,5 mg o gopd v gfdopudda.

Houdiozpixoc iAnBooudc

H 8601 évapéng yio madiatpikovg acbeveic 10 etdv kot dvo givor 0,75 mg pio popd v gfdopdda.

Edv yperaletor, n 66on pnopet va avénbet o 1,5 mg pia popd v efdopdda petd amnd tovAdyiotov
4 gfdopadec. H péyiom d6om eivan 1,5 mg pio popd v efdopdda.

2vvovaotikl Ocpomeio,

Orav 1o Trulicity mpootebei og vpiotapevn Bepaneio pe peteoppivn 1/xat woyitalovn, 1 TpEyovca
d0oo1 g puetpopuivng 1/kar tng moyAtrtalovng umopei va cuveyiotel. Otav 1o Trulicity mpootebei oe
volotauevn Oepameio pe pet@opuivn /Kot Ue OVOGTOAEN TOV GUUUETAPOPEN VATPIOL-YAVKOING 2
(SGLT?2i), n tpé€yovoa d6om tng petpopuivng /ot tov SGLT2i pmopei va cuveyotel. Otav
npootebel og veioTapevn Bepameio. GoLAPOVLAOLPING 1 IVGOVLAIVIC, UTopel va eEetaoTtel peimon Tng
d001G TNG COVAPOVLAOVPING 1 TNG VGOVAIVIG Y1 TN UEIMGT TOL KIvdHVoL voyAvKoupiog (BA.
mapaypdeovg 4.4 kot 4.8).

H ypnion tov Trulicity dev amartel avtomapakorovdnen e yAvkolng aipatog. H
AVTOTOPAKOAOVONON TOV eMTEd®V YAVKOING 6TO aipa glvar amapaitnTn yio T puduiomn tng 066N
NG GOVAPOVLAOLPING 1 TNG WWGOLAIVTG, Wimg dtav exva 1 Bepareia pe Trulicity kot peidveTo 1
d00T] TG WWGOLAIVNG. ZVVIGTATOL 1) LEI®OT TNG dOOMG TG YGOLAIVNG BAGEL GTASI0KNG TPOGEYYIONG.

Topadletyn docewv

Edv mapoderpdel pia 66om, Ba mpénet va yopnyndel to cuvtopdtepo dvvotdy €6V amopévovy
TovAdyiotov 3 Nuépeg (72 dpeg) €mg TNV ETOUEVT TPOYPUUUATIGUEVT dOoT. Edv amopuévouy Aydtepeg
amo 3 nuépeg (72 dpeg) TPV amd TNV EXOUEVT TPOYPOUUATICUEVT] 60T, 1| Topainedeica doon dev Oa
mpémel va yopnyn el kai 1 endpevn d6o1 Ba mpémel va yopnyNndel KAvoviKA TNV TPOYPOLLATICUET
nuépa. Xe kébe mepintwon, ol acbeveic pmopohv 6T GuVEXELD VO ETAVELDOVY GTO KOVOVIKO
YPOVOSIAYPOLLLLO YOPIYTONG TOL PapuUdco, pia popd TV gfdopdda.

Ewwoi tAnbvcpuoi

Himawuévor aobeveic
Agv amonteiton pvOuon g do6omng pe faon v nikia (BA. Tapdypapo 5.2).



Negppixy ovoieitovpyio
Agv amonteiton pOOuon g d6omng o€ acbeveig pe N, pHETpo 1 cofapn veepikr| Suciettovpyia
(eGFR <90 éw¢ > 15 ml/min/1,73 m?).

Yrdpyel moAd meplopicuévn eumelpio o€ acbeveic ue veppikn vooo tedkod otadiov (< 15 ml/min/1,73
m?2). Lvvenmg 1o Trulicity dev pumopei vo cuotBei oe avtdv Tov mAnbovoud (BA. mapaypdeovg 5.1 kot
5.2).

Hratiky dvolertovpyio
Agv amaiteiton pvOuion g 600mg oe aobeveig e NIaTIKY SuGAELITOVPYIQL.

Houdrorpinoc ninQvouog
H aocpdleia kot 1 amoTeAeGHATIKOTNTO TG VIOLANYAOLTIONG o€ Tondid nAkiog kdt® tov 10 etdv dev

&yovv tekunprwbei Ko dev vapyovy dabéoipa dedopéva (PA. Tapaypdpovg 5.1 kot 5.2).

Tpomog yopynong

To Trulicity Oa mpémel va yopnyeitar pe £veon vwodoping oTNV KOWAaKN ¥dpa, T0 Unpo 1 Tov dvod
Bpoyiova. Aev Ba mpémel va yopnyeiton evOoQAERI®MG 1 EVOOUVTKOC.

H 8601 pmopet va yopnyeital o€ omolodNToTe dpa TG NUEPOCS, LE 1 X®PI YedpaTO.

H npépa g efdopadiaiog yopnynong uropei va aAAdEel, edv eivor amapoaitnto, vod v tpodmodeon
oTL 1 TeAevTaia 600m yopnyndnke 3 N meprocodTEPEG NUEPES (72 DdpEC) vopitepa.

4.3 Avtevosielg

YrepevoioOnoio 61N dpacTikn ovsia 1} 68 KATo1o armd T £KO0Y TOV AVAPEPOVINL GTNV TAPAYPIPO
6.1.

4.4 E10kég TPOEIOOTOMGELS KU1 TPOPVAAEES KATE TN Y(p1jon

IyynAacipwotnza

IIpoxeyévov va Bektimbel n yyvnAacipdtnta TV BlOAOYIKOV QOPUAKEVTIKOV TPOTOVTI®V, TO OVOLLN
Kol 0 aplOpOg TOPTIOOG TOL YOPTYOVLUEVOD POPLAKOL TPETEL VO KATAYPAPETOL LE CAPTVELD.

2okyapnonc dwofntne tomov 1 1 dtofntikn ketoEEmon

H vtovAayAovtion dev Ba mpémet va ypnoponoleital o acOeveic e cakyapdon owpnt tomov 1 1
v T Bepomeio g drafnrtikng keto&Emong. H viovAayAovtidn dev gival VTOKOTAGTATO TNG
WGOLAMVNC.

"Exet avagepBei 1 epedvion Stofntikng KeToémaong 6 WGoVAIVOEEaPTMUEVOVS 0oDEVEIC LETA Omd
tayeio dlokomn 1 peimon g wooviivng (PA. mapdypago 4.2).

2oBopn vOG0C TOL YUGTPEVIEPIKOD GUGTHLOTOC

H vtovAayiovtion dev €xet peretnBel og acbeveic e cofapn vOGO TOL YOOTPEVTEPIKOD
GLOTALOTOC,GLUTEPTAAUPOVOLEVTS TNG GOPUPNC YOO TPOTAPESTC, KOl GUVETMG OEV GLUVIGTATOL GE
ovtobg Tovg acsbeveic. 'Exovv avaeepbel mepiotatikd mov oyetilovtal pe datapayuévn yooTpikni
KEVOOT|, cupmepLapPavoprévng g coPapng yaotpomdpeons. [lapakoiovdnote kai e&gtdote T0
EVOEYOUEVO TPOTTOTTOINGNG 1 SLOKOTNG TG 80N G o€ aebeveic Tov avamticoovy cofapd
YOGTPEVTEPIKH CUUTTOUATO EVO Ppickovtol og Oeponeia.



Ewopbonon og ouvdvooud pe yevikn ovatcOnoio 1 fadid kotactoln

"Exovv avaeepbel mepintdoelg mVELHOVIKNG E16pOPNoNG o€ acbeveic Tov AapPavouy oyvIeTES
vrodoxémv GLP-1 kot vwopdAlovion og yevikn avarcOncio 1 Pabid KataoToAr. Zuvendg, Tptv amod
v ektéAdeon encpPdoewv Le yevikn avorstnoia 1 fabid Kataotoln, Bo tpénet va Aapupdvetot vwoyn
0 0VENUEVOS KIVOLVOC VITOAELLOTIKOD YOOTPIKOD TEPIEXOUEVOL ADY® KABVOTEPTUEVIC YOO TPIKNG
Kkévoong (PA. Tapdypagpo 4.8).

Aouddtmon

Xe aoBeveic mov Ehafav vioviaylovtion, Wiaitepa Katd TV Evapén g Oepamneiag, £xetl avapepbel
aELOATWOTN, 1 oTola LEPIKEG POPEG 00N YEl 6 0EElD VEQPPIKT AVETAPKELD 1) ETOEIVOCT TNG VEPPIKNG
dvodertovpyiog. [ToAAd amd Ta avemBounta veppikd GLUPAVTO TOV avaEEPONKAY TUPOVGIAGTNKAV OE
acBeveig mov gppavicay vavtia, £Ueto, didppota 1 apvddtmon. Ot acbeveig mov Aapfdavovy Bepomeio
LE VTOLAOYAOLTION B TPETEL VO EVILEPDOVOVTOUL Y10, TOV BV KIVOUVO 0lpLOATOONC, 1O104TEPA GE
GYE0T HE TIG AVETIOOUNTEG EVEPYELEC TOV YACTPEVTIEPIKOD Kol VO AAUPAVOLY TPOPLAGEELS Yo vl
ATOPEVLYOLV TNV EALELYN LYPOV.

Oé&eia TaykpeatiTion

H yprion ayovietdv tov vrodoyéa tov GLP-1 éxel oyetiotel pe kivouvo avantuéng oéelag
TOYKPEATITIONG. Xe KAMvikéEG pelétec, £xel avapepbei ofela maykpeatitida og oyéon e v
vtovAayiovtion (PA. mwapdypapo 4.8).

Ot aoBeveic Ba mpémel va EVIUEPDVOVTOL GYETIKA LLE TO YOPAKTNPIOTIKA COUTTOMATA TNG 0&eiog
nwaykpeotitioas. Eav vdpyet vroyia maykpeatitidag, n xoprynomn g vrovioyilovtiong Oa mpénet va
dwkontetorl. Edv n maykpeatitida emPepaiwndei, n yoprynon g viovdayiovtiong oev Bo mpémnel va
EeKva ek VEOV. Zg MEPIMTOOT amovciag dAlmv onueimv kot cuumtopdtov ofging moyKpeatitidog, ot
aVENGELS TOV TAYKPEATIKOY eViOU®V LOVO Oev givar droyvaoTtikég ofeiag maykpeatitidog (PA.
Tapdypoeo 4.8).

Yroylvkoupio
Ot acBeveic mov Aappdvouv viovAayilovtidn oe GuVOLOCUO e GOVAPOVVAOLPIN 1] IVGOLAIVT PTopel
va dtaTpéyovv avénpévo kivouvo vroylvkapiag. O kivévvog voyilvkopiog pmwopei va, petmdel pe

peiwon g 066Mg TS GOLAPOVVAOLPTAG 1 TG WWGOVAIVIG (PA. Tapaypdpovg 4.2 Ko 4.8).

IleprektikdTnTa o€ vATpLo

To eappakevTKd 0LTO TPOIOV TEPLEYEL AMYyOTEPO ad 1 mmol vatpiov (23 mg) avd d6omn, gival avtod
7ov ovopdalovue «ehevbepo vatpiovm.

4.5 Almiemopdocseig pe GAL0 QUPUUKEVTIKE TPOTOVTO KOl GAAES pOPPES aAAnAemidpaong

H vtovAayAovtion kabvotepel T YOOTPIKN KEVOGT KOl DITAPYEL TO EVOEYOUEVO VU EMNPEACEL TOV
PLOUO OTOPPOPNOTG TOV GO TOV GTOLOTOC GLYYOPTYOVUEV®Y POPUUKEVTIKMOV TPOIOVIMV. XTIC
KAWVIKEG QAPUOKOALOYIKEG LEAETEG TTOV TTEPLYPAPOVTOL TOPAKAT®, HOCELS VTOLAOYAOLTIONG £mg 1,5 mg
dev emnpéacay TNV amoppdENCT TOV OO TOV GTOUATOS YOPTYOUUEV®V POPUUKEVTIKMOV TPOIOVI®MV
7oV €EETAGTNKAY GE OTOLOOMTOTE KAWVIKA oYeTkO Pabuo. I'a m doon tov 4,5 mg, £xel TpoPrepdein
ATOVGI0 CNUOVTIKAV CYETIKOV KAVIKOV aAANAeTOpdoemv, Pact{Olevn G€ TPOCOUOIMaT) TG
oappaxokivntikng (PBPK) povtedomoinong vwd guoioloyikéc cuvOnkes.

INo acBeveic mov AapPdvovy viovAoyAovTidn 6€ GUVILAGUO LE OO TOL GTOUATOS POPLOKEVTIKA
TPOiOVTO TaYELOG OTOPPOPNONG OO TO YAGTPEVTEPIKO 1] GKEVAGLLOTO TAPUTETOLUEVIG OTOOEGUEVGNG
VIapyeL N TOAVOTNTO Y10 TPOTOTOMLLEVT £KOECT] GTO PAPUAKEVTIKO TPOTIOV, 1O10ATEPO KUTA TNV
évapén tng Oepomeiog pe viovAayAovTion.



ZitayMmtivn

H éxbeon ot ortayAntivn TapéUEVE OVETNPEAOTY KOTA TN CLYYOPNYNoN UE pia Kot povo doon 1,5
mg vIovAayAouTiong. Metd tn cuyyopnynon pe 2 dadoyikég 66celg viovAayiovtiong 1,5 mg, n

AUC (o) k0L Crnax TG oUTOYMTTTIVIG pEtOON KV Katd mepinmov 7,4 % wai 23,1 %, avtiotorya. O tmax TNG
ortayMmtivng mopatddnke katd tepinov 0,5 dpeg LT T GLYYOPNYNON LUE VTOVAQYAOVTION G
oVvYKpLoN UE TN povobepameio ortayAmtivg.

H ocurrayhmtivn pmopel va mpokaiécet avactoAr] tng DPP-4 ¢mg xat 80 % oe didotnua 24 opov. H
ovyyopnynon viovAayiovtiong (1,5 mg) pe ortaylmtivi avénce Ty kBeom 6T VIOLAAYAOVTION Kot
1 Chnax K0Td TEPiTOV 38 % Ko 27 %, avtioTorya, Kot 0 SIGUESOC tmax TOPATAONKE KOTA TEPITOV

24 mpec. ZVVETMOC, 1 VIOLAAYAoLTION Tapovstalelt LYNAO Babud TpooTaciog EvavTt TG
adpavoroinong tng and v DPP-4 (BA. napdypago 5.1, Mnyovioudg dpdong). H avénuévn ékbeon
umopel va evioyDoEL TNV EMIOPACT] TNG VTOLANYAOLTIONG oTa emineda YAVKO{NG 6TO aiiplaL.

Iopaketapdin

Metd and pia mpmt 66om vioviayriovtiong 1 kou 3 mg, n C, . ™ mapakeTapding perddnke katd 36
% Ko 50 %, avticToya, kot 0 S1APEcOS tmax TOpaTAONKE (3 Kot 4 Dpeg, avtioTorya). Metd amod
ovyyopnynon He £o¢ kot 3 mg vTovAayAovTiong oe otafep| KATAGTACT|, OV TapaUTNPNONKAY
oTOTIOTIKG oNUovTIKES S10popés 6TV AUC(0-12), TN Crmax M TO tmax TNG TOPOKETOUOANG. Agv amarteiTon
pOOIOT TNG 0OOMNG TG TUPOKETAUOANG KATA Tr GUYYOPNYNOT LE VTOVAXYAOLTION.

ArtopBaoctativn

H ovyyopiiynon g vroviayiovtiong 1,5 mg pe v atopPactotivn pHeiwoe 11 Crax Kot TV AUC0-x)
¢m¢ kat katd 70 % kot 21 %, avtiotorya, yio v aropPactativn kon tov peilova petafolritn g, v
o-vopoévatopPactativi. O pécog ti g atopPfactativing Kot g o-vdpodvatopPactativig
avéndnkav katd 17 % kot 41 %, avtictoyyo, LETA Ao TN YOPNYNOT TNS VTOLAXYAOLTIONG. AVTEG Ot
ToPATNPNOELS 08V givol KAVIKE onuavtikéc. Agv amorteitor pOBuct g 60ong g atopPactativig
KOTO T GLYXOPYNOT LE VIOLAUYAOLTION.

Aryoéivn

Metd ) cuyyopnynon otyo&ivng otabepnc katdotaong Le 2 dtodoykcég dOGEIS VIovAayAouTiong 1,5
mg, n cuvoAlkn €kBeom (AUC:) Kat 0 tmax TNG Otyo&ivng mapéuetvay apetdfinta Kot 1 Cmax pHEI®ONKE
¢mc kat 22 %. Avti 1 petafolrn dev avapévetat va £xel KAVIKES emmtdoels. Agv amoarteitan pvbpuon
g 060MG TG O1yo&ivng KOTA T GLYXOPNYNOT UE VIOLAAYAOLTION.

AvTomeptacika

H ovyyopnynon moAhamiodv 66cewmv viovlaylovtiong 1,5 mg pe Mowonpiln otafepnc Katdotaong
dev mpokdAieoe omotadnmote KAviKA onuavtiky petofoin otnv AUC 1} T Ciax TG Movompiing.
ZTOTIOTIKA CUAVTIKEG TOPATAGELS TOV tmax TNG MGVOTPIANG Katd mepimov 1 dpa wapatnpndnioy
ratd tic Huépeg 3 kan 24 g perémng. Katd t cvyyopnynon piag kot povng 0omg viovAayAouTiong
1,5 mg ko peromporoing, n AUC kot 1 Crax TG HETOTPOAOANG cuEROMKaY KaTd 19 Y% ko 32 %,
ovTioTor(d. AV KOl O tmax TNG LETOTPOALOANG TapatdOnke katd 1 dpa, avt 1 HeTaPoAn dev fTov
OTOTIOTIKA GUOVTIKT. AVTEC 01 HETOPOAEC OEV MTAV KAVIKA GNUAVTIKES. ZUVETMC, OEV OOLTEITOL
pOOIoT TNG 0O60MG TNG AMGIVOTTPIANG 1| TNG LETOTPOAOANG KUTA TN GLYYOPTYNON UE VTOVAAYAOLTION.

Bapeapivn

Metd ) cvyyopnynon pe vtoviayiovtion (1,5 mg), n €ékBeon oy S- ko v R-Bapeapivn ko n
Crax TG R-Bapeapivng mapépevav avemnpéaotes, evd 1 Cmax TG S-Popeapivie peiddnke kot 22 %.
H AUCr avénOnke katd 2 %, pio avénon mov givar pdAdov amibBovo vo givol KAMviKd GUovVTIKY,
EVD 0eV TapaTNPNONKE EMIOPACT] GTNV AVTOTOKPIOT) TOV HEYIGTOV dEBVOVE KAVOVIKOTOUEVOD AOYOL
(INRmax). O ypbvog avtamdkpiong tov d1ebvoic kovovikomompuévov Adyov (tINRmax) Tapovcioce
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KaBvoTEPNON KOTA 6 DPEC, 1 OTOI0 GLVADEL LE TIC TUPATACELS TOV tmax KOTE TEPiTOL 4 KO 6 DPEC Y10
v S- kot v R-Bapeoapivn, avtictorya. Avtéc ot petaforéc dev eivor KAVIKE onUavTIKES. Agvy
amorteiton poBuon g d6oMg TN fopeapivig KATd T GLYYOPTYNOoN UE VIOVAAYAOVTION.

Amo TOV GTOUATOC YOPNYOVUEVO OVTIGVAANTTTIKA

H ovyyopnynon g vioviayiovtiong (1,5 mg) pe £va omd Tov GTOUATOG XOPTYOVUEVO
avTIGVAANTTTIKO (vopyeotudtn 0,18 mg/abvvrototpadioin 0,025 mg) dev ennpéace T GUVOALKN
£€kBeom o1 VOPELYESTPOLLIVY KAl TNV AlBVOAOIGTPUSIOAN. ZTATIGTIKA CUUVTIKEG LEIMGELS TNG Crnax
Katd 26 % wat 13 %, kabmg Kot TopaTdoelc TOL tmax Katd 2 kot 0,30 dpec, Tapatnpndnkay yio
VOPELYEGTPOLLIVI KOl TNV aB1VOAOIGTPASIOAN, aVTIGTOL(O. AVTEC O1 TAPATNPNOELS OEV Eival KAVIKG
onuovtikéc. Agv amouteitor poducn g d0omMG TV Ao TOL GTOLUTOS YOPTYOVUEVEOV
OVTICVAANTITIKOV KOTA T GUYXOPTYNOT LE VIOLAXYAOLTION.

Metgoppivn

Metd amod TN GuYYXopNYNoT TOAATA®V 00GEWMY VTOLAUYAoLTIONG 1,5 mg e HETPOpLIvN og GTabepT|
Katdotaon (okevaopa aueong amodéspevong [IR]), n AUC: g petpoppivig avéndnke émg kot 15 %
Kot 1 Crmax pEW®ONKe Emg ko 12 %, avtiotoryo, yopic LetaforéG 0TO tmax. AVTEG OL peTaforég
GUVAdOLY LE TNV KABLGTEPTON YOSTPIKNG KEVOGTC TG VTOVAXYAOLTIONG Kal fpickovTal EVIOC TG
SLKOUAVONG TNG PUPLOKOKIVITIKNG TNG LETPOPUIVIG Kal, GUVETAC, OEV ival KAVIKG oNUOVTIKES. Agv
omorteiton pOOpLoT TG d00NG TG Heteoppivng IR Katd T cvyyopynon pHe viovhayAovTion.

4.6 Tovipéotra, kOnon km yorovyio

Kunon

Yrdpyovv mepropiopéva 1 KaBOA0L dEdOUEVA 0T TN XPTOT TNG VTOLAXYAOLTIONG GE £YKDOVG
yovaikeg. Mehéteg oe (ma £xovv KatadeliEel TOEIKOTNTA GTNV AVATOPAYOYIKY] tkavoTnTo (PA.

TapAypoeo 5.3). ZuVenmg, 1 ¥PNON TNG VIOLAAYAOVTIONG dEV GUVIGTATOL KOTA TN SIOPKELN TNG
EYKLHLOGVVTG.

OnAacpog

Agv glval yvootd €dv 1 viovlayAovtidn amekkpivetal 6To avOpmTivo unTpikd yoio. Aev pmopet vo
amokAglotel 1) vapEn Kvdvvou Yo, ta veoyévvnta/Bpéen. H vioviayiovtion dev Bo mpénetl va
YPTCLLOTOLEITAL KATA TN J1APKELD TOV ONAacUOV.

Tovuotnta

H enidpaon g vioviayrovtidng otnv avlpdmivn yovipdtnto gival dyvmatr). XToug apovpaiovg, dgv
mapatnpnonke dpeon enidpacn oto Levydpmpa 1 1 YOVILOTNTA LETA Omd Bepameia. e
vrovAayAlovtion (BA. mapdypapo 5.3).

4.7 Emopacels 6Ty IKavOTnTo 0017161S KOl YEIPLGUOV UNYOVI|ULATOV

To Trulicity dev £xet kKopio 1 £xel apeAnTén EXIOPACT GTNV IKAVOTNTA 03NYNONG 1 XEPIGLOD
punyovnudtov. Otov xpnoiponoleitol 68 GuVOVAGUS e GOVAPOVLAOVPIA 1) VGOLALIVY, Ba Tpémet va
ouvioTdrtol 6Tovg acheveic vo AapBavouy TpoPLAGEELS VIO TNV ATOPLYN ELPAVIONC VITOYAVKALUING
KATO TNV 001 YNoN Kot ToV XEPIoHO unyovnudtov (BA. Ttapdypapo 4.4).

4.8 AvemOOuNTES EVEPYELES

2Hvown TOV TPOPIA OCOAAELOS

211G OAOKANPOUEVES PEAETES PAoNG 2 KO pAoNG 3 oL d1eényOncay TPOKEEVOL VA VTOGTNPIEOLY
v apykn £ykpiomn tov 0,75 kot 1,5 mg, 4.006 aceveic ektédniov e vIovAayAovTion g



povoBepaneio 1 o€ GLVIVAGUS e AN EOPUAKEVTIKG TPOIOVTA TTOL TPOKAAOVV UElON NG
yAokong. Ot mo cuyva avagepbeioeg avemBOUNTEG EVEPYELEC OTIC KAVIKEG LEAETEC TOV
YOO TPEVIEPIKES, GUUTEPIAAUPBAVOUEVOV VOUTIOG, EUETOV KOl SIAPPOLOC. LE YEVIKES YPOUUEG AVTES Ol
avemBounteg evépyeleg NTav Mg 1 LETprog Papdtntag Kot tapodikés. To amoteAéopaTa amd T
HaKpOypOVIa, LEAETN Kapdtayyelakng EkPaong te 4.949 acbeveic mov Tuyatomomdnkayv 6t
VTOLAOYAOLTION Ko TapaKoAOLONONKAV Y10 SIAUEGO SLAGTNIA 5,4 ETOV NTOV COLPOVA LE AVTE TO

gupnuaTa.

Kotdloyoc tov avemBOunTov EVEPYEIDV GE TIVOKQ

Ot ax6AovBeg avemBounteg evépyeteg £xovv gviomiotel pe faomn v a&loAdynon ToV KAVIKGOV

UEAETMV PAoNC 2 KOl AN 3, TNG LOKPOoYpOVIaG LEAETNG KapdlayyEloKNG EKPaong oe oOAdKAN P T

SLAPKELL TOVG KO TIG OVAPOPEG PETA TNV KVKAOQOpPia TOL TPoidvtoc. Ot avembBOuNTEG EVEPYELEG

avaypdaeovtal otov [ivaxa 1, copemva pe tov Tpotipdpevo 6po katd MedDRA avd katnyopia
0pYaVIKOD GLGTHLOTOC Kot Katd pBivovoa celpd enintwong (moAd cuyvéc: > 1/10, cuyvég: > 1/100
¢wc < 1/10, oy ouyvéc: > 1/1.000 éwg < 1/100, omdvieg: > 1/10.000 £ém¢ < 1/1.000, moAd omdviec:
<1/10.000, Kot pun yvooTig cuyvoTnTag: 0eV HTOpovV vo. ekTiunBobv pe Bdon ta debéotipo dedopuéva).

Y& k@Oe karnyopia enintwong, o avemiBounteg evépyeiec mapovotdlovral katd ehivovcsa celpd

ovyvoTTOG. Ot cLYVOTNTEG TV OVETIOVUNTOV EVEPYEIDV EXOVV VTTOAOYLGTEL UE Pdomn TV emintwon
TOVG OTIG EYKPITIKEG LEAETEG PAOTG 2 Kot Ao 3.

[Mivakag 1. H cuyxvomta TV avembiuntov evepysidv ¢ VIOVAAYAOVTIONG

Katyopia oAb ovyvég Yoyvég Oy ovyvég Yravieg Mn
0PYavVIKOD YVOOGTIG
GUOTINOTOS oVYVOTNTOG
Awtapayés Tov YrepevoicOnoio | AvaQuAakTikn
(VOGO TIKOD avtidpoon”
GULOTNNOTOS
Awrtapayéc Tov | Ymoylvkoupio® Ymoylvkoupio* Apuvddtmon
petopoilopov (6tav (6tav
Kol TG 0péyng | xpnolLoTOIEITOL OE| PN OULOTTOLETOL
oLVOLAGLLO ¢ povobepameio
LE tVGOLALVY, N 6€ GLVOLOCUO
YAHETPION, pe peT@oppivn
ng(popu{vnT f] Kot TClO'Y)\‘lT(lCO’Vn)
petTeopuivn Kot
YAMUETLPION)
Awtapayés Tov Avoyegvoia
VEVPIKOD
GULOTNNOTOS
Awrapayéc tov | Noavtia, Mewwopévn 6peén, Oéeia Mn
YOGTPEVTEPIKOV |dLdppola, dvuomeyia, TOYKPENTITIOON, | UNYAVIKN
£UETOCT, KOIMOKS | OLGKOIALOTNTA, KaBvotepnpévn | eviepikn
dAyoct UETEDPIOUOG, YOGTPIKN andppaén
KOWAOKT O1dTao, KEVOOT)
YOGTPOOICOPAYIK
N ToAvopounen,
EpLYEG
AwTapay£cTov XoloMbBioon,
NTOTOS KOl TOV YOAOKVLOTITION,
AOANPOP@V
Awtapayés Tov Avyyegrooidnuo®

0éppaTog KoL
TOV VTOOOPLOV
16700




Ievikég Konmwon Avtidpdoeic ot
olaTapayés Ko 0éon g éveonct
KOTOGTAGELS TG
0600 yopryneng
Hopoxivikég dheforopPikn
eEeTdoelg Tayvkopdia,

KOATIOKOIALOKOG

OTOKAEIGHOG

TPdTOL PadLov

(AVB)

# AO avapopég LETA TNV KVKAOQOPia TOV TPOIdVTOC.

* TekunPOUEVT, CUUTTOUATIKY VTOYAVKopio pe YAukoln aipotog < 3,9 mmol/l

T T T 860m viovkayhovtidng 0,75 mg, 1 GLYVOTITA TOV AVETIOVUNTMV EVEPYELDV AVTIGTOLOVGE
oTNV KOt yopio TG apEcmS YOUNAOTEPNG EMMTOONC.

$H cuyvomra mov mapotnprnke o pia moudtotpiky pedétn nrov cvyvy. 3,9 % (2 acdeveic) oty
opado viovAiayiovtiong 0,75 mg, 3,8 % (2 acBeveic) otnv opdda vioviayiovtiong 1,5 mg kot 2 %
(1 asBevig) oty opdada tkovikoy eapudkov. OAa ta cuUPavTa NTav NG £0C LETPLOG
coPapotntag.

TIeprypaon smdeyuévayv avembountwv EVEPYEIOV

Yroyloxouuio

Otav 1 vtoviayiovtion oe dooelg 0,75 mg kat 1,5 mg ypnoiponomdnke wg povobepaneia 1 o€
GLVOLAGUO UE LETQOPUIVI] LOVO 1 LETQOPLIVY Kot ToyATalovn, 1| EMIMTOOT TEKUNPIOUEVIC
CUUMTOUOTIKNG VITOYAVKapiog fTav 5,9 % £wc 10,9 % kot o1 cuyvotnteg nTav 0,14 Emg

0,62 ene106010/000gvi)/ETOC, EVD dev avapEpOnkay enelcdd10 coPapng LIOYAVKALIOG.

H enintoon tekpumplopévne GOUTTOUATIKNG VITOYAVKALUIOG OTOV 1) VIOLAayAoVTion o€ 66celg 0,75 mg
kot 1,5 mg, avtictoyya, xpnoiponodnke oe cuvOVAGUO LE Uit GOLAPOVVAOLPI KoL LETPOPUIVI NTAV
39,0 % ka1 40,3 % ko ot cuyvotTeg NTav 1,67 ko 1,67 ensicddio/acbeviy/étoc. H enintmon
eme1c0dinv coPfapng vroyAvkaiiog tav 0 % kon 0,7 % kot ot cuyvotnteg frav 0,00 kot

0,01 eneic6d10/0c0evi)/ETOg Y100 KABE dOGM, avtioToryo. H enintmon Tekunplopévng GOUTTOUOTIKNG
vroyAvkoiog 6tav 1 vioviAaylovtion o€ 06on 1,5 mg ypnoyoromnke 6€ GUVOILAGHO LE
covApovoiovpio uoévo Ntav 11,3 % ko  cuyvotnta rav 0,90 encicddio/acbevr/étog Kat dev
vpEav 16610 GOPOPNC VITOYAVKALUINGC.

H enintoon tekpumplopuévng COUTTOUATIKNG VITOYAVKALUIOG OTOV 1) VIOLAAYAOVTION o€ 60om 1,5 mg
PN OLOTOONKE GE GLVOVAGHO LE YAapYVIKT tvoovAiv fitav 35,3 % kot 1 cuyvotnTa oy

3,38 encrcoo10/acBeviy/étoc. H enintmon eneicodimv coPaprig vroyivkopiog frav 0,7 % ko n
ouyvotnta nrav 0,01 enelcod1/acOevi/étog.

H enintoon 6tav 1 viovAayiovtion og d6c¢eig 0,75 mg ko 1,5 mg, avrictotya, ypnoonomOnke o
oLvdVLaCUO LE YELHOTIKT] tvooLAIv) fTav 85,3 % kot 80,0 % kot ot cuyvotnTeg ftav 35,66 Ko

31,06 ene1c0010/ac0evi/étog. H enintmon encicodimv coPaprig vroyivkopiog rav 2,4 % ot 3,4 %
ka1 ot ouyvotnteg frav 0,05 kon 0,06 erelc6d10/ac0evi/ETog.

e o peAét eaong 3 g v gfdoudda 52, dtav ypnoomomdnke 1 viovAayAovtion o€ d6celg 1,5
mg, 3 mg kot 4,5 mg 6€ GLVOVAGHO LE UETPOPUIVT, ] EXITTOOT TEKUNPIOUEVNG CUUTTOUOTIKNAG
vroylvkopiog nrav 3,1 %, 2,4 % kot 3,1 %, avtictoyya, kot ot cuyvotnreg fitav 0,07, 0,05 kot 0,07
enelc6010/acBevi)/EToc, evd avapEpinie Eva enelcOd10 GOPap1g VITOYAVKALUIOG LE VTOLAXYAOLTION
v 11§ 060e1g Tov 1,5 mg kat 4,5 mg, avtictolyo.

AvemBounteg eVEPYEIES TOD YO.TTPEVTEPIKOD

H cvykevipotiki avagopd ovemBiunT@v EVEPYELDY TOL YOOTPEVTEPIKOD GLOTHIOTOC £MC KoL

104 eBdopadeg yia tig 066¢€1g vioviayiovtiong 0,75 mg kot 1,5 mg, avtictoya, Tepiidpufove vootio
(12,9 % ko 21,2 %), duappora (10,7 % wo 13,7 %) ko épeto (6,9 % kou 11,5 %). Avtég ot
avembounteg evépyeleg NTav cuvnO®G HITaG 1 LETPLOG BopdTNTOG Kot ovapépOnke OTL 1) LEYIOT
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£VTOoN TOVG TapoTPHONKE KaTd TN didpKela TV TpOTOV 2 gfdopuddmv Bepameiag, Evd VTOY®PNCOV
Ue ypryopoug pubuotc oto didotno Tmv emdpevey 4 BOoIAdmV, LETA TO 0010 1) GLYVOTNTA
TOPEUEIVE GYETIKG oTafEPT).

e o perétn edong 3, pe d06celg viovAayiovtiong 1,5 mg, 3 mg ko 4,5 mg avtictorya, M
GLYKEVTPMTIKT OVOQPOPA AVETIBOUNTMOV EVEPYELDY TOVL YOGTPEVIEPIKOV GUGTNHILATOG MG TNV efdoudda
52, mepreddpPove vavtia (14,2 %, 16,1 % ko 17,3 %), dippora (7,7 %, 12,0 % o 11,6 %) ko €peto
(6,4 %, 9,1 % ko 10,1 %).

e peréteg KMvIKNG pappakoioyiog mov dieEnybnoav oe acbeveig pe cakyapmon dtafritn tomov 2 ya
£€0¢ Kot 6 BOOUADEG, 1) TAELOVOTITO TOV OVETBVUNTOV EVEPYELDV TOV YOOTPEVIEPIKOD GLUGTNUOTOG
avaépnkay Katd Tn S1APKELN TOV TPOT®Y 2-3 NUEPDV LETA TNV aPYIKT OO KL VITOXMDPNCAV LE TIC
enokoilovdeg 60celS.

OCeia maykpeatitioo

H enintoon o&giag maykpeatitidog oTig eykprtikég pehéteg paong 2 kot 3 firav 0,07 % yuo
vtovAayAoutidn oe cOyKkpion pe 0,14 % yio to gucovikd eappako kot 0,19 % yio Tovg GLYKPITIKOVS
TOPAYOVTEG UE M Yopic emmpochetn avtidiapntikn Oepaneio vofadpov. O&eia Taykpeatitida Kot
TOYKPEOTITION £YoVV emiong avopepbel LETO TNV KLKAOQPOPIo TOV TPOidVTOG.

Taykpeatira évivuo

H vtovhaylovtion oyetiletan pe péon avénon Tov maykpeatikdv evoopmy (Mmdon 1/Kot ToyKpeaTikn
apviaon) katd 11 % éwc 21 % oe ouykpion pe Ta enineda avapopds (BA. mapdypagpo 4.4). Xe
nepintwon amovoiag dAlmv onueimv kot cupnTOUdTOV 0Eglng ToyKpeaTITIONS, 01 ALENCELS TV
TOYKPENTIKOV EVEOL®V 1LOVO deV gival dlayvmoTikéc ofeiag TaykpeatiTidug.

Avénon kapoioxod poluod

Mkpn péon avénon Tov Kapdakod puipov Katd 2 £mc 4 cuypnovs avd Aentd (bpm) Kot eninTmon
oAePoropfikng tayvkapdiog 1,3 % kot 1,4 %, pe mopdAAnin avénon kotd > 15 bpm and ta enineda
avaopdg, mopatnpiinkay pe d6ce1g vioviayrovtidng 0,75 mg kot 1,5 mg, avtictotya.

e o peAét eaong 3, pe docelg vioviayiovtiong 1,5 mg, 3 mg kot 4,5 mg, 1 enintoon
oAePoropfikng tayvkapdiog frav 2,6 %, 1,9 % kar 2,6 % pe moapdAAnin avénon katd > 15 bpm ond
Ta enimeda avoeopds aviiotoiywe. [apatnprnke péon avénon tov Kapdiakov puBuov katd 1 — 4
o@LYUOVG ava Aemtd (bpm).

Kol rokoidiakog amoxleiouog mpwtov fabuod/rapatoon diaotiuotos PR

Muwpn péon avénon tov dwotipatog PR katd 2 €émg 3 msec amd ta enimeda avopopis Kot EXITTMOON
KOATOKOIAMOKOD OTOKAEIG OV Tp@TOL Pafuov 1,5 % kot 2,4 % mapotnphniay pe Tig 600e1g
vrovAayrovtiong 0,75 mg kot 1,5 mg, avrictotyo.

e o pedétn eaong 3 pe d6celg viovAayiovtiong 1,5 mg, 3 mg kot 4,5 mg, 1 eninTOOoN
KOATOKOIAMOKOVD 0TOKAEIGHOD Tp@TOL Pafuov ftav 1,2 %, 3,8 % kot 1,7 % avtictorya.
TTapampndnke péon avénomn tov daotiuatog PR katd 3 — 5 msec and ta eninedo avoapopdc.

Avoooyovikotyzo,

2116 eyKplTikég puelétec, 1 Oepamneio pe vioviayiovtion oyetiomke pe 1,6 % enintoon epedviong
OVTICOUATOV KOTE TN VTOLAXYAOLTIONG Katd T ddpkela g Oepameioc, vtodnAdvovtog 0Tt ot
doukég Tpomomomoelg oto tufua Tov GLP-1 kot ota tpormonomuéva tuipatae tov IgG4 tov popiov
™G viovAayhAoutiong, pali pe vynin opoioyia pe to eyyevég GLP-1 kan to eyyevég IgG4,
EAOY1OTOTOL0VY TOV KiVOUVO 0VOGOLOYIKNG ATAVINGNG KOTd TG VTovAayAovtidng. Ot acOeveic pe
OVTIOMUOTO KOTE TNG VTOLAOyAouTidNg elyav yeViKa yaunAovg TitAovg Kot Tapd To yeyovog 0Tt 0
apBpoc TV acbevav Tov aVETTLENY AVTICMUOTH KATO TG VIOLANYAOLTIONG NTOV YOUUNAOG, N
g&étaon TV 6edouévev PAcnc 3 Ogv AmTOKAADYE KATOL0 GaPT EXIOPOCT] TOV AVTICOUATOV KATE TNG
vrovAayrovtiong otic petaforéc e HbAlc. Kavévag amd toug acheveic pe cuotnuatikn
vepevatctncio dev avETTLEE OVTIOMUATO KATEA TG VTOVAXYAOLTIONG.
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YrepevaioOnoio

2T1G eYKPITIKEG LEAETEC pdiomg 2 Kat Pdomng 3, EXElGO0 GLGTNUOTIKNG VITEPEVOLTONGiag (..
Kkvidwon, oidnua) avaeépdnkav oe 0,5 % tov acBevav mov AduPavoy viovlayiovtion. [epiotatucd
OVOQLANKTIKAG AvTIOPAONG, LE YPTON VIOLAXYAOLTIONG LETE TIV KUKAOPOpPIa TOV TPOTIOVTOG, £YO0VV
oavoeepBel omavia.

Avudpdaoeis atn éon g Eveans

AvemBounteg evépyeleg ot B€om g éveong avapépnkav og 1,9 % tov acbevav mov Adpupavoy
vrovAayrovtion. [TiBavé avocodiopecsorafovpeveg avemiBounteg evépyeteg ot 0€om g éveong (m.y.
eEavonpua, epdnua) avaeépbnkay o 0,7 % tov acbevdv Kot Tov cuvnBmg Nies.

Mokonn ¢ Oepomeiog Aoyw piag avem@ountng evépyelog

2115 peréteg dudpretag 26 fdopddwv, 1 enintmon dtakomng g Bepaneiog Adym avemBountwv
gvepyemv NTav 2,6 % (0,75 mg) kot 6,1 % (1,5 mg) yio v viovdayrovtion évavtt 3,7 % yo to
€KOVIKO Qdpuako. Kab' 6An tn didpketa tng perétg (§og kot 104 eBoopddeq), N EXITTOOTN O10KOTNG
¢ Oepameiog AOym avembBountev evepyeimv nTav 5,1 % (0,75 mg) kot 8,4 % (1,5 mg) yio mv
vtovAayAoutidn. Ot cuyvotepes avemBountes evépyeiles mov odnynoav o€ dlakonn g Oepameiog yio
T1G d6GElC viovAayiovtiong 0,75 mg kot 1,5 mg, avtictorya, ftav vavtia (1,0 %, 1,9 %), dwdppowa (0,5
%, 0,6 %) ko Euetoc (0,4 %, 0,6 %) Ko avaépOnKay ev YEVEL EVIOS TV TPDOTOV 4-6 EBSOUAdMV.

e o pedétn eaong 3, pe dooelg vioviayrovtiong 1,5 mg, 3 mg kot 4,5 mg, 1 eninT®oN SOKOTNG
g Oepameiog AOYm avemBOUnNT®V evepyeL®dV, 6TO dldoTnua TV 52 efdouddwny, ntav 6,0 % (1,5 mg),
7,0 % (3 mg) ko 8,5 % (4,5 mg). Ot mo cvyvég avemBouNTES EVEPYELEC TOV OONYNGOV GE SLUKOTN TNG
Oepameiog ya tig 060elg viovhayrovtidng 1,5 mg, 3 mg kot 4,5 mg avrictoyya, nrav vavtia (1,3 %,
1,3 %, 1,5 %), duappoia (0,2 %, 1,0 %, 1,0 %), kot Euetoc (0,0 %, 0,8 %, 1,3 %).

Adbaoeis viovdaylovtions twv 3 mg koi 4,5 mg

To mpopid acpdrelag oe acbeveic mov Erafav vioviayiovtion 3 mg kot 4,5 mg pio popd v
gPdoudon ival avTioTOLYO LLE AVTO TOL TEPLYPAPETUL TAPUTAV® Y10 TIC dOGELS VTovAayAovtiong 0,75
mg kot 1,5 mg pia popd v gfdopdda.

Taidrazpiros ninBoouog

To mpopik acedrelag oe TadloTpikovg acbeveic niikiog 10 eTdv kot dvo Tov EAafav viovhayAovTion
0,75 mg ko 1,5 mg pio popd tnv efdopdda eivar cLYKPIGIHO e VTO TOV TEPTYPAPETOL TOPATAVED
Y eviAikeg acOeveic,

To mpoeik avosoyovikdtag 6e TaudaTptkovg acbeveig mov Elafav vioviaylovtion sival avtictolyo
LE oV TO TOL TEPLYPAPETOL TOPATAV® Yo EVIAIKEG acBeveic. Xtnv mondtatpikn nerém, 2,1 % ko

4,0 % 1oV acbevav Tov Elafov Bepomeio e E1KOVIKO PAPUAKO KOl VIOVAAYAOVTION avTioTolya,
avETTLENY AVTIGMUOTO KATE TG VIOLAXYAOLTIONG Katd TN dtdpketla TG Oepameiag.

Avopopd Thavoloyoduevav avemBOunTmV EVEPYELDY

H avagopd mhavoroyoduevoy avemBOUNT®V EVEPYELDY LETA A0 TN YOPNYNoN GO0 KLKAOPOPToG
TOL QOPUAKEVTIKOV TPo1dvTOog eivan onpavtikn. Emtpénetl ) cvveyn mapakorovdnomn e oyéong
0PEAOVG-KIVOUVOL TOVL QOPUAKEVTIKOD TPOTOVTOG. Znteitat amd Toug enayyelaticg vyeiog vo
avaPEPOLY OTTOIEGONTOTE TOUVOALOYOVUEVEG OVETIOOUNTEG EVEPYEIEG LEGH TOV £BVIKOD GUOTNUATOG
ovaeopds mov avaypdestor oto Hopdptmua V.

4.9 Ynepooocolroyia
O1 emOPAGELS TG VIEPOOGOAOYIOG VTOVANYAOVTIONG OTIG KAWVIKEG LeAETEG TEPIAAUPavVAY StoTapayES
TOV YAGTPEVIEPIKOV GLCGTNHLOTOG KOl DITOYAVKOLA. Xe TEPITT®MOT VITEPIOCOAOYING, Oa TPEMEL VoL

EeKVA KOTAAANAT DTOGTNPIKTIKY Oepameio GOUPOVO LE TO KAIVIKG GNUEIN Kol GUUTTOUOTE TOV
acBevoug.
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5.  ®APMAKOAOI'IKEX IATOTHTEX
51 ®@oppoxodvvopikES 1010TNTES

Doapuaxobepamevtikn kotnyopio: OapuaKo YPNGLLOTOIOVUEVE GTOV dlafnTr, PapHaKa Yo T PEiwon
TOL COKYAPOL TOV OULATOG, E£0POVUEVAV TV tvoovMvav, Kwduwog ATC: A10BJ0S

Mnyovicpdc dpdong

H vtovAayAovutidn eivatl évog pokpdg dpacng aymvioTig TOL VITOd0YEN TOV OUOLALOVTOG TNG
yAvkayovng mentidiov 1 (GLP-1). To pdpio amotereiton and 2 mavopoldTuIES 0AVGIOES, GUVOEOEUEVES
pe d1oovAgidto, kabepio amd Tig omoisg mePLEYEL pia TpomomotnéVN akolovdio avaAdyov Tov
avBpamivov GLP-1, opotonoiikd cuvoedepévn e Evo tpomomompévo Tunpa Papidg aiveidag (Fe)
g avBpomivng avocoseapivng G4 (IgG4) péow evog pikpov TERTOKOV cuvoétr. To Tunua tng
vTovAoyAoutiong mob eivar avdioyo tov GLP-1, eivar katd wepimov 90 % opdroyo e 1o eyyevég
avOpamivo GLP-1 (7-37). To eyyevéc GLP-1 éyet ypovo nuicetag (ong 1,5-2 Aemtd Ady® g
amodounong arxod tn DPP-4 kot g veppikng kdbapong. Avtifeta pe to eyyevég GLP-1, 1
vTovAoyloution givar avOektikn oy amoddunomn and t DPP-4 ko £xel ueydro péyebog, to omoio
KaOvoTEPEL TV ATOPPOPNON KOl UELDVEL TN VEPPIKT] KAOaPGOT). AVTE TO, YOPUKTNPLOTIKA EXOVV MC
arotéAleopa dohvtn obvBeomn kot TopateTtapévo ypovo nulmng 4,7 nUePOV Tov KabioTtovV TO
QAapraKo KATAAANAO Yio vToddpia yopnynon pia popd v efdoudda. Emmpocitwe, To nopto g
VTOLAOYAOLTIONG GYESAGTNKE e GKoTO TNV TPOANYM TG e€apTmdpevng amod tov Fey vmodoyéa
OVOGOAOYIKNG ATAVINGTG KOl TN LEI®ON TOL 0VOGOYOVOL SUVOULIKOD TOV.

H vtovAayAoution emideikvoel apkeTég avTivmepyALKaALUKES Opacelg Tov GLP-1. e avénuéveg
GLYKEVTPMGELS YAVKOING, N VTovAayAouTion avéavetl Ty gvdokvttdpia kukAiky AMP (cAMP) ota f3-
KOTTOPO TOL TAYKPEATOG, TPOKAADVTOS OTodEGELST voovAdivig. H viovdaylovtidn KatactéAlel TNV
£€KKplomn YAvkayovng, 1 omoia givar yvwotd Oti gival anpocpopa vYnAn o acbeveig pe dtaprtn tomov
2. XounAOTEPEG CLYKEVTPDOGELS YAVKOYOVNC 001 Y00V GE LEIOUEVT NTOTIKY Topoy@yn YAVKO(ng. H
vTovAayAoution kabvotepel eniong T YUOTPIKN KEVOON.

DapurokodvvaLkéc emOpUcELS

H vtovAayAovtion Peltidvel To YAVKOIUIKO EAEYYO HECH TOV SLOTNPOVUEVOV EMOPACE®V LelmOTg
TOV GLYKEVTPMOEMY YAVKOING O& KATAGTAGT) VNOTELOS, TPOYEVIATIKE KOl LETAYEVUOTIKA o€ ac0eveig
pe daPnen tomov 2. Ot emdpdoelg avtég Eekvohv LETA TNV TPAOTN YOPNYNON TN VTOLANYAOVTIONG Kot
dtatnpovvrot ko' OAN TN SLIpKELD TOV SLUGTIHOTOC YOPNYNoNG Mia @opd TV efSoudda.

Mio pelét eopraKodLVAIKIG Le VTOVAaYAoVTiON Katédelle, o€ acbeveic pe dafntn tomov 2,
OTOKOTACTACT TNG TPMTNG PACTG EKKPLOTG IVGOLAIVG G emineda Tov viepEPatvay T
mapotnpnoévta enimeda 6€ VY ATOUA TOV AGUPOVAY EIKOVIKO QApLOKO KOOMG Kot BeAtioon Tng
devTEPNG PAOTG EKKPLOTG IVGOVAIVIIG MG avTamOKPLoT 6€ evOopAEPLa bolus yoprynon yAvkoing. Xtnv
Ot peAétn, pia kot povn d0om viovdayioutiong 1,5 mg edvnke va avédvel T uéylotn EKkpion
WGOLAVNG amd To B-KOTTOPO KO VO EVIGYVEL TN AgLTovpYia TOV B-KuTThpmv o€ acbevelg pe
COKYOPMON 010NN TOTOL 2 GE GVYKPIOT UE TO EIKOVIKO PAPUOKO.

e evapuovion UE TO TPOPIA PAPUOKOKIVITIKNG, 1] VIOLAXYAOVTION dtafétet Eva mpopi
QOPHLOKOSLVAIKTS TOV glvar KATAAANAO Yo yoprynon pia opd tv gfdopdda (PA. mapdypago 5.2).

KAwum amoteleouotikdTnTo Kot acOdAsio

T oxayurog éleyyog

H ac@dieia kot 1 amoTeAeoHOTIKOTNTA THE VTOVAXYAOLTIONG agloloynOnkay og déka
TUYOIOTOMUEVES, EAEYYOUEVES PHEAETEG OAoTG 3, OTIC omoieg cuppeteiyav 8.035 acBeveic pe dapn
TOmov 2. Amd avtoic, ot 1.644 ftav nAiag > 65 etmv, and Tovg omoiovg ot 174 ftav niwiag > 75
€T®V. Avtég o1 pedétec mephauPavoy 5.650 acbeveic mov éhafav Oepameio e vioviaylovtion, amod
Tovg omoiovg ot 1.558 élaPav Bepancia pe Trulicity 0,75 mg pia popd tnv efdopdda, ot 2.862 rafav
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Oepaneia pe Trulicity 1,5 mg pia eopd v efdoudda, o1 616 éhapav Oepaneia pe Trulicity 3 mg pia
@opd Vv gfdopada kot or 614 EhaPav Bepaneio pe Trulicity 4,5 mg pia eopd v efdopddo. Xe OAeg
TIG LEAETEG, 1 VIOLANYAOLTION TaPETXE KAVIKA OTUOVTIKEG BEATIOCELS GTO YAVKOUIKO EAEYYO, OTIMG

petpnonke pe Pdon ™ yAvkolowpévn opocsparpivn Ale (HbAlc).

MovoBepansia

H vtovAayAiovtion peietinke o pio ereyyopevn pe dpacTikd QapuoKko pekétn povobepomeiog 52
gfdouddmv oe cuykpion pe ™ peteoppivn. Ot docelg 1,5 mg kot 0,75 mg tov Trulicity fTav avdtepeg
amo ) petopuivn (1500-2000 mg/Mmuépa) g mtpog t peiowon g HbA lc kot onuavtikd peyoldtepn
avaioyio acBevov métuyav otoxsvopevn HbAlc < 7,0 % kot < 6,5 % pe tig d6oe1g 1,5 mg ot

0,75 mg tov Trulicity o€ cOyKpiomn pe TN pHeTopuivn oTig 26 efSoUAOES.

[Tivakoag 2. AmoteAéopota piog EAeyyOUEVIG LE SPACTIKO PAPHOKO LEAETNG povobepameiog 52
ePSopddmV pe 500 dOGELS VIOVANYAOVTIONG GE GUYKPLOT| LLE TN LETPOPUIVT

HbAlc Méon AocOgveig otovg omoiovng  Metafory Metaforn
KOTd TV petapoin) emTevONKE 0 6TOYOG ™mge T0V
évapén g mge HbAlc YAK6lnNg  copoTiKov
REAETNG HbAlc vnoTteiog papovg
aipoTog
(FBG)
(%) (%) <7,0 % <6,5% (mmol/l) (kg)
(%0)* (%)
26 gfoonaosg
Ntoviaylovtion
1,5 mg plo. gopa |5 ¢ 20,781t 61,5" 46,07 1,61 2,29
™mv gfdopdda
(n=269)
Nrtoviaylovtion
0,75 mg
uio opd v 7,58 -0,717t 62,6" 40,0" -1,46 -1,36*
efooudoa
(n=270)
Metpoppivn
1500-2000 mg/n 7,60 -0,56 53,6 29,8 -1,34 -2,22
uépa (n=268)
52 efoopdosg
NrtovAayrovtion
1,5 mg pia gopd 7,63 -0,70" 60,0" 42,3% -1,56" -1,93
v gfdopdda
(n=269)
NrtovAayrovtion
0,75 mg pia
Qopa TV 7,58 -0,55" 53,2 34,7 -1,00 -1,09*
gPoopadn
(n=270)
Metpoppivn
1500-2000 mg/m 7,60 -0,51 48,3 28,3 -1,15 -2,20
uépa (n=268)

T dopBouévn yio mordamhotnta povomievpn Tiun p (p-value) < 0,025, yuo un avotepdtnTa,
11 olopBwpévn yuo toAlamAdtnTo povorhevpn Tun p (p-value) < 0,025, yio v ovetepdTnTa TNg
VTOLAUYAOLTIONG EvavTt Tng peteopuivng, a&loroyneica pwovo yio v HbAlc
#p<0,05," p<0,001 yia TRV opdda Oepomeiog pe viovayAlovtidn oe cOYKpPIoN U TN HETQOPUIvN
*tiun HbAlc 7,0 % (DCCT) avtictoiyei o 53,0 mmol/mol (IFCC) (péon yAvkoln aipotoc:
8,6 mmol/l)
P i HbAlc 6,5 % (DCCT) avuictoryei oe 47,5 mmol/mol (IFCC) (uéon yAokoln aipatoc:
7,8 mmol/l)
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FBG = petaporn g yAvkolng vnoteiag aipatoc, DCCT = Aok EAEyyov Awofntn ko EmimAoxkmv,
IFCC = Atebvnig Opoomovdio KAwviknig Xnueiag kot Epyactnploxnig latpikng

H ocvyvomta TeKunploHévng GCOUMTOUATIKNG VITOYAVKOLUIOG e 00GELG VTovAaylovTidng 1,5 mg kot
0,75 mg ko peteoppivn frav 0,62, 0,15 kou 0,09 encicddio/acbeviy/étog, avtiotorya. Agv
mopaTnPNONKOY TEPIGTATIKA GOPapNC VTOYAVKALIOG.

2vvovaotiky Oepomeio ue petpopuivny

H aocpdleia kot 1 0moTEAEGUATIKOTITO TN VIOLAAYAOVTIONG diepeuvnOnkay o€ pia ereyyouevn
UEAETT [LE EKOVIKO Kot dpaoTiko gappoko (ortaylmtivn 100 mg pia eopd tv nuépa) didpkelag 104
ePdopddwv, 6Tov LA TO PAPUOKO XOPTYOLVTAY GE GUVILACUO [ peteopuivr. H Bepaneia pe 06ce1g
1,5 mg xan 0,75 mg Trulicity €iye og anotéAespo peyorvtepn peioon e HbAlc og obykpion pe
ortayAMmtivn otig 52 efdopddeg, GuVOSELOUEVT OO CNUAVTIKG LEYOADTEPN avaAoyio acOBevmv Tov
métoyav N otoysvopevn HbAlc < 7,0 % kot < 6,5 %. Avtég o1 emdpacelg dtatnpnonkav £og v
olokAnpwon tng uerémg (104 efdopddeg).

[Tivaxag 3. Anoteléopota piog eAeyyOpHevNS Le E1KOVIKO kot dpacTtikd eappako perétns 104
gPOGOUAOMY pE dVO SOGELS VIOLAYAOVTIONG GE GUYKPLOT| UE GLTAYALTTIVN

HbAlc Méon AocOgveic oTOVg Merafory  Metafoin
KOTd TV petafori]  omoiovg emTevyOnkKe o mge 0V
évapén g g HbAlc oto0yoc HbAlc YAKONG — CONOTIKOD
REAETNG VNoTELOG papovg
aipoTog
(FBG)
(%) (%) <7,0 % <6,5% (mmol/l) (kg)
(%0)* (%)

26 foonaosg
NrtovAayrovtion
1.5 mg pia gopd | g 1 S22 | 60,0% kM | 46 TRk | 3guAE |3 Rk
v gfdopdda ’ ’ ’ ’ ’ ’
(n=304)
NrtovAayrovtion
0,75 mg pia
Qopa TNV 8,19 -1,01+# 55,2%*H | 3] QF*H -1,97%*H -2,63%*H
gPoopadn
(n=302)
Ewoviko
Qappoko (n= 8,10 0,03 21,0 12,5 -0,49 -1,47
177)
ZtayMmrtiv
100 mg e 8,09 0,61 37,8 21,8 0,97 -1,46
Gopa v nuepa
(n=315)
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52 gpoondosg

NrtovAayriovtion

1,5 mg piogopd | ¢ 1, 1,10 57,6% 41,7% 2,38% -3,03#
mv efdopdda ’ ’ ’ ’ ’ ’

(n=304)

NrtovAayrovtion
0,75 mg pia
popa v 8,19 -0,877f 43,8% 29,0% -1,63% -2,60%
gPoopadn
(n=302)

SitoyAmtiv
100 mg pio
Popd TNV NUéEP
(n=315)

8,09 -0,39 33,0 19,2 -0,90 -1,53

104 gfoonaosg

Nrtoviaylovtion
1,5 mg pio popd
v gfdopdda
(n=304)

8,12 -0,99' 54,3% 39,1% -1,99% -2,88"

NrtovAayrovtion
0,75 mg pia
Qopd TV 8,19 -0,717f 44 8% 24 2% -1,39% -2,39
efoopdoa
(n=302)

ZitayMmrtivn
100 mg pia
Popd TNV NUéEP
(n=315)

8,09 -0,32 31,1 14,1 -0,47 -1,75

11 dtopBmpévn yio modhamdhotnto povorievpn Tun p (p-value) < 0,025, yio tnv ovetepdTNTa TNg
VTOLAOYAOLTIONG GE CUYKPLON pe TN oltayAmtiv, a&loAoynBeica povo yio v HbAlc otig 52 kot
104 gBdopadeg

# Sopfopévn yio moddamhotnto povomievpn tun p (p-value) < 0,001, yio v avotepdTnTo TG
VTOLAOYAOLTIONG GE CUYKPIOT] LLE TO EIKOVIKO (pApLaKo, agloloynbeica pwovo yo v HbAlc

**p < 0,001 yio v opdda Bepameiag e VIOLAAYAOLTION G GUYKPIOT LE TO EIKOVIKO QAPLLOKO

# p<0,001 yio v opdda Oepamnciog pe viovioyhovtidn oe chykpion pe T crtaylmtivn

* qyun HbAlc 7,0 % (DCCT) avtiotoryel o€ 53,0 mmol/mol (IFCC) (puéon yAvkoln aipartog:

8,6 mmol/l)

P i HbAlc 6,5 % (DCCT) avtiotoryel oe 47,5 mmol/mol (IFCC) (uéon yAvkdln aipatoc:

7,8 mmol/l)

O1 GVYVOTNTEC TEKUNPLOUEVIG COUTTOUOTIKNG VTOYAVKALLING HE TIC 00GEIC VTovAayAouTiong 1,5 mg
kot 0,75 mg kot orrayMmtiviy rav 0,19, 0,18 kan 0,17 enciod6d10/ac0svi/étog, avtictoryo. Agv
TopaTNPNONKAY TEPIGTATIKG GOPAPNG VTOYAVKAUING LE TNV VIOLAXYAOUTION.

H aopdleta kot 1 amoTeEAEGUOTIKOTNTO TG VIOLAAYAOLTIONG diepeuvnOnkay emiong oe pia
greyyouevn pe dpactikd eappoko perétn (Mpayiovtion 1,8 mg uia popd v nuépa) dtdpketog 26
ePdouddmv, 6oV Kat Ta HVO PAPLKE XOPNYOVVIAY 68 GUVOLOCUO Le peTpoppivn. H Bepaneia pe to
Trulicity o€ 060om 1,5 mg giye wg amotéhespo mapopowe peioon e HbAlc kot mapopota avoroyio
acBevav Tov TETVYaY T otoyevopevn HbAlc < 7,0 % kot < 6,5 % og cbykpion pe ™ Apayrovtion.

15



ITivaxog 4. Amotehéopota piog eAeyyOuevng Le OpaoTikd apuako LeAETng 26 efoopdowy pe pio

3001 VTOLAAYAOVTIONG GE GUYKPIOT| E APOyAoLTION

HbAlc Méon AocOgveig otovg omoiovg Metafory;  Metaforn
KOTd TV petapoin) emTevy)Onke 0 6T6Y0G mge 0V
évapén g ™me HbAlc YAKONG  CONOTIKOD
REAETNG HbAlc VNoTELOG papovg
aipoTog
(FBG)
(%) (%) <7,0 % <6,5% (mmol/l) (kg)
(%) (%)
26 gfoonaosg
Ntoviaylovtion
1,5 mg o popa 8,06 1,42 68,3 54.6 1,93 22,90
v gfdopdda
(n=299)
Apoylovtion®
1.8 mg pia gopé 8,05 -1,36 67,9 50,9 -1,90 3,61
TNV NUEPA
(n=300)

Y novomhevpn tun p (p-value) < 0,001, yio T pn KATOTEPOTNTA THS VIOLAXYAOLTIONG 68 GhyKpIoN e
™ Apoyrovtion, a&loloyndeico udvo yuo v HbAlc.

# p < 0,05 yio v opdda Bepameiog e vovAayAouTidn og GOYKPIoN UE TN AMparyAouTion.

* O1 aoBeveic mov TuyaomomOnkav ot Mpaylovtion Eekivnoay n Bepaneio pue 66om 0,6 mg/Mmuépa.
Metd and v EBdoudda 1, n d6on tov acbevav avéndnke oe 1,2 mg/muépa Kot 6T GLUVEXELD, KOTA
v EBdopdda 2, og 1,8 mg/muépa.

* gy HbAlc 7,0 % (DCCT) avtictoyei og 53,0 mmol/mol (IFCC) (uéon yAvkoln aipatog:

8,6 mmol/l)

P tyun HbAlc 6,5 % (DCCT) avtictoyet og 47,5 mmol/mol (IFCC) (uéon yAvkoln eipotog:

7,8 mmol/l)

H ouyvotnta tekpunplopévng COUTTOUOTIKNG VToYAVKaLiag e 06on viovilaylovtiong 1,5 mg ftav

0,12 eneic6010/000evi)/éTog, evd pe ™ Apayrovtion frav 0,29 encioddio/acdevr/étoc. Agv

TopaTNPNONKAY TEPIGTUTIKG GOPaPNG VIOYAVKOIG.

Zovovaotiky Oepomeio ue HETPOPUIV Kal GODAPOVDAOVPIO.
e pio eheyyOUEVN LE OPUCTIKO PApUaKO HEAETN dibpkelog 78 efdouddmv, N viovhaylovTion
GLYKPIONKE [E TN YAUPYIVIKT] IVGOVAIVT), OOV KOl TO VO PAPLOKO YOPTYOUVTAY GE GUVOVAGHO LE
Oepameio vEOPAOPOL e peTEopuivn Kot pio covApovviovpia. Xtic 52 gfdouddsc, To Trulicity oe
doon 1,5 mg enédeiée avartepn peioon g HbA lc évavtt g yAapyvikng tveovAivng, n omoia
SdtnpnOnke otig 78 gfdopddec, evod n peimon g HbAlc pe Trulicity og d6on 0,75 mg ftav un
KATMOTEPT TNG YAAPYWWIKNG tvaovAivne. Me Trulicity o€ 66on 1,5 mg, onuovtikd VYnAOTEPO TOGOGTO
acBevav TETuyov T otoyxevopevn HbAlce < 7,0 % 1 < 6,5 % otig 52 ko 78 efdopddeg g ohykpion
LLE TN YAQPYIVIKT] VGOLALVT.
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ITivaxog 5. Amotehéopata piog eAeyyOuevnG Le OpaoTikd apuako peAétng 78 efdoudowy e dvo
006E1C VTOLAUYAOVTIONG G GUYKPIOT LE YAUPYIVIKT IVOOVAIVN

HbAlc Méon AocOgveic oTovg omoiovg Metafory Metafoin
KaTd TV petapfoin emTeVLYONKE 0 6TOYOC ™me T0V
évapén g ™me HbAlc YAOKONG  COMATIKOD
perETNG HbAlc vnoteiog Béapovg
aipoTog
(FBG)
(%) (%) <7,0 % <6,5% (mmol/1) (kg)
(%0)* (%)

52 efoopdosg
NrtovAayrovtion
1,5 mg pia gopd 8,18 1,08 53,0/ 27,0 -1,50 (1,87
v efdopdda
(n=273)
NrtovAayrovtion
0,75 mg pia
Qopa TNV 8,13 -0,76" 37,1 22,5% -0,87% -1,33%
gPoopadn
(n=272)
Muapywvicn
woovkiviy wia 8,10 0,63 30,9 13,5 1,76 1,44
Qopa TNV NUEPQL
(n=262)
78 gpoondosg
NrtovAayrovtion
1> mg pia gopd | ¢ 1o 20,901 49,0 28,1% -1,10% 11,96%
v gfdopdda ’ ’ ’ ’ ’ ’
(n=273)
NrtovAayrovtion
0,75 mg pia
Qopa TV 8,13 -0,627F 34,1 22,1 -0,58% -1,54%#
gPoopadn
(n=272)
Muapywvicn
wooukivy pia 8,10 -0,59 30,5 16,6 1,58 1,28
Qopa TV NUEPQL
(n=262)

T dopbopévn yia mordamhotnta povomievpn Tiun p (p-value) < 0,025, yuo un aveotepdtTa,

11 dopbwpévn yia moAdhamhdtnto povomievpn Tiun p (p-value) < 0,025, yio v avotepdtnta TG

VTOVAAYAOLTIONG EVOVTL TNG YAOPYIVIKNG VGOLAIVNG, afloloynBeica povo yio tnv HbAlc

#p<0,05,%p < 0,001 yio. v opudda Ospaneiog pe vioviaylovtidn ce ciykpion pe T yYAapywiky

WGOLAIVY

*O1 600€1¢ TNE YAAPYIVIKAG tVGOLAIvIG S10p0mOnKay pe T xprion evog olyopiouov pe GToXELOUEVT|
YALKO(N TAdouatog ynoteiag < 5,6 mmol/l

* i HbA1c 7,0 % (DCCT) avtictoyei og 53,0 mmol/mol (IFCC) (uéon yAvkoln aipatog:

8,6 mmol/l)

P twn HbAlc 6,5 % (DCCT) avtictoyet og 47,5 mmol/mol (IFCC) (uéon yAvkoln eipotog:

7,8 mmol/l)

O1 oVYvOTNTEC TEKUNPLOUEVIG COUTTOUOTIKNG VTOYALKALLING e 00GELS vTovhayAovTiong 1,5 mg kot
0,75 mg kot yAopywikn wveoviivn frav 1,67, 1,67 ko 3,02 eneic6o10/acbevi/étog, avtictorya. Avo
TEPIOTATIKG GoPapng vIToyAvKapiog TapatnpnOnkav pe 6om vroviayilovutidng 1,5 mg kot dvo
TEPIOTOTIKG GOPOPNG VIOYAVKAUIOG TOPaTNPNONKAV UE YAOPYIVIKT IVGOLATVT.
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2vvovootikn Oepameio pe covipovolovpio.

H aocpdieia kot amoTeAeGHATIKOTNTO THS VTOVAQYAOVTIONG ¢ emmpocetn Bepaneio og pia
GOVAPOVVAOVPiN dlepeuviONKaY oe pio EAeyYOUEVT] LEAETN LE EIKOVIKO PApUaKo d1apKeLag 24

epdopddwv. H Bepamneia pe Trulicity 1,5 mg o cuvdvacud pe yMpempion gixe og amotélecua
oTATIOTIKA onpovTiki peiowon g HbAlc og 60yKpion pe To EIKOVIKO QAPLLOKO [e YAUETLPION o€ 24
gpdoudoes. Me to Trulicity 1,5 mg, éva onpovtikd vYnAOTEPO TOGOGTO 0GOEVAOY TETVYAV TO GTOYO
g HbAlc < 7,0 % xot < 6,5 % og 24 efdouddeg o€ GOYKPIOT LLE TO EKOVIKO PAPUOKO.

[Tivokag 6. AmoteAéopoto uiog eEAeyyOUEVNG UE EIKOVIKO QapuaKo HEAETNG 24 Bdouddwmy TG

VTOLAYAOLTIONG G emmpocbetn Oepameio oTN YAETIPIioN

HbAlc Méon AcOgveic otovg omoiovg  Metafory Metafoin
Katd v  petofoin emTevyOnke 0 616 0¢ ™me T0V
évapén g ™mge HbAlc YAKOING  coOpaTIKOv
HEAETNG HbAlc vnoTeiog papovg
aipatog
(FBG)
(%) (%) <7,0 % <6,5 % (mmol/l) (kg)
(%) (%)
24 gfoonadeg
Nrtoviaylovtion
1,5 mg pia opa 8,39 1,381 55,34 40,0" -1,70% 20,91
v gfdopdda
(n=239)
Ewovuco gappaxo 8,39 0,11 18,9 9.4 0,16 -0,24
(n=60)

Hp <0,001, yio TV oveytEpOTNTA TS VIOLAXYAOLTIONG GE GUYKPIOT LE TO EIKOVIKO QAPHOKO, LE
oLVOMKA ELeyyOueEVO opdipa TOmoV |
“p <0,001, yia v opdda Oepamneiog pe viovhaylovTidn e GUYKPION LE TO EIKOVIKO QAPLLOKO

* 7w HbAlc 7,0 % (DCCT) avtictoryei og 53,0 mmol/mol (IFCC) (puéon yAvkoln aiporog:

8,6 mmol/l)

P twn HbAlc 6,5 % (DCCT) avtictoryet og 47,5 mmol/mol (IFCC) (uéomn yAvkoln oiporog:

7,8 mmol/l)

O1 cUYVOTNTEG TEKUNPLOUEVIC CUUTTMOUOTIKNG VIOYAVKOUTOG Pe VTovAayAovutidn 1,5 mg kot g1koviko
oappaxo NTav 0,90 ko 0,04 eneicddio/acBevii/étog, avtiototya. Aev TapatnpnOnKoy TeEPIGTUTIKA
G60P0apNC VTOYAVKOLLOG Y10 TH VTOLAAYAOLTION 1] TO EKOVIKO PAPLLOKO.

2vvovaotiky Oeparcio pe avooroléo SGLT2 ue 1 ywpis petpopuivn

H aopdleta kot 1 0moTEAEGUATIKOTNTO THE VIOLAAYAOLTIONG 0¢ emmpdodet Oepomeio og Oegpamneia
LE OVOGTOAEN TOL GUUUETOPOPE VaTpiov-yAvKkolng 2 (SGLT2i1) (96 % ue ko 4 % yopic puetpopuivn)
dtepeuvnnkay o€ pio eEAeyYOUEVT] LEAET LE EIKOVIKO QapHoKo didpkelag 24 efdouddwv. H Bepancia
ue Trulicity 0,75 mg 1 Trulicity 1,5 mg o€ cuvdvacuo pe Oepameio. SGLT21 giye wg omotédecpa
OTATIOTIKA onpuavTikn peimon e HbAlc og ovykpion pe m Oepomeio pe e1KoViKO @ApUAKO KoL

SGLT?2i ot 24 gfdouddec. Tdéoo pe to Trulicity 0,75 mg 6co ko pe to 1,5 mg, onuovtikd

VYNAOTEPO TOGOGTO 0aOEVADV TETVYE TO 6T0Y0 TS HbAlc < 7,0 % ko < 6,5 % o115 24 efdopddes, ot

GUYKPIOTN LE TO EIKOVIKO PAPLLOKO.

18




ITivaxog 7. Amotehéspota piog EAeyyOUEVNG LE EIKOVIKO PAPLOKO LEAETNG 24 eBOOLAdmV TNG
VTOLAOYAOLTIONG WG emmpdobetn Bepaneia ot Oepaneio pe SGLT21

HbAlc Méon AocOgveic oTOVg Merafory  Metafoin
KaTd TV petapor]  omoiovg emtevYONKE O ™me T0V
évapén g g HbAlc otoyoc HbAlc YAKONG  CONOTIKOD
perETNG vnoteiog papovg
aipoTog
(FBG)
(%) (%) <7,0 %" <6,5 % (mmol/1) (kg)
(Y0)* (%)
24 gfoopadeg
NrtovAayrovtion
0.75 mg pic eopd | g 5 -1,19% 58,84 38,9 1,44 2,6
v efdopdda
(n=141)
NrtovAayrovtion
1> mg o popa 8,04 -1,33% 67,4 50,8" 1,77 3,1
v efdopdda
(n=142)
Ewkoviko gappaxo 8,05 -0,51 31,2 14,6 -0,29 2.3
(n=140)

Hp <0,001 y10 v avotepdTnTo TNG VIOLAAYAOLTIING GE GVYKPION HE TO EIKOVIKO QAPUOKO, LE
GUVOALKA EAEYYOLEVO CQAALL TOTOV |
“p <0,001 yi0. Tqv opdda Ogpomeiog e VIOLAoyAOLTIdN GE GOYKPION LE TO EIKOVIKO QAPLOKO
~ Or acBeveic Tov amoympnoay amd Ty Tvyooromuévn Bepareio Tpv amod t1g 24 efoopndadeg
BempnOnkav 6TL dev TETLYOV TO GTOYO
* 7w HbAlc 7,0 % (DCCT) avtictoryei og 53,0 mmol/mol (IFCC) (puéon yAvkoln aiporog:

8,6 mmol/l)

P twn HbAlc 6,5 % (DCCT) avtictoyet og 47,5 mmol/mol (IFCC) (péon yAvkoln eipotog:

7,8 mmol/l)

O1 cUYVOTNTEG TEKUNPLOUEVIC CUUTTMUOTIKNG VIOYAVKOLOG PE VTovAayiovtion 0,75 mg,

vrovAayiovtion 1,5 mg kot sikovikd eappako nrov 0,15, 0,16 kai 0,12 encic6d10/ac0evi/Etoc,
avtiotorya. 'Evag acBevic avépepe cofapn vmoyAvkauio pe viovAayiovtion 0,75 mg e cuvovacud
pe Oepameio pe SGLT2i ko kKavévag e vIovAayAoution 1,5 mg 1 elkovikd pApLLOKO.

Zvvovaotiky Oepomeio ue petpopuivy kar moylitalovy
e pio eheyyOUeVT LEAETN P EIKOVIKO Kol OpaoTikd (apuako (eevation 000 popég v Nuépa), OTOL
Ko ToL 600 PAPUKE, YOPNYOOVTAY GE GUVOLOCUO UE HETPOPUIvN Kot TToyAttalovn, to Trulicity og
docelg 1,5 mg ko 0,75 mg enédeiée avmtepotnta ¢ Tpog ) peiwon g HbAlc og ohykpion pe 1o
EIKOVIKO PAPLOKO KOl TNV £EEVATION, GUVOOELOUEVT OO CNUAVTIKA PEYOADTEPO TOCOGTO AcHEVAOV
7ov TETVY OV TN 6ToYXeVOpEVT HbAlc < 7,0 % 1 < 6,5 %.
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ITivaxog 8. Amotehéopata piog EAeyyOUeEVNG LE OPUCTIKO ApUaKO LEAETNG 52 efdoudowV e dVO
0006E1C VTOLAUYAOVTIONG G GUYKPION UE EEEVATION

HbAlc
KaTd TV
évapdn g
perETNG

(%)

Méon
petapfoin
™me
HbAlc

(%)

AocOgveic 6TOVG 0TTOI0VG

emTeVLYONKE 0 6TOYOC
HbAlc

<7,0 %
(%)"

<6,5%
(%)’

Merapoin

™ms
YAvKOiNng
vnoteiog
aipoTog
(FBG)
(mmol/l)

Merafoin
OV
CONOTIKOD

papovg

(kg)

26 gfoopadeg

NrtovAayriovtid
n 1,5 mg pia
Qopd v
gPoopadn
(n=279)

8,10

_1951117TT

78,2 44

62,775

22,36%xH

-1,30%**

Nrtovioyrovtid
1n 0,75 mg pia
popa TV
efooudoa
(n=280)

8,05

-1,30%3/1

65,8**/##

53,27

-1,907#

0,20 * 1

Ewcovikd

pdappoKo
(n=141)

8,06

-0,46

429

24,4

-0,26

1,24

E&evation®
10 mcg 600
PopEG TNV
nuépa
(n=276)

8,07

-0,99

52,3

38,0

-1,35

-1,07

52 efoopdosg

Nrtovioyrovtid
n 1,5 mg pia
popa TV
gPoopadn
(n=279)

8,10

1,36

70,8%

57,2%

-2,04%

-1,10

Nrtovioyrovtid
1n 0,75 mg pia
Qopd v
efoopdoa
(n=280)

8,05

-1,071

59,1*

483"

-1,58"

0,44

E&evarion®

10 mcg dvo
QOpEG TNV
nuépa (n=276)

8,07

-0,80

49,2

34,6

-1,03

-0,80

11 01o0pBmuévn Yo moAhamAdotnTa povomievpn TN p (p-value) < 0,025, yio v avotepdTNTA TG
VTOLAOYAOLTIONG EvovTl TG €evartiong, a&toioynBeioca povo yio v HbAlc

1T dopBopévn yio toldamAdtto povémievpn T p (p-value) < 0,001, yio v avotepdtnto TG
VTOLAOYAOLTIONG GE GUYKPLOT LE TO EIKOVIKO (apuoko, agloloynbdeico pwovo yio tnv HbAlc

*p < 0,05, **p < 0,001 yio v opdda Bepameiog e VIOLAOyAoLTION GE GVYKPIOT] LE TO ELKOVIKO

@apLoKO

*p < 0,05, #p < 0,001 y10. TV opdda Oepaneiog pe viovhaylovtidn oe cOykpion pe eEevortion
*H 6601 g€evaridng Tov 5 meg 3o popic v nuépa yia Tig Tpdte 4 £fG0UAdES KAl 6T CLVEYELN
10 mcg 600 Popég TV nuépa

* i HbAlc 7,0 % (DCCT) avtictoryei og 53,0 mmol/mol (IFCC) (péon yAokoln aipotog:

8,6 mmol/l)
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P twn HbAlc 6,5 % (DCCT) avtictoyet og 47,5 mmol/mol (IFCC) (péon yAvkoln aipotog:
7,8 mmol/l)

O1 cUYVOTNTEG TEKUNPLOUEVIC CUUTTMOUOTIKNG VIOYAVKOiOG pe 606e1g viovAayiovutiong 1,5 mg kot
0,75 mg kot eEgvatidn, yopnyoldpuevn 000 eopéc v Nuépa, tav 0,19, 0,14 kat

0,75 eneic6d10/000evr/étog, avtiototya. Agv mapotnpnonKay TEPIGTATIKG GOPapPNG VITOYAVKALUIOG Yio!
TNV VIOLAQYAOVTION, EV® 600 TEPIOTOTIKA GOPap1|g vToyAvKaicg TopatnpnonKay pe ™
yopnyovuevn d0o popég TNy nuépa e€evation.

2vvovaotiky Oepomeia pe utdomouévy Pooixy veovdive, ue f xwpig puetpopuivy

e pio eheyyouevn pelémn odpketog 28 gfdouddwv, to Trulicity 1,5 mg cuykpifnie pe 10 gkovikd
QappoKo, g emmpocsdetn Oepancio o TiTAomompévn Pacikn yAopywviky woovAivn (88 % pe kot

12 % yopig petpopuivn) yia va a&toroynbei n enidpoom 6to yAvkaipiko EAeyyxo Kot TNy acedieta. o
T Pertiotonoinon tng 060MG TNG YAOPYIVIKNG VGOVAIVIG, Kol 01 dVO OpHAdES Eiyav TitAomom el og
6TOYEVOUEVT YAVLKOLN 0pol vynoteiag < 5,6 mmol/l. H péon d66m ¢ yAopyIVIKNG IVGOVAIVIG KOTR TNV
évapén g perétng Nrav 37 povadeg/muépa yio acteveic mov ELafov E1KOVIKO GApUAKO Kol

41 povédeg/muépa yio acbeveig mov Elafav Trulicity 1,5mg. Ot apyikés 00GELS YAOPYIVIKNG
wooviivig og acbeveig pe HbAlc < 8,0 % uetmnkov katd 20 %. 10 téAoc TV 28 gfdopuadmv g
mep1odov Oepameiag, n d6on frav 65 povadegnuépa kot 51 povadeg/nuépa yio acbeveic mov Elafav
gwoviko edppoxo kot Trulicity 1,5 mg, avtiotoyo. Xtig 28 efdopnddec, ) Oepaneia pe pio popd v
eBdopdda Trulicity 1,5 mg eiye 0¢ oamotéAeoa po oTATIGTIKG onpavTiky] peioon g HbAlc oe
GUYKPION UE TO EIKOVIKO PAPIOKO KoL £V GTIUAVTIKA LEYOADTEPO TOGOGTO aGHeEVmY OV TETLY OV
Tovg otd)ovg g HbAlc < 7,0 % ko < 6,5 % (Ilivaxog 9).

[Tivaxog 9. Anotehéopato piog peréng 28 efdonddmv Tng VIoLAXYAOLTIONG G GVYKPLON UE TO
EIKOVIKO PAPUOKO, MG eEMTPOGhetn Ogpaneio o€ TITAOTONUEVT YAUPYIVIKT IVGOVAIVY

HbAlc Méon AocOgveic oTovg omoiovg  Metafort) Metafoin
Koatd v  petofoin emTevyOnKke 0 616 0¢ ™me T0V
évapén g ™mge HbAlc YAKOING  coOpaTIKOv
ReELETNG HbAlc vnoteiog papovg
aipatog
(FBG)
(%) (%) <7,0 % <6,5 % (mmol/l) (kg)
(Y0)* (%)
28 gfoopaodeg
NrtovAayrovtion
1,5 mg pio popd
™mv ePSoudda kot 8,41 -1,44% 66,7+ 50,0 22,484 -1,91%#
YAOPYIVIKN
woovAivn (n=150)
Ewoviko pdppoxo
pia opd v
efdopada Ko 8,32 -0,67 33,3 16,7 -1,55 0,50
YAQPYWVIKN
waoovAivn (n=150)

Hp <0,001, yio TV oveytEpOTNTA TS VIOLAXYAOLTIONG GE GUYKPIOT LE TO EIKOVIKO QAPHOKO, LIE
oLVOMKA ELeYyOUEVO opdAua TOTOV |

“p <0,001, yia v opdda Oepamneiog pe viovhaylovTidn e GUYKPION LE TO EIKOVIKO QAPLLOKO

* i HbAlc 7,0 % (DCCT) avtictoryei og 53,0 mmol/mol (IFCC) (puéon yAvkoln aipotog:
8,6 mmol/l)

P twn HbAlc 6,5 % (DCCT) avtictoryet og 47,5 mmol/mol (IFCC) (péomn yAvkoln oiporog:
7,8 mmol/l)

O1 cUYVOTNTEG TEKUNPLOUEVIC COUTTMOUATIKNG VIOYAVKOIUIOG PE VTovAayAovtidn 1,5 mg kot
YAapywikn tvoovAiiv ftav 3,38 eneic6010/0c0evi)/ETOC € GUYKPIOT| [LE EIKOVIKO (PAPLLOKO KOt

YAQPYWIKT tvoovAivn mov ftav 4,38 encicooia/actevi/étoc. 'Evag acbevic avépepe coPapn
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VIOYALKOLIO LE T VToLAayAoLTion 1,5 mg oe GuVILAGHS LE YAOPYIVIKT VGOLAIVT] KOl KAVEVOC [LE TO

EIKOVIKO QAPLLOKO.

2vvivaotikh Oepomeio pe YELUOTIKY 1VGOLAIV UE 1} YWPIS UETPOPUIVH
Xe auTn TN HeAETT, ot acBeveig mov AdpPavav 1 1 2 evEGELS tVGOLAIVIC ova Népa TPV amd TV
£€vtaln ot HEAETT, SLEKOYAY TO GYNIO LVGOLAIVIG ToL AdpPoavay TPy amd T HeAETH Kot
TuyotomomOnkay oe viovAaylovtidn pio @opd tnv efSopdda 1 o€ YAAPYIVIKY IVGOVATVT] pio opd TV
nuépa, Kai ta 600 YOPTYOVUEVO GE GLVOVOGHO LE YEVUATIKT VoOVAivN lispro Tpelc @opéc tnv nuépa,
UE M YOPIig LeT@oppivn. Ztig 26 gfdopadec, T0co 1 6001 1,5 mg dco ka1 d6on 0,75 mg Trulicity
NTOV AVATEPES TNG YAUPYIVIKNG IVGOVAIVIG ¢ Tpog TN peimon tng HbAlc kou ) enidpacn avty
Sdtnpnonie otig 52 gfdopdadec. Meyodvtepo mocootd acbevmv métvuyav otoygvopevn HbAlc < 7,0
% 1N < 6,5 % otic 26 gfdouddeg kar < 7,0 % otic 52 efdonddeg omd 6,1t [E TN YAUPYIVIKT IVGOVAIVT.

ITivakag 10. Arotedéopata piog ELEYYOUEVNS LE OPACTIKO PAPUAKO HEAETNG 52 gfdopdadmv e dVO
d00E1g VTOLAOYAOVTIONG 6€ GUYKPIOT LE YAUPYIVIKT VGOVAIV

HbAlc
KOTd TV
évapdn g
perETNG

(%)

Méon
petapoin)
™ms
HbAIlc

(%)

AocOgveic 6TOVG 0TTOI0VG
emTevyOnKe 0 6TOHYOG

HbAlc

<7,0% <6,5%

(%)"

(%)

Merapoin

™mg
YAvKOing
vnoteiog
aipoTog
(FBG)
(mmol/l)

Merafoin
TOV
CONOTIKOD

papovg

(kg)

26 foonaosg

NrtovAayrovtion
1,5 mg pio popd
v gfdopdda
(n=295)

8,46

1,641t

67,6"

48,0%

-0,27%

-0,87%

NrtovAayrovtion
0,75 mg pia
Qopd v
gBoopadn
(n=293)

8,40

-1,591

69,0

43,0

0,22%

0,18

Muapywvicn
woovkivn” pia
Popd TNV NUéEP
(n=296)

8,53

1,41

56,8

37,5

-1,58

2,33

52 gfoondosg

Ntoviaylovtion
1,5 mg pio popd
v gfdopdda
(n=295)

8,46

-1,48

58,5"

36,7

0,08

-0,35"

NrtovAayrovtion
0,75 mg pia
Qopd v
efdoudoa
(n=293)

8,40

-1,421

56,3

34,7

0,41%

0,86"

Mopyvikn
woovkivn” pia
Popd TNV NUéEP
(n=296)

8,53

-1,23

49,3

30,4

-1,01

2,89

11 dopbouévn yia moAdamhotnTa povomievpn Ty p (p-value) < 0,025, yia tnv ovetepdTNTa TG

VTOLAOYAOLTIONG EVOVTL TNG YAQPYIVIKNG tvoovAivng, agloloynbeica povo yuo tnv HbAlc

#p<0,05, " p <0,001 yia Tnv opédo Ogpomeiog pe viovlaylovtidn oe cOyKpion pe T YAaPYIVIKY

WGOVLAIVY
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*O1 600€1¢ TNE YAAPYIVIKAG tVGOLAIvIG S10p0mOnKkay pe T xpron evog olyopiOuov pe GTOXELOUEVT|
vYALKOON TAdouatog ynoteiog < 5,6 mmol/l

* tyun HbA1c 7,0 % (DCCT) avtictoyei og 53,0 mmol/mol (IFCC) (uéon yAvkoln aipatog:
8,6 mmol/l)

P twn HbAlc 6,5 % (DCCT) avtictoyet og 47,5 mmol/mol (IFCC) (uéon yAvkoln eiporog:
7,8 mmol/l)

Ot oVYvOTNTEC TEKUNPLOUEVIG COUTTOUOTIKNG VTOYALKALLING e 00GELS vTovhayAovtiong 1,5 mg kot
0,75 mg kot yAapywikr veoviivny frav 31,06, 35,66 kot 40,95 eneicoo10/acbevi/étog, avtictouya.
Aéxa acBeveic avépepav coPapr vtoyAvkaipio pe 66om viovAayilovtiong 1,5 mg, entd pe d6om
vtovAayrovtiong 0,75 mg kot Sekamévie e YAUPYIVIKT tVGOUAIvT).

Tvkoln aiuarog vhoteiog

H Bepaneio pe viovAayAoution giye 0g AmTOTELEGUO CNUOVTIKEG PLELDCELS TNG YAVKOLNG OLOTOC
ynoteiog omd Vv évopén e LEAETNC. TNV TAELOVOTITO, TOV TEPITTOCEMYV, 1) EXIOPOOCT] OTIG
GUYKEVTPMGELS TNG YAVKOLNG aiplotog vioteiag mopatnpninke émg T GUUTANPOGCT TV 2 EBOOUAdMV.
H BeAtioon ot yAvkdln vnoteiog dtatnpnnke £oc kot T péylotn dudpkela perémge, tig 104
gPooudoes.

Mezayevuozixn yAvkoly

H Bepaneia pe vioviayloution eiye 0¢ AmTOTELEGUO CNUOVTIKEG HELDOELS TNG LEGTG LETAYEVLOTIKNG
YAVKOING amd TV Evapén g uehétng (etaforéc amd tnv Evapén g HEAETNG EmG TO KOHPLO YPOVIKO
onueio -1,95 mmol/l éwg -4,23 mmol/l).

Aerrovpyio f-kvtrdpwv

O KMVIKEG PEAETEG e VTOLAXYAOLTION £xovv deilel eviayvuévn Aettovpyia B-KuTTap@Y, OTwC EXEL
petpnOet pécw alrordynong poviélov opordstacng (HOMA2-%B). H dwaypovikodtnta g enidpacng
ot Agrtovpyia TV B-KuTtdpv dtatnpninke £og Kot T péylotr didpkela perétng, tig 104
gPdoudoes.

2oupatiko fopog

To Trulicity o€ 660om 1,5 mg oyetiotnKe pe SL0TNPOVUEVT UEIMGT TOL COUATIKOV BAPOVE KATE TN
Slapkeln TV HEAET®V (0o TNV Evapén T HeEAETNG £mG TO TEAIKO Ypovikd onueio -0,35 kg émg

- 2,90 kg). O1 petaPolréc oto copatikd Papog pe Trulicity og d6om 0,75 mg kvpaivovtav amo 0,86 kg
£m¢ -2,63 kg. Meiwon tov copatikod Papovg tapatnpndnke oe acbeveic mov Adpupavay Oepaneio pe
VTOLAOYAOLTION OveEAPTNTO ATO TV EUPAVIOT] VOTIOG, oV Kot 1) Leimon ftav aplfuntikd peyoivtepn
GTNV OLAd0 TV 0GHEVAY TTOL ELPAVIGOV VOTIOL.

AvapepOeioes amo tovg aobevels exfaoels

H vtovAayiovutidn Peltiooe onpavtikd T cuvolikt| tkavoroinon anod T Oepaneio e cOyKplomn pe ™)
yopnyovpevn dVo popég v nuépa eevation. Emnpocsbétmg, ) avithapfavopevn coyvotnta
VIEPYAVKOALUIOG KOl VTOYAVKOLUIOG NTOV GNUAVTIKA YAUNAOTEPT] GE GUYKPION UE TN YOPTYOVUEVT dVO
QOPES TNV NUEPA EEEVATION.

Aptnproxn wicon

H enidpaon g vroviaylovtidng otnv aptnplokn wieon, pécw Iaparxorlovbnong g Aptnplokng
ITieong Iepmatntikod acBevoic, a&loloyndnke oe pia pehétn 755 acbevov pe dtofn tomov 2. H
Oepameio pe viovhayAovTion mopeiye LEIDGELS TG CLGTOAKNG apTNPLOKNG Ttieong (ZAIT)

(Swapopd -2,8 mmHg e cVyKpion e To elKoVIKO Papurako) otig 16 efdopddes. Agv Tapatnpndnke
dtapopd ot dtactoAkt| aptnplokn mieon (AAIL). Iapopowa amoteAéopata yio tn ZAIT ko ™ AAIT
KatodelyOnkav oto TEMKO YpoviKo onueio Tov 26 gfdouddmv e HEAETNG.

Kapdayysioxn Extiunon

Mera-avaloon twv uedetwv paong 2 kor 3
e pio LETO-0VAADOT TV EYKPITIKAOV HEAET®V Gdong 2 kot 3, cuvoAlkd 51 acBeveic (viovioaylovtion:
26 [N = 3.885], 6Xot o1 cuykpitikoi Tapdyovieg: 25 [N = 2.125]) epodvicayv TovAayiotov Eva
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Kapdlayyelokod enelcdoto (Bdvatog kKapdiayyelokng alttoloyiag, un Bavatnedpo EREPayLLo. TOL
pookapdiov, pn Bovatneopo ayyelokod eyKePaAlkd enelcoo10 1 voonieia yio actodn otBdyym). Ta
amoteAéopato katédelEav Ot dev mapatnpninke avénom Tov KopdloyyELNKOD KIVOUVOL HE
VTOLAOYAOLTION G€ GOYKploT UE Tig Bepaneieg eAéyyov (avaroyia kivdvvov (HR): 0,57, Sidotnua
eumotoovvng (CI): [0,30, 1,10]).

Melétn kapoioyyerorxng Exfaons

H perém pokpoypoviag kapdioyyelakng ékPaong tov Trulicity froav pio ereyyouevn Ue EIKOVIKO
@apurako, dSmAd TvEAN KAvikr perétn. Ot acBeveic pe cakyapdon drafrtn tomov 2 Tuyotomomonkay
eite og Trulicity 1,5 mg (4.949) gite og eucovikd papuako (4.952) kot ta dvo emmpocheta otV
TPOTLTN PPOVTIOA Yo Tov dtaPrtn THmov 2 (1 doom tev 0,75 mg dev yopnynbnke oe avtn TN peEAETN).
O didpecog ypovog mapakorobOnong ot uerétn ntav 5,4 £m.

H péon niwia frav 66,2 £, o pécoc BMI ftav 32,3 kg/m? ko 1o 46,3 % tov acbevav ftav
yovaikeg. Yanpyov 3.114 (31,5 %) acBeveig pe eykateotnuévn Kapdiayysiokn vocso. H didpeon tyun
g HbAlc katd tnv évapén g perétng rav 7,2 %. To okéhog Oepamneiag pe Trulicity mepieAauPave
aocBeveic > 65 etdv (n =2.619) ko > 75 etdv (n = 484), ko acBeveic pe mia (n = 2.435), pétpla (n =
1.031) 1 coPapn (n = 50) veppikn dvciertovpyia.

To Tp@TEVOV KATAANKTIKO GNUELD HTAV 0 XPOVOC OO TNV TLYOIOTOINGT MG TNV TPAOTN EUPAVION
omotovdnmote peilovog avemBopuntov kapdayysiakov cuppdpatog (MACE): kapdioyyelokoc
Bavatog, un Bavoatneopo Epepaypa Tov pookapdiov 1 U Bavatneopo ayyEloKo EYKEPAAIKO
ene1o6610. To Trulicity ftav avadtepo oty TpdAnyYN T@v MACE cg GUyKpion Ue TO E1KOVIKO

oappaxo (Euova 1). Kébe coppapa and o MACE cuvéBare ot peimon tov MACE, 6nwg paivetat
otV Ewova 2.
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15- Eikovikd gdpuako

7 NrouAayAouridn

AoBevelg pe éva Zuppav (%)

HR: 0,88
95% CI [0,79, 0,99]
TIuf-p: 0,026 yia avwrepornia

0 1 2 3 4 5 6
Xpovog amé 1nv Tuxalotrolnon (£1n)

Ap18p6¢ aoBevwyv og KivBuvo

Eik. ®dppako 4952 4791 4625 4437 4275 3575 742
NrouAayhouridn 4949 4815 4670 4521 4369 3686 741

Ewova 1. I'paenua Kaplan-Meier Tov ypovov €mg tnv TpdTn Reavion g cbviemg ékfaong:
Kapdlayyelakds 0avatog, un Bavatnedopo pnppaypa Tov pookapdiov 1 pn Bavatmedpo ayyelokd
EYKEQOAKO EMEIGOO10, GTI| LOKPOYPOVIO LEAETT KOPIAYYELHKNG EKPaoTG TNG VIOLAAYAOLTIONG
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Avahoyic Ntovhayhou- Placebo,
Kwdivou {95% Cl) tidn, N (%) N (%)

g = - 0,88 594 663
Mpwrtevov kataAnkTiko onpeio CV — (0,75, 0,99) (12,0) (13,4)
Mopdpetpol Tou NpwIslovIog
KataAnktikoO onpeiov CV

“ ; 0,76 135 175
Mn Bovortndopo eYKEPUAIKG = (0,61, 0,95) 2.7) (3.5)
2 o 0,91 317 346
Kapdrayyeraxodg 8avarog ——— (0,78, 1,06) (6,4) (7.0)
0,96 205 212
e — ,
pin enioamnddec | {0,79, 1,16) 4,1) (4,3)
0,90 536 592
‘OhoLolL B4 —_— 4
PR RLSIERS (0,30, 1,01) (10,8) {12,0)
AvdAuon unoopabuwv
CcvD
) . 0,87 277 317
Xwpic nponyolpevn CVD _— (0,74, 1,02) (9,0) (10,1)
5 0,87 280 315
——
Me nponyodpevn CVD (0,74, 1,02) (17,9) (20,3)
Apywkr Tip HbAlc
. A 0,86 328 373
2Aiépeon Tpn (7,2%) — (0,74, 1,00) (12,6) {14,3)
0,90 263 289
. ‘ |
<Awapeon Tpd (7,2%) ——— (0,76, 1,06) (11,3) {12,4)
Diro
0,90 376 414
Avtpeg —— (0,79, 1,04) (14,2) (15,5)
: 0,85 218 249
Tuvaiksg — (0,71, 1,02) (9,5) {10,9)
Auxpkzsia tov AwaBnn
" 0,84 128 146
5 £ —_—— (0,66, 1,06) (10,4) (12,2)
- _— 0,39 174 196
SOkl s —— (0,72, 1,09) (12,0 (13,3)
i 0,90 292 321
210 e

= —_— (0,77, 1,06) (12,8) (14,1)
€l - Sudotnpa epniaToalivig 0,6 0,7 0,8 0,9 1,0 1,1 1,2 1,3 1,4
CV - kapSiayyeLaid YTTEP Yﬂép
CVD - kapSlayyeLokn vaoog = ;

HbALC - yhuroluhuapéen apoodbaiivn Nrouhayhoutidng EikovikoU ®appakou

MI - € ubpaypa Tou puokapdiou

Ewova 2. I'paenuo Forest avdAvong tov HEPOVOUEVOV TOTOV KopdloyyElokoy cuuPfapuatog, Oavatov
omd OAa Ta aiTio Kol 6TafEPOTNTO TOL ATOTEAECUATOC GE OAES TIG VITOOUAOES Y10 TO TPWTEHOV
KOTOANKTIKO omueio

Mio onpovtikn kot Statnpovpevn peimon ota enineda g HbAlc amd tnv apykn T £0¢ Tov uiva
60 apatnpnOnke pe to Trulicity Evavtt Tov €lKovViKoy Qapudikov, extpdcdeta otV TPdTLTN
opovtida (-0,29 % évavt 0,22 %, extipumpevn dapopd Bepamneiag -0,51 % [-0,57, -0,45], p <0,001).
Ymip&av onuovtikd Atydtepot acBeveic otnv opdda tov Trulicity mov Elafav emmpochetn
yAvkaukn mopéuPocn oe cvykpion pe 1o sikovikd eappako (Trulicity: 2.086 [42,2 %], etkovikd
eappaxo: 2.825 [57,0 %], p <0,001).

Ocpomeio. ue vioviaylovtion 4,5 mg, 3 mg ko 1,5 mg o ovvOvAOUO UE TH UETYPOPLIVY

H acpddeia kot n amotelecpotikotnto g Oepaneiog e vioviaylovtion 3 mg kot 4,5 mg o popd
v gfdopdda oe cuykplon pe ™ Bepaneia pe vioviayrovtidn 1,5 mg o gopd v efdopdda g
emnpdcobetn Oepaneia ot petpoppivn epevvifnke oe po perétn dbpketag 52 gfdopddwv. Ty
gpdoudoa 36 tdéco to Trulicity 3 mg 660 kat To 4,5 mg frav avotepa and to Trulicity 1,5 mg wg mpog
) peioon g HbAlc kot tov copatikod Bapovg. 'Eva peyodtepo mocootd acbevdv Tétuye Toug
o1oyov s HbAlc <7,0 % M < 6,5 % otig 36 gfdopddeg pe Trulicity 3 mg xon Trulicity 4,5 mg.

Ta 1060614 TV 060EVOY TOL TETVYOV HEIWGT) TOL COUATIKOV Bapovs > 5 % amd v Evapén g
perétng frav 31 %, 40 % ka1 49 % vy to Trulicity 1,5 mg, 3 mg ko1 4,5 mg avrtictoyya. Ta
amoteléopata avtd dtatnpnonkoy Emg Tig 52 efdopddsg.
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ITivaxog 11. Amoteléopata piog EAEYYOUEVNS LE OPAUCTIKO PAPLOKO LEAETIC TTOV CLYKPIVOVTAL TPELG
d60¢€1c viovlayhovtiong

HbAlc Méon AocOgveic oTovg omoiovg | Metafory | Metafoin
KaTd petafoin emTeVLYONKE 0 6TOY0C ™me T0V
mv ™me HbAlc YAWKOING | cOpaTIKOD
évapén HbAlc vnoteiog Béapovg
™mg TOV
ReEAETNG aipatog
(FBG)
(%) (%) <7,0 % <6,5% (mmol/L) (kg)
(%) (%)

36 gfoopadeg
Nrtoviaylovtion
1,5 mg pio @opd v 8,64 -1,53 57,0 38,1 -2,45 -3,1
gfoopada (n=612)
NrtovAayrovtion
3 mg pio popé TV 8,63 -1,71% 64,7* 48 4% -2,66 -4,0%
eBdoudoa (n=616)
NrtovAayriovtion
4,5 mg pio popd TV 8,64 -1,87% 71,5% 51,74 -2,90* -4, 7%
efdoudoa (n=614)
52 efoopdosg
NrtovAayriovtion
1,5 mg pio @opd v 8,64 -1,52 58,6 40,4 -2,39 -3,5
gpoopada (n=612)
Nrtoviayiovtion
3 mg pia popd TNV 8,63 -1,71% 65,4+ 49,2 -2,70% -4,3%
gpoopada (n=616)
Nrtoviaylovtion
4,5 mg pio popd TV 8,64 -1,83% 71,74 51,3% 2,924 5,08
efdoudoa (n=614)

#p<0,05,%p < 0,001 yio. v avoTepOTNTA TNG VIOLAXYAOLTIONG € GVYKPIoN UE TI VIOLAXYAOLTION
1,5 mg, dopbopévec Tipéc p (p-values) pe cuvolikd Eleyyo tomov |
ip<0,05, ¥p<0,001 oe chyxpion pe ™ vioviayrovtidn 1,5 mg

* i HbA1c 7,0 % (DCCT) avtictoyei og 53,0 mmol/mol (IFCC) (uéon yAvkoln aipatog:

8,6 mmol/l)

P twn HbAlc 6,5 % (DCCT) avtictoyet og 47,5 mmol/mol (IFCC) (uéon yAvkoln eiporog:

7,8 mmol/l)

Ta amoteléspata 6TOXEVOVY GTNV EMIOpacN Katd T Bepameio (n avdivon tev dedopévov Paciletal
G€ EMOVOAOUPAVOLEVES LETPNOELS LUKTMV HOVTEA®V 1 AVAAVOT) TOAVOPOUNONC).
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KYPIO KYPIO

8.8 TEAIKO THMEIO - 97+ TEAIKO_ THMEIO
g 8.6] : 2 05 H
< E i
L 84+ s
E 8.24 E 5 954
T 807 3¢
£ 7.8- hal g 944
= <
3 76 S g 934
% 7.44 =] -3.5kg
5 721 s =927 -43kg
. (=
c 707 A7% & 911 5.0kg
%’ 6.8 18% =
6.6 T T T ™ 90T T T T ™
0 8 12 26 36 52 1] 8 12 26 36 52
Xpoévog petd TRV TUXCuotroinon (ERdopdadeg) Xpoévog perd TRV TUXauotroinon (ERdopdadec)
—©— TRULICITY 1,5 mg —©— TRULICITY 1,5 mg
—A— TRULICITY 3 —&— TRULICITY 3
—8— TRULICITY 4,??ng —e— TRULICITY 4,;“?\19

Ewova 3. Méon petafoin g HbAlc (%) kot tov copatikov Bapovg (kg) amd v Evapén g
pHeAETNG €mg TV eBdopada 52

O1 GVYVOTNTEC TEKUNPLOUEVIG COUTTOUOTIKNG VTOYAVKOLIG e VTovAayAouTion 1,5 mg, 3 mg Kot
4,5 mg frav 0,07, 0,05 kot 0,07 enciodo10/acbevi/étog avtiotorya. ‘Evag acBevic avépepe coPapn
TePInTOON LIOYAVKUiNG Le VIovAayAouTion 1,5 mg, kavévag acBevig dev avépepe vIToyAvKoio e
vTovAayAovtion 3 mg kot £vag acevig e vioviaylovtion 4,5 mg.

Ewwoi tAnbvcuoi

Xprion o¢ aoBsveis ue veppikn dvoleitovpyia

e pio perétn 52 gfdouddowv, to Trulicity 1,5 mg kot 0,75 mg cvykpiOnke pe Tithomomuévn Bacikn
YAOPYIVIKY] IVGOVAIVT] EMTPOcOETO GE YeELUATIKN tvoovAivn lispro mpokeévoo va a&loloynbein
EMIOPACT] GTOV YALKOLUKO EAEYYO KOL TNV AGPAAELN T®V 0cOeEVAOV pe PETpla £mg cofapn xpovia
veppikh vooo (eGFR [péom CKD- EPI] < 60 kot > 15 ml/min/1,73 m?).

Ot acBeveic diékoyay T BepamevTiKn aywyn VGOVAIVNG IOV AGuPoavoy TpLy Tn LEAETN KOTA TV
toyaromoinomn. Kotd tnv évapén g perétng, o cuvolkoc pécoc eGFR ftav 38 ml/min /1,73 m?, 30
% 10V acdevdv eiye eGFR < 30 ml/min /1,73 m2.

2115 26 gBdopdoes, appotepeg ot dooelg Trulicity 1,5 mg kot 0,75 mg dev tav KatdTEPES Od TN
YAOPYWIKY tvGoLAivn ot peiwon e HbAlc kot avtd 1o amotédecpa datnpronke £oc tig 52
eBoopdoes. Iapdpoto mococtd acbevmv métvye Toug 6tdxovg TS HbAlc < 8,0 % otig 26 ko 52
ePOopGOEG KOt [ TIG 6V0 BOGELG VTOVAOYAOVTIONG OTMG KO LE TN YAOPYIVIKT VGOLALVY.
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ITivaxog 12. Amoteléopata piog EAEYYOUEVNS LE OPACTIKO PAPLOKO LEAETNC 52 eBOOUAd®V L 000
d0GE1C VTOLAUYAOVTIONG G GUYKPIOT LE YAUPYIVIKT VoOVAIVY (o€ acBeveig pe pétpla Eémg coPapn
xPOVIOL VEQPIKT] VOGO)

HbAlc Méon AcOeveic otovg  Metafor]  Metafoin
KOTd TNV petafoin omoiovg ™me COUNOTIKOD
évapin g g HbAlc emredyOnkeo  yhokoing Béapovg
perETNG otoyos HbAlec  wvnorteiog
aipatog
(FBG)
(%) (%) < 8,0 % (%)"* (mmol/l) (kg)
26 £foopdoseg
NrtovAaylovtion
1,5 mg pia popd 8,60 1,19 78,3 1,28 2,81%
v fSopdda ’ ’ ’ ’ ’
(n=192)
NrtovAaylovtion
0,75 mg pia gopé 8,58 1,12 72,6 0,98 2,02#
v fSopdda ’ ’ ’ ’ ’
(n=190)
Muapyvikn
P
wooukivy pic 8,56 1,13 75,3 -1,06 1,11
Qopa TV NUEPQ
(n=194)
52 gfoopadeg
Nrtoviaylovtion
1,5 mg pia popd 8,60 -1,10t 69,1 1,57% 2,66
™V gfdopdda ’ ’ ’ ’ ’
(n=192)
Nrtoviaylovtion
0,75 mg pia gopd 8,58 -1,10" 69,5 1,15 -1,71#
v fSopdda ’ ’ ’ ’ ’
(n=190)
T'lapyvikn
woovkivy pia 8,56 -1,00 70,3 0,35 1,57
Qopa TNV NUEPQ
(n=194)
T povomhevpn Ty p < 0,025, yio T Un KOTOTEPOTNTA TNG VIOLAXYAOLTIONG &vavTl TS YAOPYIVIKAG
WGOVAIVIG

# p<0,001 yioa Tnv opdda Oepanciog pe viovdaylovtidn oe chykpion pe T YAOPYIVIKY tvGovAivn

O1 800&1G TNG YAOUPYIVIKIG VGOVAIVIC TPOGoprOsTKOY Bdoel EvOg alydpiBon pe 6Toyevouevn
yYAvko(n TAdopatog vnoteiog < 8,3 mmol/l

* T HbAlc 8,0 % (DCCT) avtistoryet o€ 63,9 mmol/mol (IFCC) (uéomn yivkoln aiparog:

10,1 mmol/1)

Ot VYVOTNTEC TEKUNPLOUEVIG COUTTOUOTIKNG VTOYAVKOLING LE VTOLAQYAOLTION 1,5mg Ko
vtovAayiovtion 0,75 mg kot yYAapywikn wweoviivn ntav 4,44, 4,34 ko 9,62 eneicooia/ acbeviy)/ £toc,
avtictorya. Kavévog asBevig dev aviépepe mepmtdoelg cofapng VIOYAVKAUING LLE VIOLAOYAOVTION
1,5 mg, é€1 pe vioviayrlovtion 0,75 mg Kot dEKAETTA e YAAPYIVIKTY VGOLALVT. To mpopil acparetlog
NG VToLAayAouTiong oe acheveic e veppikn ducAettovpyio Tay TAPOLUOLO HE OVTO TOV
mapotnpOnKe o€ GALEG LEAETEG [LE VTOLAXYAOLTION.

Xpnon oe moudiozpixo mlinBoouo

H aocpddeia kot 1 amoTeAecHATIKOTNTA TG VIOLAAYAOLTIONG 0,75 mg ko 1,5 mg pio popd tnv
gPdoudoa o Toudid kot eprifouvg niikiog 10 £1dV kot v cuykpiOnKay LE EIKOVIKO QAPLOKO TOL
TpooTétnke eite o€ dlatta kot Aoknon uovo, gite oe peteoppivn /kat facikn weovAivr. H dumhd
TUQAT EAEYYOUEVT] LLE EIKOVIKO QAPLOKO TTEPI0d0G dpKeTE Yo 26 gfdopndadec, Letd v omoia ot
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aoBeveic mov Ehafav ekovikd edppako Eekivinoay avoryt Oeponeia 26 efdopadwv pe

vrovAayiovtion 0,75 mg pia eopd v efdopdda Kot ot acBeveig mov Erafav viovAaylovtion

ouvéyloay TV avoytn Bepaneia pe viovlaylovutidn otny Kabopiopévn 66om toug. ZTig 26 EBSOUAES,
1 VIOLAQyAOLTION fTaY ovadTepT 0td T Bepoameio pe eucovikd papuako ot peimon g HbAlc.

ITivaxog 13. Amoteléopata YAVKoUKNG pOOiong o moudtatpikois acbeveic niikiog 10 etdv kot dvo
pe dtoprtn THmoL 2, pe avemapkn YAUKOUIKo Eheyyo mapd tn dlatta kot v doknon (pe N xopig

UeTQOpiv /Kol Bacikn vGovAivn)

HbAlc Méon Aoc0gveic 6TOVG 0MTOTI0VG Méon Méon
Kotd v | petaforn | emredyOnke o otoéx0g | peraPoin) petopoin
évapén ™me HbAlc ™me 7OV OgikTn
™me HbAlc YAvkoing palog
peErETNG vnoteiog CONOTOG
aipatog
(FBG)
(%) (%) <7,0 % <6,5% (mmol/L) (kg/m?)
(Y0)* (%)
26 gfoopadeg
NrtovAayrovtion s s s
ovohKe! (n = 103) 8,0 -0,8 51,5 41,84 -1,1 -0,1
Ntoviaylovtion
0.75 g uia popd 7,9 -0,6" 54,9% 43,15 -0,7* 0,2
™mv gfdopdda
(n=151)
Nrtoviaylovtion
1,5 mg pia gopd v 8,2 -0,9% 48,1% 40,4+ -1,4% -0,1
efdoudoda (n = 52)
Ewoviko pdppoxo
pia opd v 8,1 0,6 13,7 9,8 1,0 0,0
gfoopada (n=51)
52 gBdopadec’
Nrtoviaylovtion
suvohikd! (n = 103) 8,0 -0,4 59,5 45,2 -0,63 0,1
NrtovAayrovtion
0,75 mg pia popd 7,9 0,2 65,0 55,0 0,21 0,0
v efdopdda
(n=151)
Nrtoviayiovtion
1,5 mg pio @opd v 8,2 -0,6 54,6 36,4 -0,95 0,1
efdoudoda (n=52)
Ewovikd odappoxo /
vovhayhoution pic 8,1 0,1 50,0 29,4 0,24 0,2
Qopa Vv gfdopada
(n=151)

#p <0,05, ## p < 0,001, yio TNV 0vOTEPOTNTA GE GVYKPLOT] LE TO EIKOVIKO PAPLOKO, SLOPODUEVES
TIES p (p-values) pe cuvolkd Eleyyo opdipoTog ToTov L.
1 p<0,05, £ p<0,001 ylo TNV 0v®OTEPOTNTO GE GLYKPLOT LE TO EIKOVIKO (PAPLLOKO.

* i HbAlc 7,0 % (DCCT) avrictoyei og 53,0 mmol/mol (IFCC) (puéon yAokoln aipotog:

8,6 mmol/l)

P twm HbAlc 6,5 % (DCCT) avtictoyet og 47,5 mmol/mol (IFCC) (péon yAvko(n aipotog:

7,8 mmol/l)

¥ Yvvdvacpéva armoteréspato yio to Trulicity 0,75 mg ko 1,5 mg. H odykpion tov 600 ddcewv nali
KO LELOVOUEVE, LLE EIKOVIKO PAPLOKO TPOKOOOPIGTNKE LE GUVOAKO EAEYXO COAANLATOG TOTOL L.
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% O1 KTIUAGELS AMOTELEGUOTIKOTNTOG GTO TPMTEVOV KATOANKTIKO onpeio (26 BSopddec) Poacilovrat
OTNV EKTIUNGN TOL BEPOTEVTIKOD GYNUATOC, EVED Ol EKTIUNGELS GTO TEAOG TNG EXEKTAONG OVOIKTNG
Oepaneiog (52 efdopnadec) Paciloviar otV eKTIUNOT OTOTEAEGUATIKOTNTOG,

¢ Ot aoBeveig mov EAafov EIKOVIKO PAPIOKO Y10, TV OPYIKT SITAG-TUQATN Tepiodo TV 26 gfdopddnv
Eexivnoav Bepameio pe vrovhayiovtion 0,75 mg pia eopd v efdopdda yio Ty endpevn mepiodo
ovoLyTNG aymyns 26 efdopddmv.

5.2 @oppokoKivnTIKEG 1O10TNTEG

Amoppdonon

Metd and vroddpia yoprynon o€ acbeveig pe dafntn THTOL 2, 01 PEYIOTEG CLYKEVIPDOGELS
VTOLAOYAOLTIONG GTO TAACHO EMLTVYYGVOVTOL GE 48 Mpeg. MeTd amd TOAAATAEG VTTOOOPIEG OOGELG
vrovAayrovtiong 1,5 mg oe acBeveig pe drafntm tomov 2, 1 péon Yo (Cmax) KoL 1) GUVOAIKN
(AUC) éx0eon Nrov mepimov 114 ng/ml kon 14.000 ngh/ml, avtictotya. Zvykeviphoelg otafepng
KOTAGTAOTG OTO TAAGCLA EMTELYON KOV HETAED 2 £m¢ 4 €BOoUAdV YopryNong VIOLAAyAoVTioNg

(1,5 mg) pia eopd v gfdopada. Ot ekBécelc PHETE amd VTOJOPLA YOPTYNOT HELOVOUEVOV OOGEDY
vrovAayiloutiong (1,5 mg) oy Kotkiaxkn mepoyn, Tov unpd 1 Tov dvo Bpayiova Ntav cvykpiciues. H
uéon amorvtn BrodiabecudTnTo TG VIOLAXYAOLTIONG HETE ad VITOdOPLL YOPNYNOT UELOVOUEV®VY
docemv 1,5 mg kot 0,75 mg rav 47 % kot 65 %, avtictorya.

H amélv Brodiabecipotnta yia tig 060<1g Tov 3 mg kot 4,5 mg ekTiunonke 6TL oy TUpOUOL e
TNV avtiotoyn g d6ong tov 1,5 mg av kot dgv Exovv uedetndei €0k, H avénon g cuykévipmong
vTovAayAouTiong tvon mepimov avaroyn pe to €6pog g 660G amod ta 0,75 mg ota 4,5 mg.

Koatavoun

O QuvouEVIKOG PEGOC KEVTPIKOG OYKOG KaTavoung tay 3,09 1 Kot 0 parvouevikdg HEGOG TEPUPEPLKOG
OYKog KoTavoung tav 5,98 1.

Bulougtooynuatiopnde

H vtovlayAiovtion Oewpeiton 0Tl amodopeital 6To CLGTATIKA CVOEEN TN LECH YEVIKADV 00DV
KATOPOAICHOD TPMTEIVADV.

Amofoin

H péon pavopevikn kdBapomn tng vioviayrovtiong ftav 0,142 1/h. kou o ypdvog nuiceiag (mng
amofoAng fTav mepimov S NuUépeS.

Ewwoi tAnbvopuoi

Hlkiouévor acbeveic
H nlikia dev elye omotodnmote KMVIKA GYETIKT EMIOPACT) GTIC PAPLLOKOKIVITIKES Kol
QOPUAKOOVVOUIKEG IOIOTNTEG TNG VIOLAXYAOVTIONC.

Dolo kar puiR
To @OLo KoL 1 VAT deV iV OTOONTOTE KAIVIKA GTLLOVTIKY ETIOPOCT) GTI QUPUAKOKIVITIKY TNG
VTOLAOYAOLTIONG.

2wpatiko fapog i deiktns ualog oouoTos

Ot avoADGELG POPUOKOKIVITIKNG £XOVV KATOOEIEEL Li0l GTATIOTIKA GTILOVTIKT VTIGTPOPMG AVAAOY
oyéon petatd Tov couatikov Papovg 1 Tov deiktn ualoc codpotoc (BMI) ko e éxbeong o
VTOLAOYAOLTION, OV KoL OV TapaTnPNONKe KAIVIKG OTULOVTIKY ETIOPOCT] TOV GOUATIKOD Bdpove i) Tov
BMI o710 yAvkoyuko reyyo.
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Negppixy ovoieitovpyio

H @appokoxivntikn g viovAayAoutiong a&toloynonke og pio HEAETT KMVIKNG QOPLOKOAOYING KOt
NTOV YEVIKG TOPOLOL0. LETAED TV VYLDV OTOUMV KOl TV 0G0EVOVY LE ATTL0. £ GOPapT VEQPIKN
dvorettovpyia (CrCl < 30 ml/min), copmeprrapPavopévng tng veppomddelag TeAkod oTadiov
(aoBeveic mov yperdlovtar apokdBapon). Emmpdcbeta, oe pio kAivikr perétn 52 efoopddwv ce
aoBeveic pe dtafnn Tomov 2 Ko pETpra Em¢ soPapn veppikni duciettovpyia (eGFR [péow CKD-EPI]
<60 ko> 15 ml/min/1,73 m?), to pappoxokvntikd mpogi Tov Trulicity 0,75 mg kot 1,5 mg, pia
@opd TNV gROONAdA, NTOV TOPOLOLO LE VTO TOL KATAOELYONKE GE TPONYOVUEVEG KAVIKEG LEAETEG
Avt N KAMvikn peAétn oev mepihdpPove acOevelc e veppomdbela teAkov otadiov.

Hrartikn dvalerrovpyio,

H @oppakokivntikn tg vioviAayiloutiong a&loroyndnke oe pio pelétn KAWIKNG eapuokoAoyiog, 6mov
ol acbeveig pe NroTikn SVoAEITOVPYID ELPAVICOV GTUTIOTIKA OTLLOVTIKEG LEIMGELS TNG £kBeong ot
vtovAayhoutidn Emg kan katd 30 % kot 33 % yio ™ péom Cmax kot AUC, avticTtoya, 6 GOYKPLIoN UE
vyeig paptopeg. Moapatnpidnke yevikn nopdracn tov t . TG vioviaylovtiong pe v emdeivoon g
NraTIKNG Asttovpyiag. Qot600, dev TapatnpnOnKe Kamown Tdon g Tpog TNV £kBeom ot
VTOLAOYAOLTION o€ oYéon Ue Tov Babpd nratikhg ducAeitovpyioc. AvTég ol emdploelg dev
BepnOniav KAVIKE oNUOVTIKES.

THoudrorpixoc minQvouog

[payupoatonomOnke poppoKoKivnTiKy avaivon TAnbucpov yio tn vioviayiovtion 0,75 mg kot

1,5 mg ypnoonoidvtag dedopéva and 128 modiatpikods acbeveig (nwiag 10 éwg < 18 etdv) pe
dwaprytn tomov 2. H AUC otovg madtotpikote aobeveic rav wepimov 37 % youmAotepn amd auth
6T0VG evilikeg acbeveic. QoTdOG0, VT M SLOPoPA deV TPOGdOPIoTNKE OTL EIvVOL KAVIKG GNUOVTIKY.

5.3 IIpoxivikd dgdopéva Yo TNV 0.6QALELN

Ta pn Khvikd dedopéva dgv LITOSEIKVOOVY 1310iTEPO KivOLVO Yo ToV AvBpwmo pe Bdon Tig cvuPatucég
UEAETEG PAPUOKOAOYIKNG AGPAAELNG 1] TOEIKOTNTOG EXAVOAAUPOVOUEV®Y OCEMV.

e plo pehén KapKvoyovou enidpacng 6 unvav o dloryovidlokovs TovTikovs, dev TopaTnpnonke
0YKOYOVOG OpaoT). Xe pio HEAETN KOPKIVOYOVOL eMidpacTg 2 €TV 6 apovpaiovg, og Ekbeon > 3
QOPEC TNV avOpOTIVN KAVIKY ékOgoT PETA ammd 600T vTovAaylovtidng 4,5 mg v efdoudda, 1
VTOLAOYAOLTION TPOKAAECE GTATIOTIKG GNUAVTIKES, OXETILOUEVEG UE TN 6O0T] OVENGELG TNG EMITTMOONC
oykov tov C-kuttdpov Tov Bupeoeldodc (adevaLaTa Kol KAPKIVOROTO, GUVOLaoTiKd). H kAvikn
onuocio avTdV TOV evpnudtev givol eni Tov TaPdVTog AyVOoTY.

Kotd ™ dibprela tov peletmv yovipdtrag, tapatnpninke peioon tov aplfpod tov ayxpdv
COUOTIOV, KOODS Kol TOPATETAUEVOS O1GTPIKOG KUKAOG, 6 0GOAOYIKA emineda mov oyetiloviav pe
UELMUEVT TPOGANYT TPOPNC Kot abENGT TOV GoUATIKOD BApovg o KvopopovTa (ma. Q6T000, dEV
opoTnPRONKay EmMOPACELS 68 EIKTES YOVILOTNTAS KOl GOAANYNG 1| EUPPLOVIKIG avaTTuENG. X€
TOEIKOAOYIKES PLEAETEG CVOTTOPAYOYTS, TAPATNPNONKAY CKEAETIKES EMOPACELS Kot peimwon Tng
gUPpLIKNG avanTLENG G€ POoVPAioNE Kot KOUVEALD, GE EKOEGELG GTN VTOVAYAOVTION TTOL TV 5 €1
18 popéc vyMAdTEPEC OO EKEIVEC TOV TPOTEIVOVTAL KAVIKA, aALG dev mapatnphOnKay euPpoiikég
dvcpopoies. H Bepaneia tov apovpainy kad' OAN TN dldpKeld TG EYKLHOGVUVNG Kol TOL OnAacio
TPOKAAEGE EAMAEILPOTO LVIUNG GTOVG ONAvkoVg amoydvous, oe ekBEGELG TOL NTAV 7 POPES VYNAITEPES
amo eketveg mov mpoteivovtan KAvikd. H yopriynom vioviaylovtidng o€ épnpovg apcevikois kot
OnAvkovg apovpaiovg oe 600elg 38 Popég peyaAdTEPES TG LYNAOTEPN S avBpOTIVIG dOOTG, OEV
TPOKAAEGE EAAEIULOTO LLVIUNG.

6. OAPMAKEYTIKEX ITAHPO®OPIEX

6.1 Koatahroyog ekdoymv

Kutpikd varpro
Kutpkd o&o
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Moavvitoan
IToAvcopPiko 80
"Yowp yia evéoipa

6.2 AocvppoarétnTeg

EXketyerl peletdv copatodtntog, To mopov QopUOKEVLTIKO TPOTIOV OV TPEMEL VO AVAUELYVOETOL e
GAAGL QOPHOKEVLTIKE TPOTOVTAL.

6.3 Awapkera Lo

2 xpovia

6.4 Iowitepeg mpo@urdéers katd T @OLAEN TOV TPOIOVTOG
dvidooete og yoyeio (2°C — 8°C).

Mnv koTonyOyETE.
dvrdcoete GTNV APYIKN CLOKEVAGIN, Y10 VO TPOGTATEVETAL OTO TO PMC.

e ypnon

To Trulicity pmopei va dtatnpn0ei ektog yoyeiov yio Emg kat 14 nuépeg oe Beppokpacio Tov dgv
npénel va vepPaivet tovg 30°C.

6.5 @von Kol GLETATIKA TOV TEPLEKTT

TMvédivn ovpryya (tomov 1), ) omoia Tepiéyetal o pia TéEva piag xpnong.

Kda0e mpoyepiopévn cuokeun tomov névag mepiéyet 0,5 ml StoAdpotog.

Yvokevacieg TV 2 Kot 4 TPOoyEUICUEVOV TEVAOV Kot ToAvcvokevacio Tov 12 (3 cuokevaciec taov 4)
TPOYEOUEVAOV TTEVOY. MTopel va Unv KuKAOQPOpPoUV OAEC 01 GUCKELAGIES.

6.6 Iowitepeg TPOPLAGEELS UOPPLYNGS KAl AALOG YELPLGUOG

Kd&0e aypnoiponointo eapuokeuticd mpoidv 1 VIOAELUO TPETEL VAL ATOPPITTETAL COUPOVO LE TIG
KOO TOTOVE 1oYVOVGEC GYETIKEC SLOTAEELG.

Odnyieg ypnong

H npoyepiopévn cuokevn Tomov mévag eivat yio pio ¥p1ion Hovo.

Ot 0dnyieg xpnomng g TEVOG, Ol 0Toieg TEPLAUPAvVOVTAL GTO PUAAO 0dNyLdV ¥p1ong, Ba mTpénet va
aKoAovBOVVTOL TPOCEKTIKA.

To Trulicity dgv Bo Tpémet va xpNGLUOTOLEITOL EAV LITAPYOVY OpATE COUOTIOW T} GV TO ddALU Eival
00oL0 1/Kal OTOYPOUATIGUEVO.

To Trulicity dev Ba Tpémet va ypnoponoteitol av £yl kaToyvydet.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, O Aavdia.

8. APIOMOZX(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/956/001
EU/1/14/956/002
EU/1/14/956/003
EU/1/14/956/006
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EU/1/14/956/007
EU/1/14/956/008
EU/1/14/956/011
EU/1/14/956/012
EU/1/14/956/013
EU/1/14/956/014
EU/1/14/956/015
EU/1/14/956/016

9. HMEPOMHNIA ITPQTHE EI'KPIXHY/ANANEQXHY THX AAEIAX
Hpepounvia mpdtng éykprong: 21 Noeufpiov 2014

Hpepounvia tedevtaiog avavémong: 23 Avyovotov 2019

10. HMEPOMHNIA ANAGEQPHXHY TOY KEIMENOY

Aemtopepeic TANPOQOPiES Y10 TO TOPOY QOPUUKEVTIKO TPOioV gival d100EG1IIES GTOV SIKTVAKO TOTO
tov Evponaikod Opyovicpod ®apudkov http://www.ema.europa.eu.
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ITAPAPTHMA II
ITAPAXKEYAXTEX THX BIOAOTI'IKQX APAXTIKHY OYXIAX KAI
MHAPAXKEYAXTHX YIIEYOYNOX I'TA THN AITIOAEEMEYXH TQN
MHAPTIAQN
OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI TH XPHXH
AAAOI OPOI KAI AITAITHXEIX THX AAETAY KYKAO®OPIAX

OPOI'H IEPIOPIXMOI XXETIKA ME THN AX®AAH KAI
ANIOTEAEXMATIKH XPHXH TOY ®PAPMAKEYTIKOY ITPOIONTOX
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A. TTAPAXKEYAXTEZX THX BIOAOI'IKQX APAYXTIKHE OYZIAYX KAI
HHAPAXKEYAXTHX YIIEYOYNOZX I'TA THN AIIOAEXEMEYZH TQN ITAPTIAQN

‘Ovopa kot d1evfuvon TomV TOPUCKEVOOTAOV TNC PLOAOYIKMC dPACTIKNG OVGIAC

Eli Lilly Kinsale Limited
Dunderrow

Kinsale

Co. Cork

IpAavdia

ImClone Systems, LLC

33 ImClone Drive

Branchburg, New Jersey 08876
HITA

Ovopa xai d1evfvvon tov(twv) TopookeLooTN(®V) oL eivor VTevHVVOC(o1) Yio TNV OTOOEGUELOT
TOV TOPTIO®V

Eli Lilly Italia S.p.A.
Via Gramsci 731/733
50019, Sesto Fiorentino
Firenze (FI)

ItaAia

Lilly France

2, rue du Colonel Lilly

67640 Fegersheim

FoA)io

B. OPOI'H NEPIOPIZMOI XXETIKA ME TH AIAGEXH KAI TH XPHXH

DoppoxevTikd TPOiody Yo To 0molo amaTeiTal TP GLVTOYT.

'  AAAOI OPOI KAI AITAITHXZEIX THX AAEIAYX KYKAO®OPIAZ
o Ex0fcos1g mEPLodknc mapakorovOnong e ac@drerag (PSURS)

Ot amortioelg yio v vroPoin twv PSURS yo 10 ev Adym @apuakevtiko mpoiov opiloviol otov
KaTdAOYO UE TIg nuepounvieg avagopds e Evoong (katdloyoc EURD) mov mopatifeton oty
mapdypoeo 7, Tov dpBpov 107y, g odnyiag 2001/83/EK kot kdOe erakorovdng emucaporoinong
OTMG OMUOGIEVETAL GTIV EVPAOTOIKT OUKTLAKT] TOAT Y10l TO POPLLOKOL.

A.  OPOI'H HEPIOPIEMOI ZXETIKA ME THN AZ®AAH KAI AIIOTEAEZMATIKH
XPHXH TOY ®PAPMAKEYTIKOY ITPOIONTOX

o Yyéouo owayeipiong Kivovvov (XAK)

O Kdaroyog Adetag Kvkiogpopiag (KAK) Ba die&aydyel Tig amaitodpeveg dpactnplotnTes Kot

TAPEUPACELS PAPHLOKOETOYPVTVIOTG OGS Tapovcldlovtal 6To cuppovnBév XAK nov

mapovctaletar oty evotnta 1.8.2 ¢ ddelag kKuklopopiog Kot 0olecONTOTE ETAKOA0VOEC
eyKekpipéveg avabempnoeig tov TAK.
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"Eva emuconpomompévo LAK 0a mpénetl va kototedel:
e Metd and aitnpa tov Evponaikod opyovicpod @appakov,
e Omotednmote TPOMOTOLEITOL TO CVGTNLA JLAYEIPIONC KIVOVVOV, EIOKA MO ATOTEAEGLOL AYNG
VE®V TANPOQOPIDV TOV UTOPOVV VOl ETLPEPOLY CTIUAVTIKT OAANYT) GTN GYECT] 0PELOVC-KIVOHVOL
N ©¢ 0TOTEAESUA TNG EMTEVLENC EVOG GNUAVTIKOD OPOCTHLOV (PUPHOKOETOYPVOTVIION 1
glayioTomoinon Kvdvvov).
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ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EINIIXHMANXH
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI - IPO'EMIZEMENH XYXKEYH TYIIOY IIENAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Trulicity 0,75 mg evéo1lo SIIAVLO OE TPOYEUICUEVT] GUGKEVT] TOTOV TEVOG
VTOLAOYAOLTION

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

Kda0e mpoyepiopévn cuokevn tomov névag mepiéyet 0,75 mg vrovdoyiovtidn o€ 0,5 ml dtohdpatog

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd vaTplo, Kitptkod o0&, pavvitoAn, TolvcopPiko 80, Ddmp yia evésyua. Avotpééte 610
QOALO OONYIDV Y10 TEPICTOTEPEG TANPOPOPIES

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didiopa
2 TPOYEMGHEVEG GLOKEVEG TUTTOV TEVAG dtahbpatog 0,5 ml
4 TPOYEGUEVEG GLOKEVEG TOHTTOV TEVAG dloAvpaTog 0,5 ml

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pio pévo ypion.
Mio popd tnv efoopdda.

INUEIDOTE TV NUEPQ TNG EROOUASAC TOL BEAETE VO YPNCLUOTOLEITE TO PAPLOKO GOG Y10 VO UTOPEiTE
va 10 Bopdote.

Agv. Tp. Tert. ITép. ITap. 2ap. Kvp.

Epdoudda 1

EBdopada 2

Agv. Tp. Ter. JESTH Map. 2ap. Kop.

EBoopada 1

EBdopada 2

EBoopdada 3

EBdopada 4

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.
Ymodopia yprion.
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6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ 0Eom, TNV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdocete o€ Yoyeio.
Mnv kaToyOyEeTE.
DdvAdooete 6NV APYIKN CLOKEVAGIO, Y10 VO TPOGTOTEVETAL OO TO PMC.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TON YIIOAEIMMATOQN
IIOY ITPOEPXONTAI AITIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
OMavdio

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/956/001 2 mpoyeuoEVEG GUGKEVEG TOTTOV TEVOG
EU/1/14/956/002 4 mtpoyeliGUEVEG GLOKEVEG TOTOV TEVOG

13. APIOMOX ITAPTIAAX

TToaptida

14. TENIKH KATATAEZEH I'TA TH ATAGEXH
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15. OAHI'IEX XPHXHX

QR
CODE

www.trulicity.eu

‘ 16. TNAHPO®OPIEX XE BRAILLE

TRULICITY 0,75 mg

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

A160106T0TOC YPOUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOIKO.

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

PC
SN
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI (pe Blue Box) molvovokevacia - IPOTEMIXMENH XYXKEYH
TYNOY IENAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Trulicity 0,75 mg evéGio S1GAVLO GE TPOYEUICUEVT] GUGKEDT] TOTTOL TEVOG
VTOLAOYAOLTION

2. YYNGEXH XE APAXTIKH(EX) OYXZIA(EX)

Kdabe mpoyepicpévn cuokevn tomov névag mepiéyet 0,75 mg vrovdayiovtidn o€ 0,5 ml Stahdpatog

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd vaTplo, Kitptkod o0&, pavvitoAn, TolvcopPiko 80, Ddmp yia evéoyua. Avatpééte 610
@OALO 0OMYIDV Y10, TEPIOCTOTEPES TANPOPOPIES.

4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa
IToAvovokevaoia: 12 (3 cvokevaciec TV 4) TPOYEUIOUEVES GLOKEVEG TOTTOV TTEVAC dtaAvpatog 0,5
ml.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To pia povo ypnon.

Mia @opd v gfdopdda.

AwBdote T0 PUALO 0NV YPAONG TPV OO TN YPNOT).
Ymodopa yprion.

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

Na puAdooetor og 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta Tad1d.

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

‘ 8. HMEPOMHNIA AHEZHX

AHEH
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9. EIAIKEX XYNOHKEX OYAAZEHX

Ddvrdoocete o€ Yoyeio.
Mnv KaToyvyEeTE.
Dvidcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN IPOIONTQN 'H TON YIIOAEIMMATOQN
ITOY ITPOEPXONTAI AITIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
OMavdio

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/956/003

13. APIOMOX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

TRULICITY 0,75 mg

17. MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX — AISAIAZTATOZ TPAMMQTOX
KQAIKAY (2D)

A160106T0TOC YPUUU®TOS KOdKAS (2D) Tov gépel Tov TEPIANPOEVTO LOVASTKO aVOyVOPIOTIKO KMOTKO.

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

PC
SN
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ENATIAMEZXO KOYTI (yopig Blue Box) mepieyopevo mroivcsvokevacios - IPOIEMIZXMENH
YYXKEYH TYINIOY NENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Trulicity 0,75 mg evéGio S1GAVLO GE TPOYEUICUEVT] GUGKEDT] TOTTOL TEVOG
VTOLAOYAOLTION

2.  TYNOEIH XE APAXTIKH(EX) OYZIA(EY)

Kdabe mpoyepicpévn cuokevn tomov wévag mepiéyet 0,75 mg vrovdoyiovtidn o€ 0,5 ml dtahdpatog

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd vaTplo, Kitptkd o0&, pavvitoAn, TolvcopPikod 80, Ddmp yia evéoyua. Avatpééte 610
@OALO 0OMYIDV Y10, TEPIOCTOTEPES TANPOPOPIES.

4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa
4 TPOYEMGUEVEC GLOKEVEG TOTTOV TTEVOC OtaAvpatog 0,5 ml. Ilepieydpevo moAvovokevaciog, dev
umopel va twindei Eeyopiotd.

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To pia povo ypnon.
Mia @opd v gfdopdda.

ZNUEDOTE TNV NUEPA TG EPOOUADNG TOV BEAETE VO, XPTCILOTOIEITE TO PAPLOKO GG Y10 VO, LTOPEITE
va 10 Bopdote.

Agv. Tp. Ter. [1ép. [op. 2ap. Kuvp.

EBSopdda 1

EBdopada 2

Agv. Tp. Ter. I1ép. Iop. 4. Kuvp.

EBdopdda 1

EBdopada 2

EBdopada 3

EBoopada 4

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT).
Ymodopia ypnon.
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6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ 0Eom, TNV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdocete o€ Yoyeio.
Mnv kaToyOyEeTE.
DdvAdooete 6NV APYIKN CLOKEVAGIO, Y10 VO TPOGTOTEVETAL OO TO PMC.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN NPOIONTQN ‘H TON YIIOAEIMMATOQN
IIOY ITPOEPXONTAI AITIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
OMavdio

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/956/003

13. APIOMOX ITAPTIAAX

TToptida

14. TENIKH KATATAEH I'TA TH ATAGEXH
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15. OAHI'IEX XPHXHX

QR
CODE

www.trulicity.eu

‘ 16. TNAHPO®OPIEX XE BRAILLE

TRULICITY 0,75 mg

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

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH ITPOI'EMIZXMENHY XYYXKEYHX TYIIOY ITENAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Trulicity 0,75 mg evéo1lo SIIAVLO OE TPOYEUICUEVT] GUGKEVT] TOTTOV TEVOG
VTOLAOYAOLTION
Yrodopia yprion

2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHZHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

MMoptida

5. HEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI - IPO'EMIZEMENH XYXKEYH TYIIOY IIENAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Trulicity 1,5 mg gvéoio d1dAvO GE TPOYELUGLEVT] CLGKELT] TOTTOV TEVOG
VTOLAOYAOLTION

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

Kda0e mpoyepicpévn cuokeun tomov mévog meptéyet 1,5 mg vroviayiovtion og 0,5 ml dtaAdpotog

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd vaTplo, Kitptkod o0&, pavvitoAn, TolvcopPiko 80, Ddmp yia evéoyua. Avatpééte 610
@OALO OOMYIDV Y10, TEPICTOTEPEG TANPOPOPIES.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didiopa
2 TPOYEMGHEVEG GLOKEVEG TUTTOV TEVAG dtahbpatog 0,5 ml
4 TPOYEGUEVEG GLOKEVEG TOHTTOV TEVAG dloAvpaTog 0,5 ml

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pio pévo ypion.
Mio popd tnv efoopdda.

INUEIDOTE TV NUEPQ TNG EROOUASAC TOL BEAETE VO YPNCLUOTOLEITE TO PAPLOKO GOG Y10 VO UTOPEiTE
va 10 Bopdote.

Agv. Tp. Tert. ITép. ITap. 2ap. Kvp.

Epdoudda 1

EBdopada 2

Agv. Tp. Ter. JESTH Map. 2ap. Kop.

EBoopada 1

EBdopada 2

EBoopdada 3

EBdopada 4

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.
Ymodopia yprion.

48



6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ 0Eom, TNV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdocete o€ Yoyeio.
Mnv kaToyOyEeTE.
DdvAdooete 6NV APYIKN CLOKEVAGIO, Y10 VO TPOGTOTEVETAL OO TO PMC.

10. IAIAITEPEX IPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TON YIIOAEIMMATOQN
IIOY ITPOEPXONTAI AITIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
OMavdio

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/956/006 2 Tpoye o LEVEG GUGKEVEG TOTTOV TTEVOG
EU/1/14/956/007 4 mtpoyeliGUEVEG GLOKEVEG TOTOV TEVOG

13. APIOMOX ITAPTIAAX

TToaptida

14. TENIKH KATATAEZEH I'TA TH ATAGEXH
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15. OAHI'IEX XPHXHX

QR
CODE

www.trulicity.eu

‘ 16. TNAHPO®OPIEX XE BRAILLE

TRULICITY 1,5 mg

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

A160106T0TOC YPOUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOKO.

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

PC
SN
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI (ue Blue Box) moAvovokevacioc - IPOTEMIXMENH XYXKEYH
TYNOY [IENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Trulicity 1,5 mg evéoipo didAvpa o€ TPOYEUGUEVT] GUGKEVT TOTTOV TEVAG
VTOLAOYAOLTION

2.  TYNOEIH XE APAXTIKH(EX) OYZIA(EY)

Kda0e mpoyepicpévn ouokevn tomov wévag mepiéyet 1,5 mg viovAayAiovtion og 0,5 ml SteAvpatoc.

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd vaTplo, Kitptkod o0&, pavvitoAr, TolvcopPiko 80, Dodmp yia evéoyua. Avatpééte 610
@OALO 0ONYIDV Y10, TEPIOCTOTEPES TANPOPOPIES

4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa
IToAvovokevaoia: 12 (3 cvokevasiec TV 4) TPOYEUIOUEVES GLOKEVEC THTOV TEVUS OLUAVLLATOG
0,5 ml.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To pia povo ypnon.

Mia @opd v gfdopdda.

AwBdote T0 PUALO 0NV YPAONG TPV OO TN YPNOT).
Ymodopa yprion.

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

Na puAdooetor og 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta Tad1d.

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

‘ 8. HMEPOMHNIA AHEZHX

AHEH
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9. EIAIKEX XYNOHKEX OYAAZEHX

Ddvrdoocete o€ Yoyeio.
Mnv KaToyvyEeTE.
Dvidcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN IPOIONTQN 'H TON YIIOAEIMMATOQN
ITOY ITPOEPXONTAI AITIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
OMavdio

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/956/008

13. APIOMOX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

TRULICITY 1,5 mg

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

A160106T0TOC YPOUU®TOS KddKaG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOIKO.

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

PC
SN
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ENATIAMEZXO KOYTI (yopig Blue Box) mepieyopevo mroivcsvokevacios - IPOIEMIZXMENH
YYXKEYH TYINIOY NENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Trulicity 1,5 mg evéoipo didAvpa o€ TPOYEUGUEVT] GUGKEVT TOTTOV TEVAG
VTOLAOYAOLTION

2.  TYNOEIH XE APAXTIKH(EX) OYZIA(EY)

Kda0e mpoyepicpévn ouokevn tomov wévag mepiéyet 1,5 mg viovAayAiovtion og 0,5 ml SteAvpatoc.

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd vaTplo, Kitptkod o0&, pavvitoAn, TolvcopPikod 80, Dodmp yia evésyua. AvaTpééte 610
@OALO 0ONYIDV Y10, TEPIOCTOTEPES TANPOPOPIES

4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa
4 TPOYEMGUEVEC GLOKEVEG TOTOV TTEVOC OtaAvpatog 0,5 ml. Iepieydpevo moAvovokevaciog, dev
umopel va twindei Eeyopiotd.

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Tao pia ypion povo.
Mia @opd v gfdopdda.

ZNUEDOTE TNV NUEPA TG EPOOUADNG TOV BEAETE VO, XPTCILOTOIEITE TO PAPLOKO GG Y10 VO, LTOPEITE
va 10 Bopdote.

Agv. Tp. Ter. [1ép. [op. 2ap. Kuvp.

EBSopdda 1

EBdopada 2

Agv. Tp. Ter. I1ép. Iop. 4. Kuvp.

EBdopdda 1

EBdopada 2

EBdopada 3

EBoopada 4

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT).
Ymodopia ypnon.
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6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ 0Eom, TNV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdocete o€ Yoyeio.
Mnv KaToyvyEeTe.
duAdcoete 6NV APYIKN CLOKEVAGIO, Y10 VO TPOGTOTEVETAL OO TO PMC.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN NPOIONTQN ‘H TON YIIOAEIMMATOQN
IIOY ITPOEPXONTAI AITIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
OMavdio

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/956/008

13. APIOMOX ITAPTIAAX

TToptida

14. TENIKH KATATAEH I'TA TH ATAGEXH
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15. OAHI'IEX XPHXHX

QR
CODE

www.trulicity.eu

‘ 16. TNAHPO®OPIEX XE BRAILLE

TRULICITY 1,5 mg

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

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

55


http://www.trulicity.eu/

EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH ITPOI'EMIZXMENHY XYYXKEYHX TYIIOY ITENAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Trulicity 1,5 mg gvéoio d1dAvO GE TPOYELGLEVT] CLGKELT] TOTTOV TTEVUG
VTOLAOYAOLTION
Yrodopia yprion

2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHZHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

MMoptida

5. HEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI - HIPOT'EMIZEMENH XYXKEYH TYIIOY IIENAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Trulicity 3 mg evéoipo SIIAV UG GE TPOYEUICUEVT] GUGKEDT] TUTTOL TEVOLG
VTOLAOYAOLTION

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

Kda0e mpoyepicpévn cuokevn tomov tévag mepiéyet 3 mg vroviayiovtion o 0,5 ml dreAdpotoc.

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd vaTplo, Kitptkd o0&, pavvitoAn, TolvcopPiko 80, Dodmp yia evéoyua. Avatpééte 610
@OALO OOMNYIDV Y10, TEPICTOTEPEG TANPOPOPIES.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didiopa
2 TPOYEMGUEVEG GLGKEVEG TUTTOV TEVAG Stahbpatog 0,5 ml
4 TPOYEGUEVEG GLOKEVEG TOHTTOV TEVAG dloAvpaTog 0,5 ml

5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

T pio pévo ypion.
Mio popd tnv efoopdda.

INUEIDOOTE TV NUEPD TNG EROOUASAC TOL BEAETE VO YPNCLUOTOIEITE TO PAPLOKO GOG Y10 VO UTOPEiTE
va 10 Bopdote.

Agv. Tp. Tert. ITép. ITap. 2ap. Kvp.

Epdoudda 1

EBdopada 2

Agv. Tp. Ter. JESTH Map. 2ap. Kop.

EBoopada 1

EBdopada 2

EBoopdada 3

EBdopada 4

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.
Ymodopia yprion.
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6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ 0Eom, TNV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdocete o€ Yoyeio.
Mnv KaToyvyeTe.
dvAdcoete 6NV APYIKN CLOKEVAGIO, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. IAIAITEPEX IPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TON YIIOAEIMMATOQN
IIOY ITPOEPXONTAI AITIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
OMavdio

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/956/011 2 mpoyeuoéVEG GUGKEVEG TOTTOV TTEVOG
EU/1/14/956/012 4 mtpoyeliGEVEG GLOKEVEG TOTOV TEVOG

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEZEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

QR
CODE
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www.trulicity.eu

‘ 16. TNAHPO®OPIEX XE BRAILLE

TRULICITY 3 mg

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

A160106T0TOC YPOUU®TOS KddKaG (2D) mov pépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOKO.

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

PC
SN
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI (ue Blue Box) moAvovokevacioc - IPOTEMIXMENH XYXKEYH
TYNOY [IENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Trulicity 3 mg gvéciplo S1GAV O OE TPOYEUIOUEVT] GLGKEVT] TOTTOV TEVAG
VTOLAOYAOLTION

2.  TYNOEIH XE APAXTIKH(EX) OYZIA(EY)

Kda0e mpoyepicpévn cuokevn tomov wévag mepiéyet 3 mg vrovayiovtion o 0,5 ml dreAdpoToc.

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd vaTplo, Kitptkod o0&, pavvitoAr, TolvcopPiko 80, Dodmp yia evéoyua. Avatpééte 610
@OALO 0ONYIDV Y10, TEPIOCTOTEPES TANPOPOPIES

4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa
IToAvovokevaoia: 12 (3 cvokevasiec TV 4) TPOYEUIOUEVES GLOKEVEC THTOV TEVUS OLUAVLLATOG
0,5 ml.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To pia povo ypnon.

Mia @opd v gfdopada.

AwBdote 10 POALO 0NV YPAONG TPV OO TN YPNOT).
Ymodopia yprion.

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION MPEIEI NA ®YAAXXETAI E OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Na puAdooetor og 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta Tad1d.

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

‘ 8. HMEPOMHNIA AHEZHX

AHEH
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9. EIAIKEX XYNOHKEX OYAAZEHX

Ddvrdocete o€ Yoyeio.
Mnv KaToyOyeTe.
DdvAdcoete 6NV APYIKN CLOKEVAGIO, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN IPOIONTQN 'H TON YIIOAEIMMATOQN
ITOY ITPOEPXONTAI AITIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
OMavdio

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/956/013

13. APIOMOX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

TRULICITY 3 mg

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

A160100T0TOC YPOUUU®TOS KddKaG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOTKO.

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

PC
SN
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

ENATIAMEZXO KOYTI (yopig Blue Box) mepieyopevo mroivcsvokevacios - IPOIEMIZXMENH
YYXKEYH TYINIOY NENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Trulicity 3 mg gvéciplo S1GAV O OE TPOYEUIOUEVT] GLGKEVT] TOTTOV TEVAG
VTOLAOYAOLTION

2.  TYNOEIH XE APAXTIKH(EX) OYZIA(EY)

Kda0e mpoyepicpévn cuokevn tomov wévag mepiéyet 3 mg vrovayiovtion o 0,5 ml dreAdpoToc.

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd vaTplo, Kitptkod o0&, pavvitoAn, TolvcopPikod 80, Dodmp yia evésyua. AvaTpééte 610
@OALO 0ONYIDV Y10, TEPIOCTOTEPES TANPOPOPIES

4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa
4 TPOYEMGUEVEC GLOKEVEG TOTTOV TTEVOC OtoAvpatog 0,5 ml. Iepieydpevo Tolvsvokevaciog, dev
umopel va twindei Eeyopiotd.

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Tao pia ypion povo.
Mia @opd v gfdopdda.

ZNUEDOTE TNV NUEPA TG EPOOUADNG TOV BEAETE VO, XPTCILOTOIEITE TO PAPLOKO GG Y10 VO, LTOPEITE
va 10 Bopdote.

Agv. Tp. Ter. [1ép. [op. 2ap. Kuvp.

EBSopdda 1

EBdopada 2

Agv. Tp. Ter. I1ép. Iop. 4. Kuvp.

EBdopdda 1

EBdopada 2

EBdopada 3

EBoopada 4

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT).
Ymodopia ypnon.
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6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ 0Eom, TNV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdocete o€ Yoyeio.
Mnv KaToyOyeTe.
DdvAdooete 6NV APYIKN CLOKEVAGIO, Y10 VO TPOGTOTEVETAL OO TO PMC.

10. IAIAITEPEX IPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TON YIIOAEIMMATOQN
IIOY ITPOEPXONTAI AITIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
OMavdio

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/956/013

13. APIOMOX ITAPTIAAX

TToptida

14. TENIKH KATATAEH I'TA TH ATAGEXH
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15. OAHI'IEX XPHXHX

QR
CODE

www.trulicity.eu

‘ 16. TNAHPO®OPIEX XE BRAILLE

TRULICITY 3 mg

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

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH ITPOI'EMIZXMENHY XYYXKEYHX TYIIOY ITENAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Trulicity 3 mg evéoipo dtdivpo
VTOLAOYAOLTION
Ymodopia yprion

2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHZHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

MMoptida

5. HEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI - IPO'EMIZEMENH XYXKEYH TYIIOY IIENAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Trulicity 4,5 mg gvéoio 1AV GE TPOYELUGLEVT] CLGKELT] TOTTOV TTEVOG
VTOLAOYAOLTION

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

Kdabe mpoyepicpévn cuokevn tomov wévag mepiéyet 4,5 mg viovAayAiovtion og 0,5 ml dteAvpatoc.

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd vaTplo, Kitptkd o0&, pavvitoAn, TolvcopPiko 80, Dodmp yia evéoyua. Avatpééte 610
@OALO OOMYIDV Y10, TEPICTOTEPEG TANPOPOPIES.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didiopa
2 TPOYEMGHEVEG GLOKEVEG TUTTOV TEVAG Stahbpatog 0,5 ml
4 TPOYEGUEVEG GLOKEVEG TOHTTOV TEVAG OloAvpaTog 0,5 ml

5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

T pio pévo ypion.
Mio popd tnv efoopdda.

INUEIDOOTE TV NUEPD TNG EROOUASAC TOL BEAETE VO YPNCLUOTOLEITE TO PAPLOKO GOG Y10 VO UTOPEiTE
va 10 Bopdote.

Agv. Tp. Tert. ITép. ITap. 2ap. Kvp.

Epdoudda 1

EBdopada 2

Agv. Tp. Ter. JESTH Map. 2ap. Kop.

EBoopada 1

EBdopada 2

EBoopdada 3

EBdopada 4

Awpaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.
Ymodopia ypnon.
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6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ 0Eom, TNV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdocete o€ Yoyeio.
Mnv KaToyvyeTe.
dvAdcoete 6NV APYIKN] CLOKEVAGIO, Y10 VO TPOGTOTEVETAL OO TO PMC.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN NPOIONTQN ‘H TON YIIOAEIMMATOQN
IIOY ITPOEPXONTAI AITIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
OMavdio

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/956/014 2 mpoyeuoéVEG GUGKEVEG TOTTOV TTEVOG
EU/1/14/956/015 4 mtpoyelicEVEG GLOKEVEG TOTTOV TEVOG

13. APIOMOX ITAPTIAAX

TToaptida

14. TENIKH KATATAEZEH I'TA TH ATAGEXH
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15. OAHI'IEX XPHXHX

QR
CODE

www.trulicity.eu

‘ 16. ITAHPO®OPIEX XE BRAILLE

TRULICITY 4,5 mg

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

A160106T0TOC YPOUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOIKO.

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

PC
SN
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ENAEIZEIX TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI (ue Blue Box) moAvovokevacioc - IPOTEMIXMENH XYXKEYH
TYNOY [IENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Trulicity 4,5 mg evéoipo S1GAVUO GE TPOYELGUEVT] GUGKEVT TOTTOV TEVAG
VTOLAOYAOLTION

2.  TYNOEIH XE APAXTIKH(EX) OYZIA(EY)

Kda0e mpoyepicpévn cuokevn tomov mévag mepiéyet 4,5 mg viovAayAiovtion og 0,5 ml dteAvpatoc.

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd vaTplo, Kitptkod o0&, pavvitoAn, TolvcopPiko 80, Ddmp yia evéoyua. Avatpééte 610
@OALO 0OMYIDV Y10, TEPIOCTOTEPES TANPOPOPIES.

4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa
IToAvovokevaoia: 12 (3 cvokevaciec TV 4) TPOYEUICUEVES GLOKEVEC THTOV TEVOS OLUAVLLATOG
0,5 ml.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To pia povo ypnon.

Mia @opd v gfdopdda.

AwBdote T0 PUALO 0NV YPAONG TPV OO TN YPNOT).
Ymodopa yprion.

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

Na puAdooetor og 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta Tad1d.

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

‘ 8. HMEPOMHNIA AHEZHX

AHEH
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9. EIAIKEX XYNOHKEX OYAAZEHX

Ddvrdocete o€ Yoyeio.
Mnv KaToyOyeTe.
DdvAdcoete 6NV APYIKN CLOKEVAGIO, Y10 VO TPOGTOTEVETAL OO TO PMC.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKOQN IPOIONTQN 'H TON YIIOAEIMMATOQN
ITOY ITPOEPXONTAI AITIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
OMavdio

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/956/016

13. APIOMOX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

TRULICITY 4,5 mg

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

A160106T0TOC YPOUUU®TOS KddKaG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIOTIKO KOOTKO.

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

PC
SN
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

ENATIAMEZXO KOYTI (yopig Blue Box) mepieyopevo mroivcsvokevacios - IPOIEMIZXMENH
YYXKEYH TYINIOY NENAX

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Trulicity 4,5 mg evéoipo d1GAVUO GE TPOYELGUEVT] GUGKEVT TOTTOV TEVAG
VTOLAOYAOLTION

2.  TYNOEIH XE APAXTIKH(EX) OYZIA(EY)

Kda0e mpoyepicpévn cuokevn tomov mévag mepiéyet 4,5 mg viovAayAiovtion og 0,5 ml dteAvpatoc.

3. KATAAOI'OX EKAOXQN

"Exdoya: xitptkd vaTplo, Kitptkod o0&, pavvitoAn, TolvcopPiko 80, Ddmp yia evéoyua. Avatpééte 610
@OALO 0OMYIDV Y10, TEPIOCTOTEPES TANPOPOPIES.

4. GOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa
4 TPOYEMGUEVEC GLOKEVEG TOTOV TTEVOC OtaAvpatog 0,5 ml. Iepieydpevo moAvovokevaciog, dev
umopel va twindei Eeyopiotd.

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Tao pia ypion povo.
Mia @opd v gfdopdda.

ZNUEDOTE TNV NUEPA TG EPOOUADNG TOV BEAETE VO, XPTCILOTOIEITE TO PAPLOKO GG Y10 VO, LTOPEITE
va 10 Bopdote.

Agv. Tp. Ter. [1ép. [op. 2ap. Kuvp.

EBSopdda 1

EBdopada 2

Agv. Tp. Ter. I1ép. Iop. 4. Kuvp.

EBdopdda 1

EBdopada 2

EBdopada 3

EBoopada 4

Awfaote T0 PUALO 0INYIOV XPNOTG TPV O TN YPNOT).
Ymodopia ypnon.
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6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZEITIZOYN TA ITAIAIA

Na pvrdooetal o€ 0Eom, TNV onoia dev PAETOLV Kot dev Tpooeyyilovv Ta TALdd.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdocete o€ Yoyeio.
Mnv KaToyOyeTe.
dvAdooete 6NV APYIKN CLOKEVAGIO, Y10 VO TPOGTOTEVETAL OO TO PMC.

10. IAIAITEPEX IPO®YAAEZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKOQN NPOIONTQN ‘H TON YIIOAEIMMATOQN
IIOY ITPOEPXONTAI AITIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY. KYKAO®OPIAX

Eli Lilly Nederland B.V.
Papendorpseweg 83, 3528 BJ Utrecht
OMavdio

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/14/956/016

13. APIOMOX ITAPTIAAX

TToptida

14. TENIKH KATATAEH I'TA TH ATAGEXH
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15. OAHI'IEX XPHXHX

QR
CODE

www.trulicity.eu

‘ 16. TNAHPO®OPIEX XE BRAILLE

TRULICITY 4,5 mg

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

18. MONAAIKOX ANAT'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANXH ITPOI'EMIZXMENHY XYYXKEYHX TYIIOY ITENAX

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX(OI) XOPHITHIHE

Trulicity 4,5 mg evéoipo d1dAvpa
VTOLAOYAOLTION
Ymodopia yprion

2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHEZHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

MMoptida

5. HEPIEXOMENO KATA BAPOZX, KAT' OI'KO 'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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B. PYAAO OAHI'TQN XPHXHX
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@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Trulicity 0,75 mg gvéoipo d1divpa 6 TPOYEUOUEVI] GVGKELY] TOTOV TEVAG
Trulicity 1,5 mg gvéoipo o1dAvpa 6E TPOYEPIGHEVT] GUGKEVT] TUTOV TTEVOG
Trulicity 3 mg evéoipo o1GAVH 6 TPOYEUIGUEVT] GVGKEVT] TOTOV TEVOG
Trulicity 4,5 mg gvécipo O1G AV GE TPOYEPLGUEVY] GVOKEVY] TUTOV TEVAG
VTOLAOYAOLTION

AP aoTE TPOGEKTIKE OLOKANPO TO PUAAO 0ONYLOV YP1ONGS TPV 0PYIGETE VU TAIPVETE GVTO TO

PapPROKO, OLOTL TEPLAOUPAVEL CNUAVTIKES TANPOPOPIES Y10 UG,

- Dura&te avtd To EOALO 0dNYIBV Yprone. Towg ypelaotel va to dtofdcete Eavda.

- Edv éxete mepartépw amopieg, poTNOTE TOV Y10TPO, TOV PAPLOKOTOLO 1} TOV VOGOKOLO GOLC.

- H cvvtayn yio avtd 1o papproko xopnynnke amokAeloTiKd yio oog. Agv TpEnel va dMGETE TO
0apuoko o€ GAAovc. Mmopel va Tovg TPOKAAEGEL BAAPT], AKOLO KoL OTOV TO GUUTTOUOTO TNG
ac0Eveldg Tovg givarl 1010 e Ta O1Kd Gag,.

- Edv mapotmpfoete kKamoto avemBOunT evEpYELd, EVILEPDOTE TOV YIOTPO, TOV QAPUAKOTOL0 1)
TOV VOOOKOUO 6a¢. AVTO 1oyVvet kat Yo k6Oe mbovr avemBOUNTn EVEPYELD TOV dEV AVAPEPETOL
670 TOPdV PUALO 0dNYIBV xpriong. BAére moapdypago 4.

T Tepréyer 1o Tapév AL 00N IOV

Tt etvon to Trulicity kot oo ivar n xpno” TOL

T mpénet va yvopilete npv ypnopornomoete to Trulicity
Iog va ypnoomomoete to Trulicity

[MBovég avemBOuntec evépyeteg

Iag va puidcoete to Trulicity

[epreydpeva g cvokevaciog Kot AOES TANPoPopieg

Sk w e~

1. Th givor to Trulicity kot wova gival 1 yprion Tov

To Trulicity mepi€yet pia SpacTiki ovoia oV OVOUALETAL VTOVAXYAOVTION Kot ¥PNGILOTOLEITOL Y1a. TN
UEIMOT TOV EMTEI®V oakyapov (YALKOLNG) TOv aipoTog oe EVAAIKES Kot Tondid nitkiog 10 eTodv kot
v, pe cakyapmdon St tomov 2 kot propel va fondnoel onv TPOANYN TOV KAPIOKOV
wadncemv.

O dwPng tomov 2 givon pio dOnon Katd v omoio 0 opyoviclds Gog dev TOPAYEL APKETT LVGOVAIVT
K0l 1] WWGOVA{VI] IOV TTOPAYEL O OPYAVIGHOG GAG OEV Elval TOGO OMOTEAECUATIKY 0G0 Ba Empemne.

Orav cvpPaivel kKTt T€1010, CLGGOPEVETAL GAKYAPO (YAVKOLN) 6TO aipa.

To Trulicity ypnowonoteitar:
- ¢ povobepameia ebv 1 YAvKkO(N 67O aipo 6Og OV EAEYYETOL KOTAAANAL HECH SLOTPOPNG KoL
doknong ndvo Kot dev Umopeite va mapete LETPOPUivN (§va GAAO GAPLLOKO Yo TOV OLafiTn).
- N 0€ GLVOLOCUO UE GAAL PAPLOKA Y10 TO JAPTN OTAV SEV EMAPKOLY Y10, TOV EAEYYO TOV
emmédV YAVKOING 070 aipa Goc. Avtd To GAAL PAPUOKE UTOPEL VO EIVOL PAPLLOKO TTOV
Aappdvoviot amd To 6TOU TY/Kot IVGOVAIVY TTOV YopTyEiTon e Eveo.

Eivar onuavtikd va cuveyicete va axolovbeite Tic supfovréc mov cog Exovv dobel oyeTikd pe )
SLITPOPN Kal TNV ACKNGT ad TO YITPO, TO PAPUOKOTOLO 1] TO VOGOKOUO GOC.
2. T péner va yvopilete mpiy yprowponomcete to Trulicity
Mnyv gpnorponouicete 1o Trulicity
- og mepintmon aAAepYiag T VIOLAOyAoVTidn 1) 6 0mo10dNTOTE GALO OO TOL GLGTATIKG AVTOV

TOL EOPUAKOL (OVOPEPOVTOL TNV TTAPAYPAPO 6).
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IIpog1domon)6ElS Kol TPOPUAGEELS
AmevBuveite oToV Y10TPO, TOV POPLAKOTOLO 1 TOV VOGOKOWO GaG TPV Yproiponotioete To Trulicity
o€ MEPIMTWGT) TOL:

- vmoPdAdecte o€ OLpodIGAVGT|, KABMG aVTd TO EAPLOKO OEV GUGTHVETAL.

- whoyete amod dafnTn Tomov 1 (o TOTOC O1afN TN OV 0 OpYAVIGHOG Gag OV Tapdyel KaBOAOL
WGOLAIVN), KABMS 0VTO TO PAPLOKO UTOPEL Vo PNV gival KATAAANAO Y10, €50G.

- mhoyete omd doPntikn keto&Emon (Hio entAokn Tov daPnTn Tov epgavifeTol dtav o
opyavicudc dev givan og Béom va amodopunoet T YAukoln emeldn Ogv VITAPYEL OPKETN
woovdivn). Ta onpeia Teptropfdavouy Toyeio an®AEL COUATIKOV BAPOVS, VauTia 1| EUETO,
YAUKIA OGUY| GTNV OVOTTVOT] GOG, YAVKLA 1 LETOAAIKY| YEDOT) GTO GTOUM GOG 1) OLPOPETIKT OGN
TOV 0VP®V 1| TOV 13PpMTO GOC.

- &yete cofapd mpoPANLATA LE TV TEYT TOV TPOPDV 1) Ol TPOPES TOPAUEVOLY GTO GTOUMYL GOG
Y0 TEPLGGOTEPO YPOVO ATO TO PUGLOAOYIKO (GUUTEPIAAUPAVOUEVIG TG YOOTPOTAPESTG).

- &lyote TOPOLGLAGEL KATA TO TOPEAOOV ToyKpeaTITION (PAEYLLOVT TOV TOYKPENTOC), 1 OTTOln
TPOKUAEL EVTOVO GTOWOYIKO TOVO Kol £VTOVO TOVO GTNV TAGTY TOV SEV VTTOYWPOLV.

- maipvete pio covApovvlovpia 1 vGovAivi Yo Tov daPrtn oag, kabmg uropel va gpeavicete
YOUNAG emtinedo, yAvko{ng aipotog (vwoyAvkopio). O ylotpog Gog Umopel vo ypelaoTeal va
oAAGEeL T 006N TV GALDV QVTOV EOPUAK®V TOL TOIPVETE Y10, Vo LELMBEL anTOg 0 Kivouvog.

To Trulicity dev etvat tvoovAivn, cuvendg dev Ba TPEMEL va YP1CILOTOLEITAL MG VTOKATAGTATO TNG
WWGOVLAIVNG.

Xe aoBeveig mov ypnoiponoovy to Trulicity, £xovv avaeepbel copumTdRATE, HEPIKES POPES GOPAPA,
KaBLOTEPNUEVIG KEVMOGTG TOL TEPLEXOUEVOL TOL GTOUAYOV, OTWG AicON e TANPOTNTAS, VouTio 1/Kat
éuetoc. Evnuepmaote tov yatpd oag edv avantoéete cofapd mpofAnuato pe Ty KEVOGT TOV
GTOUGY OV GO, TO 0moio dev Ba vVToYmPNooVY eV ypnotomoteite To Trulicity.

Edv yvopilete 6Tt mpdkettor va voPAndeite og xepovpykn enépfaocn pe avarsbnocio (Vvog),
EVNUEPMGTE TOV Y1TPd oag OTL ypnoponoteite to Trulicity.

Kot v évapén g Bepamneiag pe o Trulicity, pmopel 6€ OpIGUEVEG TEPITTMOGELS VO ELPOVIGETE
UTOAELD VYPOV/0QUIATMGCT, TT.). GE TEPITTMOON EUETOV, VAVTIOG /KoL SLAPPOLG TOV UTOPEL VOl

00N YNGEL G€ UELMUEVT] VEQPIKN AgtTovpyia. Etval onpavtiko vo amopedyete TNV a@uddtmon LEG® TG
KOTOVAAWDGONG TOAADY VYPOV. ETKOIvOVIGTE [LIE TO Y1I0TPO GOC EAV EYETE OTOLEGONTOTE EPOTNOEIS N
ovnovyles.

IMoord ko Eenpor
To Trulicity pmopet va ypnoiponombel oe moudid ko eprjfovg nikiog 10 e1dv kot dve. Aev vdpyovv
dwbéotpa dedopéva yio mToudid nAtkiog kdto tov 10 eTov.

Alro eappoxa ko Trulicity

Kabmg 1o Trulicity pmopel va emPBpadvvel TNV KEVOGT) TOV GTOUAYOV, KATL TOL UTOPEL Vo, EXNPeACEL
To GAAD QAPUOKE, EVILEPDTTE TOV YLOTPO, TOV PAPUOKOTOL0 1] TOV VOGOKOUO GOG EGV YP1OULOTOLEITE,
£€YeTE TPOGPOTO YPT|CLLOTOGEL 1] LTOPEL VAL YPNGLLOTOMGETE GAAAN PAPLLOKOL.

Kinon

Agv glval yvootd €dv 1 viovdlaylovtidn Ba pmopovoe va PAdwet To ayévvnto madi cag. Ot yvvaikeg
oL o popovsay va petvovy &ykveg Ba Tpémel va xpNGIHOTOIO0Y OVTIGOAANYT KOTE TN OEPKELN TG
Oepaneiog pe vrovlayrovtidn. Evnuepmaote 1o y10tpd cag edv giote £ykvoc, vopilete 0T umopel va
glote £ykvog 1 oyedidlete vo amoktioete Toudi, kabmg to Trulicity dev Oo Tpémel va ypnoiuomoteitat
KOTd T S1APKEL TNG EYKLUOGVVNG. ATevBuvleite 6T0 Y10TPOd GOG OYETIKG [LE TOV KAADTEPO TPOTO
eAEYYoL TG YALKOING GTO aliplo GOG KATE T S1APKELN TNG EYKVHOGVUVG GOG.
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Onioopdg

Amevbuvbeite 610 Yiatpd cog edv Ba BN ate va Onhdoete 1 edv Onralete mpv Tapete avtd 10
@apupaxo. Mnv ypnoyoromoste 1o Trulicity edv Onialete. Aev glvar yvwotd €dv 1 vioviloyAovTion
TEPVA GTO UNTPLKO YAAQL.

Oonynon ko EPGROS PNy avnpdTmv

To Trulicity ennpedlel kaBohov £mc eELdyIoTO TNV IKOVOTNTA 0dNYNONG 1] XEPIGLOD UIYOVIUAT®V.
Qo61660, 4V ypnoyomooete 10 Trulicity 6e cuVOVAGUO pe pio GOLAPOVVAOLPIN 7| VGOVAIVT,
umopei va gupavicete yopnAd enimeda yAvkong aipatog (vroyAvkaipia), n omoio UTopel v HEIDOEL
TNV IKAVOTNTO GUYKEVIPMONG GOC. ATOQVYETE TNV 001YNGN 1 TO XEPIGUO UNYOVILATOV EQV
eupavicete onuadia yopnAov emmrédmv yYAukolng oto aipo. Avotpééte oty evotta 2,
«IIpoe1domoncelg Kot TPOPLAGEEID Yo TANPOPOPIES GYETIKE, LE TOV AVENUEVO KIVOLVO YOUNADV
emmESV YAVKOING GTO Qi Kot GTrv EvOTNTA 4 Y10 T TPOEIOOTOTIKA OTLLASL TV YOUNADY
emmédv YAUKOING oto aipe. AtevBuvheite 6TOV Y1I0TPO GOG Y10 TEPIGGOTEPEG TANPOPOPIES.

To Trulicity wepiéyer vatpro
To pdppaxo avtd mepiéyel Ayotepo and lmmol vatpiov (23 mg) avd doon, lvor avtd TOL
ovopdlovpe «erebBepo vatpiovy.

3. Ilag va ypnoponomcete to Trulicity

[Tavtote va YpNOYLOTOLEITE TO PAPLOKO AVTO OVCTNPE COUPMOVA LLE TIG 00T YIES TOVL YIATPOV 1| TOL
eapurokomolod cog. Eav éxete appiPoliec oxetikd pe tov TpOTO ¥pNoNG TOL PAPUAKOD 0VTOD,
POTACTE TO YOTPO 1 TO PAPLOKOTOLO GOGC.

Evijikeg
O y10tpocg oag evdgyeTal va Tpoteivel T d6om Twv 0,75 mg pio eopd trv efdoudda yio ) Oepomeio
Tov PNt cag otav To Trulicity ypnouonoleitol og povobepomeio.

Orav ypnopomnoteitor oe cuvdvacud pe dAha eAaproka yuo To d1oPnTn, 0 YIHTpOg Gag EVOEXETAL VO
mpoteivel tn 60om tv 1,5 mg pia eopd v efSoudda.

Edv ta enimeda yAvkoing oto aipo cog 0ev EAEYYOVTOL IKAVOTOUNTIKA, O Y1ITPOS GG EVOEYOUEVMS VO
avénoel ta enimeda g 06ong oto 3 mg pia popa v efdoudda.

Edv amorteiton mepartépm Ereyyog tng yAvkolng n doom pmopet va avénbdei Eavd ota 4,5 mg o popd
v efdopdda.

MMoord ko Eenpor

H d060m évapéng yio mardid kot epnPovg nhkiog 10 etdv kot v givar 0,75 mg pio opd v
ePdoudoa. Edv ta emimeda yAvkoing cog 6gv eAEYYOVTOL LKOVOTOIMTIKG, LETA OTO TOVALYIOTOV
4 gfdopddec, o yraTpds cog uropel va avénoet ) 66om cag o 1,5 mg pia popd v efdopdda.

Kabe méva mepiéyet pia anaé efdopadiaio d6om tov Trulicity (0,75 mg, 1,5 mg, 3 mg 1 4,5 mg). Kade
wéva yopnyet pia povo doom.

Mmnopgite vo ¥pNGILOTOLEITE TV TEVA GO GE OTOLNONTOTE MPA TNG NUEPAS, LE N Yopic yevpata. Edv
umopeite, Oa Tpémel va T ypnolLonoteite v idwo nuépa kabe efdoudada. ' va propeite va to
Bupdote, iowg etvor koA 10€a va GNUEIMGETE TNV NUEPA TNG EfOoAdag Katd TV omoia Oa
YOPMNYNGETE TNV TPAOTY 0OGN GTO KOVTL TOV TEPLEYXEL TV TEVA GOG 1] G€ Eva NUEPOAIY10.

To Trulicity yopnyeitai pe €éveon kdt® omd To dEppa (VITOSOPLO EVEGT)) GTNV TTEPLOYT TOV GTOLAYOV

(ko1t\axm TEPLoy) N 6TO GV UEPOG TOV 10V Gog (UNnpdg). Edv kdmolog dAhog 6ag Kavel TnVv éveon,
umopel va kavel TNy éveon otov dvo Ppayiovd coc.
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Edv 6élete, pmopeite va ypnoponoleite v idla meptoyr] Tov cdpatds cag Kabe efoondda. AALG
QPOVTIoTE Vo EMALYETE OLAPOPETIKN BEGN Eveong Ge 0LTH TNV TTEPLOYN.

Eivon onpovtikd vo ehéyyovton ta eninedo yAukolng 6To aipa oag, Onmg oag £YEL VITOJEIEEL O YLOTPOG
G0G, O POPLOKOTOLOG GO 1] 0 VOGOKOWOG 6aG, e0v mtaipvete To Trulicity oe cuvovacud pe pio
GOLAPOVLAOLPI 1] IVGOLAIVT.

Awpaote Tpocektikd T1g "Odnyieg Xpnong" yo v méva mpv ypnotponomoete to Trulicity.

Eav ypnowpononjcete peyarvtepn 66on Trulicity amé tnv kavovik)

Edv ypnoponomoete peyarvtepn do6on Trulicity and v Kavoviki, anevbovleite apécmg oto yraTpod
c0G. YmepPoAikn mocdTnTa 00 dVTO TO QUPUAKEVTIKO TPOTOV UTOPEL VA, £YEL MG ATOTEAEG|LOL
vrepPolikd younAd enineda yAvkolng aipatog (vroyAvkoiio) Kot pTopel va 6og TPOKOAECEL VO T
1 épeto.

Eav Eeydoete va ypnopomomcete to Trulicity

Edv Egydoete va kavete TNy €veon piog 000MG GOG Kt 0V anopévouy TovAdytotov 3 nuépes £0¢ v
gmOUEVN OGN 0aG, TOTE KAVTE TNV £VEGN TNG OOCTG GOC TO GLVTOUOTEPO dLvaTOV. Kdvte Vv éveon
NG EMOUEVNG BOGNC GOG KUTA TNV KOVOVIKG TPOYPULUUOTIGUEVT NUEPO.

Edv amopévouv Ayodtepeg amd 3 nuépeg £wg v endpevn d0o1 6og, Topaieiyte T 060N Kot KAVTE
TNV €VEGN NG EMOUEVNS OOCTG GOG KAUTO TNV KOVOVIKG, TPOYPUUUATICUEVT UEPAL.

Mnv ypnotponoteite Surh 00T Yo Vo vamANpAOCETE TN d00T o Eeydoarte.

Mmopeite eniong, v givotl amapaitto, va oAlaEete TNy nuépa TG ELSOUASNG KUTA TNV OO0 KAVETE
v éveon tov Trulicity, pe v mpotimdBeon 61t £xovv mapéAbel TovAdyIoTOV 3 NUEPES Omd TN ANy
g televtaiog doomng tov Trulicity.

Edv otapatiioete va gpnowonoreite to Trulicity
Mnv ctapatioete va ypnoonoteite to Trulicity yopig va pudnioete pe 1o yuorpo coc. Eqv
oTapotnoeTe va ypnotponoteite to Trulicity, ta emineda yAvko{ng oto aipa cog uropel va avéndoiv.

Edv &yete meprocdTepeg EPOTNGELS GYETIKA LE TN XPTOT) AVTOV TOL POPUAKOV, POTNGTE TO YLUTPO, TO
QOPUOKOTOLO 1] TO VOGOKOLO GOLG.

4. MBavég avemBOunTeg evépyereg

Onwg dha ta pappaka, £T61 Kol aLTd TO GApLaKo pumopel vo Tpokarécel avemBOUNTES EVEPYELES, AV
Kot 0gv Tapovctdlovtal 6 GAOLG TOVG AvEPOTOLC.

YoPapéc avemOOuNTES EVEPYELEG
Xrdvieg: umopet va emnpedcovv £mg kot 1 ota 1.000 dropa
- XoPapég aAlepyikég avTIOPACELS (OVAPLANKTIKEG OVTIOPAGELG, OLYYELO0IOMLA).
®a mpénel vo emiokeOeite Yi0Tpo Apeca, £G4V TAPOVCIAGETE CUUTTMOUOTO OTOS eEAvONaTA,
KVNOUO Kol ToEMG EEMAGOUEVO TPHELLLO TV IGTMYV TOV QLYEVO, TPOGHOTOV, GTOLOTOG 1|
Aoipon, Kvidmor Kot SUGKOAID GTNV aVOTVOT).

- ®@leypovi oto Taykpeog (o&eia maykpeatition) mov Bo pTopoVcE va TPOKAAEGEL EVTOVO TOVO
GTO GTOMAYL KOl TNV TAATN TTOL OV VITOYWPEL.
®a mpénel vo emiokepOeite YioTpod dueca, E4v TAPOVCIAGETE TETOLO, GUUTTOUATO.

Mn yvootéc: 1 ouyvotta dgv umopel va extiundei pe Paon to dtabéoipa dedopuéva
- Evrtepu amogpaén — pia coPapr popen dSuekotAdtntag pe TpocheTta GUUMTOUATH OTMG TOVO
GTO GTOUAYL, TOUTAVIGUO 1| EUETO.
Oo mpénel vo emiokeeite YiaTpd dueoa, £V TUPOVCIAGETE TETO0, GUUTTOUATO.
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AlLeg avemMOVUNTES EVEPYELEG
[ToAv ovyvéc: umopel va ennpedoovy tepiocdtepa amd 1 ota 10 dtopa
- Téon mpog éueto (vovtia) — ovtd cuvnbmg e€apaviletat pe Ty Thpodo Tov YpdvoL
- 'Epetog — avtd suvnBog e€apaviletar pe v mhpodo tov ypdvou
- Abppota — avtd cuvnbwg eapaviletar pe v mhpodo Tov Ypdvov
- Kotuoxog movog (otopayomovog)

Avtég ot avemBounteg evépyeleg dev eivan cuvnbmg coPapéc. Epeavilovion cuyvotepo Kotd v
TPMTN XPNOT| TNG VTOLANYAOVTIONG AAAG VTTOYWPOVV LE TNV TAPOSO TOL ¥POVOV GTOVS TEPIGGOTEPOLG
aoBeveic.

- XounAd eninedo yAvkodng aipotog (vwoylvkopio) glvor ToAd cuyva 6Tav 1 VIovAoyAouTion
YPTCULOTOLEITAL GE GUVOVAGHO LE PAPLOKO TOV TEPIEXOVY HETPOPUIVY], Lot GOVAPOVLAOLPia
N/kat veovrivn. Edv maipvete pia covipovolovpia 1| tvGovAivn, n 06om pmopel vo xpelactel vo
uelmBel katd tn S1dpKeLd TG XPNONG TS VIOLAAYAOLTIONG.

- To ocvpntdpoto TV yopnAdv emmridnv YAvKOING aipatog prnopel va tepthapfavovv
TOVOKEQUAO, voBpoTa, advvouia, (dAn, aicOnua teivag, cOyyvon, svepebiotodtTnTa, Yp1yopo
Kapdlokd puouod kat epidpwomn. O yaTpdc cog Oo TPETEL VO GOG EVIUEPDCEL GYETIKA LLE TO TAOC
VO OVTETOTICETE Ta YOUNAL emimeda yAvkoing aiporog.

Yoyvéc: umopet va emnpedoovy €mg kot 1 ota 10 dropa

- XopnAd emineda yAokolng oto aipa (vroyAlvkopie) eivotl cuyxva 6Tav 1 VIOLAXyAOLTION
YPMNOLoTOEITAN MG povobepameia 1 oe cuvdvaoUO pe PETPopuivn Ko moyArtalovn padi, 1 pe
£vay 0VOGTOAEN TOL GUUUETOPOPEN VaTpiov-yYAvkolng 2 (SGLT2i) pe M ywpig petpopuivn. INa
Vv Moto Thovav COUTTOUATOV, OEiTE TOPATAVE TIC TOAD GUYVEG aVETOOUNTEC EVEPYELEG.

- Mewpévo aicOnua meivag (petmpévn 6peén)

- Avoneyia

- AvckolMotnTa

- Aépla (petempiopog)

- ®oVCKOUO GTO GTOMAYL

- TMoaAvopounon 1 aicOnuo kadeov (Yoot eniong Kol GOV YOOTPOOIGOPAYIKY TOAVOPOUNo —
I'OII) - pio vooog mov TpokaAeiTal amd TNV TAAVOPOUNGT] TV YUCTPIK®V 0EEMV TOV
avefaivouv 6Ttov oAV amd To GTOUAYL TPOG TO GTOU GOG

- Epuyég (peyinata)

- AioOnpo k6Tmong

- Avénpévog kapdlakog puiude

- EmPpdadovvon e nAekTpikig ay®@yoTNToS 6TV KOpotd

Oyt ovuyvég: umopet va ennpedoovv éoc kot 1 ota 100 dropa
- Avtdpdoeic ot Béom g éveong (m.y. e€avOnpua 1 epuBpodTnTA)
- Alepyég avtidpaoelg (vepevonctnacia) (.. oidnua, ETNPUEVO KVINGUMOJIEG OEPUATIKO
e&avonua (kvidmon))
- A@uddtwon, mov oyetiletar cuyva Le vavTtia, EPeTo B/Kal ddppota
- IIétpeg ot yodn
- ®@leypovn g xoAndoXov KHOTNG
- Aloyn ot yedon TpoPinwv 1 ToThV

Xrdvieg: propet va ennpedcovv £og kot 1 ota 1.000 dropa
- Kabvotépnon oy ké€voon Tov GToudyov

Avo@opd avemOOuNTOV EVEPYELOV

Edv mapatnpnoete kKamoo avemBOUNTN VEPYELD, EVILEPDOTE TOV YIUTPO, TOV POPUAKOTOLO 1) TOV/TNV
VOGOKOUO 6aG. AVTO 1oy0eL Kot Y10, KAOe mhovn avemBountn evépyeia Tov dev avaQEPETUL GTO TAPOV
@OALO 0OMY1DV Yprionc. Mmopeite emiong vo avapépete avemBounteg evépyeleg anevbeiog, HECH TOV
€0VIKoO GLGTNUATOG AVAPOPAS TTOV avaypaeTol oto [opdptnuae V. Méom g ava@opac
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OVETOOUNTOV EVEPYELDV UTOPELTE VO fonONGETE 6T GLAAOYN TEPICCOTEPMV TANPOPOPLDV CYETIKE LIE
TNV AGQAIAELD TOL TAPAVTOG PAPLLAKOV.

5. IIog va pvridooete To Trulicity
To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO TOdLA.

No punv {pNCUOTOLELTE QDT TO PAPUAKO LETA TNV UEPOUNVIL ANENG TOV AVOPEPETOL GTIV
gmonpaven g mévag kat oto kKouti petd ™ AHEH. H nuepounvia Anéng eivar | tekevtaio nuépa
TOL UNVO TTOV OVOPEPETOL EKEL.

Ddvidcoete og yoyeio (2°C - 8°C). Mnv katayOyeTe.
dvldcoete GTNV APYIKN CLGKEVAGIO Y10, VO TPOGTATEVETAL OTO TO PMC.

To Trulicity propel va dtatmpnBei ektog youyelov €mg kan 14 nuépeg og Beppokpacio oyl peyorvtepn
v 30°C.

MnV ¥p1OCIUOTOICETE TO PAPUOKO AVTO EAV TOPATNPNOETE OTL 1| TEVA £)EL vITooTel POopa 1} 1L TO
@appako givar 0oL0, ATOYPOUATIGUEVO N TEPLEYEL COUATIONL.

Mnv metdte ApHOKA GTO vEPS TNG OTOYETELONG 1 OTA OIKIOKA amoppippata. Potote tov
(POPLOKOTOLO GOG YOl TO DG VO TETAEETE TOL PAPLAKO TTOL JEV YPpNOLOTOlEiTe . Avtd ta pétpa Oa
Bondncovv oty Tpoctacia tov TepPaiiovtog.

6. Mepreyépeva TG GVOKEVAGINGS KO AOWTES TANPOPOPIES

T epréyer to Trulicity
H dpaoctikni ovsia eivar 1 viovAaylovtion.

- Trulicity 0,75 mg: KaBe mpoyepuiopévn cuokent tomov névag meptéxet 0,75 mg
vrovhayrovtion o€ 0,5 ml SeAdpoToc.

- Trulicity 1,5 mg: KadBe mpoyepuopévrn cuckevn) Tumov mévag mepéyet 1,5 mg vroviaylovtion
o€ 0,5 ml dtudvparog.

- Trulicity 3 mg: Kd&Oe npoyeiopévn cuekent) TOOL TEVAG TEPLEXEL 3 ME VIOLAAYAOVTION o€
0,5 ml dreAvparoc.

- Trulicity 4,5 mg: K&Be mpoyepuopévn cuckeun tomov mévag mepiéyxet 4,5 mg vroviaylovtion
o€ 0,5 ml dwwdvparog.

Toa dAha cvotatikd givor Kitpikod vatplo (PAEre mapdypago 2, eddplo «To Trulicity mepiéyet vatpio»
Y10 TEPIGGOTEPES TANPOPOPIES), KITPIKO 0ED, LaVVITOAN, ToAvcopPikd 80 Kot HOMP Yo EVESULA.

Epg@avion tov Trulicity kot wepieyopuevo. TG 6VOKEVOGIOG

To Trulicity givot éva dlavyEg, Gyp®UO EVESILO SIIAVUO GE Pt TPOYEUICUEVT] GUGKEVT] TOTTOV TEVOG,
Kd&Be mpoyepucpévn suokeun tomov mévag tepiéxel 0,5 ml dtohvpartog.

H mpoyepiopévn cuokeun tomov mévag tpoopiletal yio pio povo ypnon.

Yvokevaciec twv 2, 4 ] moAvcvokevasiec v 12 (3 cvokevacieg TV 4) TPOYEUGUEVOV GUCKEVMV
TOmov Tévag. Mmopel vo, v KuKAOQOPOUV OAEG 01 GLOKEVAGIEG GTI YDPO. GOGC.

Kartoyog Adcrog Kvkhogopiag
Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, OAlavdia.

Hopaokevaostiig
Eli Lilly Italia S.p.A.,Via Gramsci 731/733, 50019, Sesto Fiorentino, Firenze (FI), [toAia

Lilly France, 2, rue du Colonel Lilly, 67640 Fegersheim, ['oAAio
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I"a omoladnmote TANPOPOPIL GYETIKA LLE TO TOPOV PAPUOKEVTIKO TPOIOV, TOPAKAAEIGTE VO
amgvbBuvbeite otov Tomikd avtimpoésmmo tov Katdyov tng Adelag Kvkiopopiag:

Belgique/Belgié/Belgien
Eli Lilly Benelux S.A./N.V.
Tel/Tel: + 32-(0)2 548 84 84

bbarapus

TII "Emun JIunu Henepnann" b.B. - bearapus

Ten. + 359 2 491 41 40

Ceska republika
ELILILLY CR, s.r.o.
Tel: + 420234 664 111

Danmark
Eli Lilly Danmark A/S
TIf.: +45 45 26 60 00

Deutschland
Lilly Deutschland GmbH
Tel. +49-(0) 6172 273 2222

Eesti
Eli Lilly Nederland B.V.
Tel: +372 6 817 280

Elrada
OAPMAZEPB-AIAAY A.E.B.E.
TnA: +30 210 629 4600

Espaiia
Lilly S.A.
Tel: + 34-91 663 50 00

France
Lilly France
Tél: +33-(0) 1 5549 34 34

Hrvatska
Eli Lilly Hrvatska d.o.o.
Tel: +385 1 2350 999

Ireland
Eli Lilly and Company (Ireland) Limited
Tel: +353-(0) 1 661 4377

island
Icepharma hf.
Simi + 354 540 8000

Italia
Eli Lilly Italia S.p.A.
Tel: +39- 055 42571
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Lietuva
Eli Lilly Lietuva
Tel. +370 (5) 2649600

Luxembourg/Luxemburg
Eli Lilly Benelux S.A./N.V.
Tél/Tel: + 32-(0)2 548 84 84

Magyarorszag
Lilly Hungaria Kft.
Tel: +36 1328 5100

Malta
Charles de Giorgio Ltd.
Tel: + 356 25600 500

Nederland
Eli Lilly Nederland B.V.
Tel: + 31-(0) 30 60 25 800

Norge
Eli Lilly Norge A.S.
TIf: + 47 22 88 18 00

Osterreich
Eli Lilly Ges.m.b.H.
Tel: +43-(0) 1 711 780

Polska
Eli Lilly Polska Sp. z 0.0.
Tel: +48 22 440 33 00

Portugal
Lilly Portugal Produtos Farmacéuticos, Lda
Tel: + 351-21-4126600

Romaénia
Eli Lilly Romania S.R.L.
Tel: +40 21 4023000

Slovenija
Eli Lilly farmacevtska druzba, d.o.o.
Tel: +386 (0)1 580 00 10

Slovenska republika
Eli Lilly Slovakia s.r.o.
Tel: +421 220 663 111

Suomi/Finland
Oy Eli Lilly Finland Ab
Puh/Tel: + 358-(0) 9 85 45 250



Kvbmpog Sverige

Phadisco Ltd Eli Lilly Sweden AB
TnA: +357 22 715000 Tel: +46-(0) 8 7378800
Latvija

Eli Lilly (Suisse) S.A Parstavnieciba Latvija

Tel: +371 67364000
To mapév pvALo 00OV YpfioNS avadempOnke Yo TelevTaio eopa otig <pnvog EEEE>
Addeg TNYEG TANPOPOPLOV

Aemntopepeic TAnpoeopieg yia to pappoako avtd eivar drabéoipeg 6to dikTvakd TOTo ToL Evpmmaikon
Opyaviouov ®apudrmv: http:// www.ema.europa.eu.
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Odnyieg ypnong

Trulicity 0,75 mg evéoipo d1dAvpa 6 TPOYEUIOUEVT] GVGKELY] TOTTOV TEVAG
VTOLAOYAOLTION

n .
=< i = > M
AP %'—]'—]
252 Pa 4
A2 &> o

€< ZedumAOGTE TO £VTLTO KAl APHGTE TO OVOLYTO—=>

Awpaote

Kot Tig 00O nksubgg’{yﬂla TANPELS OSﬁ&“{é-g

YXXETIKA ME THN IIPOI'EMIXMENH XYXKEYH TYIIOY IIENAX TOY TRULICITY

IMopokoreiote vo S10PAGETE TPOCEKTIKA KU1 6TO GUVOAD TOVG VTEG TIS 001YiES YPNONG KOL TIG
0onyies Y10 TovV 0.60£vi] 6TO QUALO 00N VLAV YPONG TTPLV AP CLUOTOIGETE TV TPOYENIGUEVT
GUGKEVT] TUTOV TEVAGS 60G. MIAOTE pE TO YIaTPO, TO GUPRAKOTOLO 1] TO VOGOKONO GUS GYETIKG pe
TOV TPOTO GOGTIG YopP1YNoNs S £veong Tov Trulicity.

. H néva etvon pio mpoyeioévn cuokevt| xopNynons mov eivat £Touun Tpog ypno Kot
amoppintetor puetd ™ ypnon. Kabe néva nepiéyet pia efdopadiaio d6on tov Trulicity
(0,75 mg). KdaBe méva yopnyei pio pévo d6om.

. To Trulicity yopnysiton pio @opa Ty efdopada. Towg sival koA 100 Vo GNUELOCETE GTO
NUEPOAOYLO Gag pio vTevBOUIoT Yo TO TOTE Ol TPETEL VOL YOPTYNGETE TNV ENOUEVN dOCT| GOC.

. Otav mélete 10 TPAGIVO TANKTPO Eveong, N Téva Ba elodyel avTopudTmg T PeAdva 6T0 déppa
60g, 0o yopnyel v éveon tov popprakov kot o amocvpel T Peddva peTd TRV ohokijpmon
™mg éveong.
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IIPIN EEKINHXETE

apte EréyEre

™V méva ond 10 TNV ETIKETO, Y10 VO

yoyeio. BePorwbeite o1 Exete
TO GMOOTO PAPLAKO

A@noTe 10 KamaKt KoL OTL OV €)EL

Bdong uéyxptva eiote  mapérBel n

£To10C/M Vo, Kavete nuepounvia AENG
v éveon. TOV.

EIIIAEZETE TH OEXH THX ENEXHX

. O ywTpdg, 0 PaproKoTolds ) o
VOGOKOWOG GOG Lmopel va oag Bondnoet
va, emAéEeTe TN Béom Eveong mov givar
KOADTEPT] Y10 EGGC.

. Mmropeite va KAveTE TNV £VECT] TOL
PUPLAKOV OTO GTOUA)L (KOTALOKY
mePLoyN) 1 61O UNpo Gog.

. Kémoo iAo dropo uropeli va cog
Kdvel v éveon otov dvo Bpayiova.

. AMGlete (evarldooete) T BEom g
éveonc ke efdopdon. Mmopeite va
XPTCLLOTOCETE TNV 1d10 TEPLOYN TOL
OMOUOTOC 0aG, OAAG UNV TopaAeiyeTE
vo emAEEETE pia d1opOopeTIKT BEo
£VEGT|G GE EKEIVN TNV TEPLOYN).

EmbBsopiote IIpogTowpnaocteite

mv mévo. Mnv m TAEVOVTOG TOL XEPLOL GOG.
YPNOLLOTOCETE EQV

Mo TOoETE OTL 1) TEVOL

TOPOVGLALEL KATOLO0!

BAGPN M 6TL TO PAPLAKO

glvar BoAo M

OMOYPOUATIGUEVO 1 OTL

TEPLEXEL COUOTION.

EMMPOZOIA OnizeIlA OYH
OWH
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1. AQ®AIPEXTE TO KAITAKI
2. TOIIOGETHXTE KAI ZEKAEIAQXTE
3. HIEXTE KAI KPATHXTE

Kopudn » L — MArktpo Eveonc

AoktOAoc
KAebwporog

Acixtnc

K\eibwpo/
ZekAsidbwpa

Qb

Dapuako

Kanadxt Baonc
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1 AQ®AIPEXTE TO KAITAKI

ﬂ Befoiwbeite 0t1 ) téva givan
LVEALTOTTERY | B

e Agaipéote T0 YKpL Kol
Baomng.

Mnyv Tomo0eTioETE KO TG TO
Kandxi faong otn 0éon Tov —
K41 té1010 000 pTOpPOVOE VO
npokaréosl PLAPN ot Perova.
Mnyv ayyigete ) Peidva.

o Otav agoatpebei, To YKpL KOTAKL
Baong eppaviCeTon 6mwg
(paiveTol Kot UTopel va
amoppleOet.

2 TOHO®ETHXETE KAI
ZEEKAEIAQXTE

. TomoBetnote T Sowyn Pdon
otabepd kot enineda Thvo 6To
déppa cog otn Béom g
£veong.

‘1 ZEKAEIODGTE TEPIGTPEPOVTAG
TOV SUKTOAL0 KAEWOMUATOG.

3 HIIEXTE KAI KPATHXTE

. [Tiéote kon kpatnote
TOTNUEVO TO TPAGIVO TANKTPO
éveonc. Oa aKovoeTe éva
duvatd KAK.

& Yvveyiote va mélete T dowyn
Baon otabepd move ot
déppa 00G £mG OTOV OKOVGETE
éva 6evTeEpPO KAK. AvTo Oa
yiver 6tav n Pelova Egxvnoet
V0, AOGVPETUL GE TEPITOV
5-10 devtepdhrento.

. AmopaxpOvete TV méva, amd
TO dEpUOL OOG.

“— I'kpt Kamakt
paong

—

Av 10 YKp1 KaTAKL Bdong dev
potalet e TNV ToPpATIvV®
gIKoOVL

e  MnV Yp1GUYLOTOUGETE TNV
[Téva.

e AmoBnkevote pe acedieia
v Iéva kot To Kokt Kot
emwcowvovinote pe ) Lilly.

e Xpnowomotrote pia véa
[Téva.

(D 5-10 bsn‘rapo)ﬂna \

\)

\:";7/

" N «L

Q“

* Ou EfpeTe ¢ OTI I‘|

% oag

oTayv Bu awm
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XHMANTIKEX [IAHPO®OPIEX

DVAaEN Ko XePIopog

Amopprym g [évag

Xoyvég Epomoeig

Aleg ITAnpopopieg

ITob Mmnopeite va. Mdabete Ilepiocdtepa

OYAAEH KAI XEIPIZEMOX

. H néva mepiéyet yoahva pépn. Oa tpénet va ) yepileote pe mpocsoyn. Eqv cog néoet o¢ pia
OKANPN EMOAVELQ, UMV T YPNCYOTOMGCETE. XPNGILOTOOTE Uiol KOvoUpla TEVE, YioL TNV EVEST
o0,

. dvragte v TEVHL 60G GTO YoyEio.

. Otoav 1 eOAaéEN 610 Yoyeio dev eivar EQIKTY, UTOPEITE VO KPOTNGETE TNV TEVA GOG OE
Beppoxpocio dopatiov (katw amd 30°C) yia émg kot 14 nuépeg GUVOAIKA.

. Mnv xozoyvyete v méva coc. Eav n méva €xel katayvyBeli, MHN TH XPHEIMOITIOIHXZETE.

. DduraEte TV TEVH GTNV APYIKT) CLGKEVAGIN Y10 VO TV TPOPVAGEETE 0ltd TO PWC.

. Na purdooete v méva og B€om, Tnv omoia dev PAEmovV kot dev Tpoceyyilovv Ta Toudid.

. "o ohokAnpopévn evnuépmon GYeTikd Le Tr oot POALN, daPdote Tic Odnyieg yio Tov
acBevn.

AIIOPPIYH THX ITENAX

. Amoppilyte TV Téva 6e Evay £101KO 7 — ™
MEPLEKTN Y10 YU PA avTiKEipeva I ‘ - :
GOLPMOVO, LLE TIC 0OTYIES TOL YLATPOL, ' e
TOL (POPLOKOTOLOV 1] TOV VOGOKOLLOV a l ' \
oG,

. MnVv avOKUKADVETE TO YEUATO EIOIKO
TEPLEKTN Y10, QLU P OVTIKEILEVQL.

. Potote 10 ylotpd, 10 QopLaKOTOd M é
TO VOGOKOUO GOG Yl TO TAOG B Tpémet \ 1/

VO OTTOPPITTETE T PAPUAKO, TTOV EV
YpPNOLOTOLEITE TALOV.

YYXNEX EPQTHZEIX
T 0a yivel edv 00 pio guouridoa aépa 6TV TEVA POV;

H mapovoio puooridmv aépa sival puotoroyiky. Ot puoaAIdeS dev LTOpOvV Vo 6ag PAGYOLY 0VTE Va
EMNPEACOVY TN 0OCT GOG.

Ti 0a yiver Gy EEKAEWDDOOM TNV TEVA KOl TECH TO TPAGIVO TANKTPO £vesng TPy TPUfE® Kan
a@aIpéom To KOmaKL faonc;

Mnv a@apéoete To KOTAKL BAOTG KOl LNV ¥PNOYLOTOMGCETE TNV TEVA. AToppiyTe TNV TEVA GOUPOVO

UE T1G 0dMyieg TOL Y1aTPoD, TOL POPLAKOTOLOD | TOV VOGOKOOL cog. Kdavete tnv éveon tng 0066M¢ 60G
YPNOULOTOLOVTOG [io GAAN VAL
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Th 0a yiver edv vtapyel pio otayédva vypov 6to dKpo TS PeAdvas 0TAY APUIPECH TO KOTAKL
paong;

Mia otaydve vypod 610 dkpo TG Peldvag dev gival kdtt acvviBioTo kot dev o ennpedoel T d6oM
o0G.

XpelaleTal vo KPoT® TECUEVO TO TANKTPO £VESNS MG 0TOV 0AoKANPWOEL N éveon;

Katt tétoro dev eivan amopaitnto, aAld umopei va cog Bondnoet va, kpatdte tnv méva otabepn Kot
aKivnTn TAVe 6To dEPO GOG.

AKOVGU TEPLEOOTEPT. OTTO OVO KAK KUTE T1) O1dpKELD TG £VEGTG HOV - HVO TTL0 HVVOTA KAIK Kol
éva amaro. Olokinpodnke 1 £veor] pov;

Kamotot aseveig pmopel vo axodcouy Eva amord KAK akpiBdg Tpy omd 10 0e0TEPO SLVATO KAIK.

AvT10 gival HEPOC TNG PLGLOAOYIKNG AELTOVPYIOG TNG TEVAS. MMV OMOUUKPOVETE TNV TEVA, otd TO OEPUA

600G £0G OTOV OKOVGETE TO OEVTEPO TO SVLVOTO KAIK.

Th Oa yiver edv vtapyel pio otaydva vypov 1 aipaTog 6T dEPUA POV PeTd TNV £veon;

Kdtt tétoro dev etvan acvviBioto kot dev Ba ennpedost T dO6N GOG.

"Exo apgiporisg yia To Katd 00V 1] TEVE OV AELTOVPYNOE GOGTA.

EXéyEte yuo va domictdoete edv €xete AdPet tn 660m cac. H d6on cag €xel yopnynOel cwotd dv to

ykpt u€pog givar opatd (PA. Prna 3.) Emkowvaoviote eniong pe to tomikod ypageio g Lilly wov

avapépeton otic [IAnpoeopieg yio tov acBevn| yia mepartépm odnyiec. Xto petatd, anobnkevote v

TEVOL GOG LE OCPAAELN Y10l VO OTOPVYETE KATOLOV 0KOVGL0 TPALUOTIGHO 0mtd Toipmnpoe g BeAdvag.

AAAEZ ITIAHPO®OPIEX

. Edv &yete mpoPfAnuata 6paocng, MHN ypnoponomoete v méva oag yopic fondeia and
Kdmo1o dtopo mov eivat ekmandevEVO ot Yp1|on TS TEVAS Tov Trulicity.

MHOY MITIOPEITE NA MAGETE IIEPIZXOTEPA

. Edv éyete epmtiosig N TpofAnuata pe v méva tov Trulicity, emtkovavioTe pe 10 YoTpo, T0

(OPULOKOTOL) 1] TO VOGOKOUO GOG.

YKANAPETE AYTO TON KQAIKO I'TA NA IIEPIHI'HOEITE
QR www.trulicity.eu

CODE

AvaOeopiOnke Yo teElevTaio eopad otic <pvag EEEE>
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Odnyieg ypnong

Trulicity 1,5 mg gvécipuo o1GAVNA OE TPOYEPIGUEVT] GUGKEDT] TUTOV TEVAG
VTOLAOYAOLTION

N

Z g2 - g
= 0 —— o P

84 5 T

= ' E P = I

W< <4 fE =

AEARS, ; aD}E

€ ZedmAOGTE TO VTILTIO Kol 0PNOTE TO OVOLYTO—>

Awpaote

_

K&l Tig 00O nksubgg’{yﬂla TANPELS 08m(1g

YXXETIKA ME THN ITIPOI'EMIXMENH XYXKEYH TYIIOY IENAX TOY TRULICITY

IMopokoreiote vo O10PAGETE TPOGEKTIKA KOl 6TO GUVOAD TOVG QVTEG TIS 00N YiES YPNONG KOL TIG
0dnyies Y10 ToV 0.60£vi] 6TO QUALO 00N YLAV AP OGS TPLV AP CLUOTOIGETE TV TPOYERIGUEVT
GUGKELT] TUTTOV TEVAGS 60G. MM OTE PE TO YLaTPO, TO PUPLLAKOTOL) 1] TO VOGOKONO GOG GYETIKG, UE
TOV TPOTO 6OGTIG Yop1yNoNg s éveong Tov Trulicity.

. H néva etvon pio mpoyeiouévn cuokevt| xopMynons mov eivat Touun Tpog ypno Kot
amoppintetor petd ™ xpnon. Kade néva nepiéyet pia efdopadiaio d6om tov Trulicity (1,5 mg).
Ka0e méva, yopnyetl pio povo doon.

. To Trulicity yopnysiton pia @opa Ty efdopada. Towg sival koA 100 va GNUELOCETE GTO
NUePoAdYL0 cag pio vevBvLOT Yo TO TOTE O TPEMEL VAL YOPNYNOETE TNV EXOUEVT dOOT GOG.

. Otav mélete 10 TPAGIVO TANKTPO £veong, N Téva Ba elodyel avtoudTmg T PeAdva 6T0 déppa
60g, O yopnyel v éveon tov popprakov kot o amochpel T Peddva peTd TRV orokjpron
™mg éveong.
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IMPIN EEKINHXZETE
Hapte E)iéyEre

v méva ond 1o
yoyeio.

TNV ETIKETO, Y10 VOL
BeParwbeite o1 Exete
TO GMOGTO PAPLAKO

Aopnote 10 Kamakt KoL 0Tl OeV el

Bdong péxptva giote  mopéABel
éroog/m va kévete  muepopnvia ANéNg
TV éveon. TOV.

EIIIAEZETE TH OEXH THX ENEXHX

. O ywTpog, 0 PAPUOKOTOLOS N O
VOGOKOWOG GOG Lmopel va oag Bondnoet
va emAé€ete ) Béom Eveong mov gival
KOADTEPT] Y10 EGGC.

. Mmnopeite va KAVETE TNV £VECT] TOL
PopUAKOL 0TO GTOHMYL (KOIMOKT
mePLOYN) 1 61O UNpod Gog.

. Kdamowo dAAo dropo pmopet va cog
K@vel v éveon otov dvo Bpayiova.

. AANGLeTe (evolhdooete) T Béon tng
éveonc kaOe efdopddan. Mmopeite va
YPNOULOTOINGETE TNV 1010 TEPLOYN TOV
OMOUOTOG 060G, OAAG PNV TopadeiyeTe
va emAEEeTE pia dLopOopeTIKT BEo
€VEDT|G O€ EKEIvN TNV TTEPLOyN.

EmOzopiote [poctowpaocteite
v mévo. Mnv
YPNOLLOTOCETE EAV
STOTMOGETE OTL 1) TTEVA
Topovo1dlel KAmoto
PAGPN 1 6TL TO PapLOKO
glvar Boro 1
OTOYPOUATICHEVO 1) OTL
TEPLEYEL COUOTION.

TAEVOVTOG TO YEPLOL GOC.

EMIMPOZOIA
OWH

OnizoIlA OWYH
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1. AQ®AIPEXTE TO KAITAKI
2. TOIIOGETHXTE KAI ZEKAEIAQXTE
3. HIEXTE KAI KPATHXTE

Kopudn » J ET— MAnktpo Eveong

AaxtiAioc
KAewbwpatog

Asixtnc

KheiSwpa/
ZekAeidbwpa

Qb

Qdpuako

| | H‘ V Awawyric Bdon

Kandxt Baong

Béon/
Akpo
Behovag ),
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1 AQ®AIPEXTE TO KAITAKI

ﬂ BePaiwbeite 60t1 N méva givan
(VAR TOTTERY | B

o AQa1p£oTe TO YKPL KATOKL
Baong.

Mnyv Tom00eTOETE KoL TAA
70 KoaKt faong otn O£on
T0V — KAt TéTO10 OO0
UTOPOVGE VU TPOKUAAECEL
pAGPN oty Perdva. Mnv
ayyitete ™) Pelova.

o Otav apoipebel, To yKpt
Kamdkt Paong epepaviCeton
OT®G Paivetal Kot pmopel va
amopplebet.

2 TOHO®ETHXETE KAI
ZEEKAEIAQXTE

. TomoBetnote TN Sowyn
Béaon otabepd kot enineda
TOV®O GTO OEPUA GOG OTN

0éom g éveong.

ZeKAE0DG6TE
TEPIGTPEPOVTAG TOV OUKTUALO
KAEODOUATOG.

3 HIEXTE KAI KPATHXTE

. [Tiéote kon kpatnote
TOTNUEVO TO TPACIVO
TANKTPO éveong. Oa
aKOVOETE Eva dLVATO KAIK.

& Yvveyiote va mélete ™
Sty Paon otabepd TaVD
07O €PN GOG £MG OTOL

0KOVOETE EVal OEVTEPO KAIK.

AvT10 Oa yivel 0tav 1)
Bedova Eekvnoet va
OTOGVPETAL GE TEPITOV
5-10 devtepdrento.

. AmopaxkpOveTe TV TEVOL
0o TO OEPUN GOG.

<« TKpLKomaxu
paong

e

Av 10 YKp1 KOTAKL Bdong Oev
HOALEL HE TNV TOPATAVE® EIKOVOL:
e Mnv ypNCUOTONCETE TNV

[Téva.

o  Amobnkedote e acpiAEln
v [éva kot To Kamdkt kot
emkowoviote pe ) Lilly.

e Xpnowonomote pio véa
[Téva.

@ 5-10 6aurap6)»arrw “'

Vﬁﬂ>- /“\
a\_,f/ﬁ/\
o |()

. G)a Epete 6T
£ye Kiloug xgl
0
e
pépoc.



XHMANTIKEX [IAHPO®OPIEX

DVAaEN Ko XePIopog

Amopprym g [évag

Xoyvég Epomoeig

Aleg ITAnpopopieg

ITob Mmnopeite va. Mdabete Ilepiocdtepa

OYAAEH KAI XEIPIEMOX

. H méva mepiéyet yodhva pépn. Oa mpénet va ) xepileate pe mpocoyn. Edv cog méoet o€ pia
OKANPN EMPAVELD, UMV T YPNCYOTOMCETE. XPNGIUOTOOTE Hiol KOvoUpla TEVE, Yo TNV VEST
GOG.

. Dduragte v TEVH 60G GTO YuyEio.

. Ortav n @OAAEN 610 Woyelo dev elvor EQIKTT, LTOPELTE VAL KPATHOETE TNV TEVO GOG OE

Oepuokpacio dopatiov (katwm and 30°C) yio émg kot 14 nUEPEC GUVOAIKA.
. Mnv xozoyvyete v méva coc. Eav n méva €xel katayvyBel, MHN TH XPHEIMOIIOIHXZETE.

. DurdEte TV TEVA GTNV APYIKT] CLCKEVAGIN Y10l VOL TNV TPOPLAGEETE Ald TO PWG,.
. Na puidooete v méva og BEom, Tnv omoia dev PAEmovv kot dev Tpoceyyilovv Ta Taudid.
. Mo oAorkAnpouévn evnuEP®GN GYETIKA UE TN oo™ VAL, dtofdote Tig Odnyieg yia Tov
acBevn.
AITOPPIYH THX ITENAX
. Amoppiyte TNV TEVA GE EVav EIOKO / ~ fov . ™
TEPLEKTN Y10, ALYUNPG OVTIKEIHEVOL ) v = O
GOUPOVO, LE TIG 0dMYiEg TOL Y10TPOD, < v
TOV QOPUAKOTOLOD 1| TOV VOGOKOLLOL . ' \
oG,
. Mnv ovOKUKAMVETE TO YEUATO E101KO

TEPLEKTN Y10, ALy UNPE OVTIKEILEVQ.

. Potote 10 ylotpd, 10 Qoprakorold M @_\J %
TO VOGOKOUO GO Yl TO TG O mpémet \ L/ /

VO OTTOPPINTETE TAL PAPLLAKO, TTOV EV
YPNOULOTOEITE TAEOV.

LYXNEX EPQTHXEIX
T 0a yivel edv 00 pio guooridoa aépa 6TV TEVA POV;

H mapovoia puooridev aépa givor puetoroyiky). Ot puoaAideg dev HTopovV va cag PAGYoLY 0VTE Va
gnNpedoovV 11 8061 GOG.

Th 0a yiver Gy EEKAELODOOM TNV TEVA KOL TEGH TO TPAGIVO TANKTPO £vesng TTpv TPUfE® Ko
aPUIPEcH TO KaTaKL Paong;

Mnv a@alpécete T0 KOTaKL BAoTG KOl LNV ¥PNCWOTOMGETE TNV TEVa. AToppiyte TV TEVA GOUPOVO

LLE TG 00N YiEg TOL YTPOD, TOL PUPHOKOTOLOD 1) TOL VOsOKOHOL Gog. Kavete tnv éveon tng 80omg Gog
YPNOLOTOLDVTOG P GAAT TEVL.
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Th 0a yiver edv vtapyel pio otayédva vypov 6to dKpo TS PeAdvas 0TAY APUIPECH TO KOTAKL
paong;

Mia otaydvae vypod 610 dkpo TG Peldvag dev gival kdTt acvviBioTo kot dev Ba ennpedoel T d6oM
o0G.

XpelaleTal vo KPoT® TECUEVO TO TANKTPO £VESNS MG 0TOV 0AoKANPWOEL N éveon;

Katt tétoro dev eivan amopaitnto, aAld umopei va cog Bondnoet va, kpatdte tnv méva otabepn Kot
aKivnTn TAVe 6To dEPO GOG.

AKOVGU TEPLEOOTEPT. OTTO OVO KAK KUTE T1) O1dpKELD TG £VEGTG HOV - HVO TTL0 HVVOTA KAIK Kol
éva amaro. Olokinpodnke 1 £veor] pov;

Kamotot aseveig pmopel vo axodcouy Eva amord KAK akpiBdg Tpy omd 10 0e0TEPO SLVATO KAIK.

AvT10 gival HEPOC TNG PLGLOAOYIKNG AELTOVPYIOG TNG TEVAS. MMV OMOUUKPOVETE TNV TEVA, otd TO OEPUA

600G £0G OTOV OKOVGETE TO OEVTEPO TO SVLVOTO KAIK.

Th Oa yiver edv vtapyel pio otaydva vypov 1 aipaTog 6T dEPUA POV PeTd TNV £veon;

Kdtt tétoro dev etvan acvviBioto kot dev Ba ennpedost T dO6N GOG.

"Exo apgiporisg yia To Katd 00V 1] TEVE OV AELTOVPYNOE GOGTA.

EXéyEte yuo va domictdoete edv €xete AdPet tn 660m cac. H d6on cag €xel yopnynOel cwotd dv to

ykpt u€pog givar opatd (PA. Prna 3.) Emkowvaoviote eniong pe to tomikod ypageio g Lilly wov

avapépetor otic [IAnpoeopieg yio tov acBevn| yia mepartépm odnyiec. Xto petatd, anobnkevote v

TEVOL GOG LE OCPAAELN Y10l VO OTOPVYETE KATOLOV 0KOVGL0 TPALUOTIGHO 0mtd Toipmnpoe g BeAdvag.

AAAEZ ITAHPO®OPIEX

. Edv éyete mpoPAnuarta 6pacng, MHN ypnoyomomcete v méva cog xwpig fondeia amod
Kdmoto dtopo mov eivar ekmandevéVo ot yprion TS TéEvas tov Trulicity.

IHOY MIIOPEITE NA MAGETE IIEPIZXOTEPA

. Edv éyete epotioeig | tpofinipota pe v méve tov Trulicity, emtkovmvioTe pe 1o yotpo, To
(OPULAKOTOLO 1] TO VOGOKOUO GOG.

YKANAPETE AYTO TON KQAIKO I'TA NA IIEPIHI'HOEITE
OR www.trulicity.eu

CODE

AvaBsopiOnke 1o teEAEVTOIO QOpd oTig <pivag EEEE>
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Odnyieg ypnong

Trulicity 3 mg gvéoipo o1divpo 6g TPOYEMGUEVT] CVGKELT] TOTOL TTEVAG
VTOLAOYAOLTION

SITAXTE TH
YOPATTAA
AXDAAEIAXY

= ‘

IVIAVVOXY

€ EedmAOGTE TO £VTLTO KOl 0PYGTE TO OVOIXTO=>

AlaBthgE&i Tig 00O nksubgé{yﬂla TANPELS 08m(1g

_

YXXETIKA ME THN ITIPOI'EMIXMENH XYXKEYH TYIIOY IIENAX TOY TRULICITY

IMopokoreiote vo S10PAGETE TPOCEKTIKA KU1 6TO GUVOAD TOVG CVTEG TIS 001 YiES YPNONG KOL TIG
0onyies Y10 Tov 0.60£vi] 6TO QUALO 00N VLAV YPONG TTPLV AP CLUOTOIGETE TV TPOYERIGUEVT
GUGKELT] TUTTOV TEVAGS 60G. MIANOTE PE TO YIaTPO, TO GUPUAKOTOL) 1] TO VOGOKONO GUS GYETIKG pe
TOV TPOTO GOGTIG YopP1YNoNS S £veong Tov Trulicity.

. H néva etvon pio mpoyeiouévn cuokevt| YopNynons mov eivat £Touun Tpog ypno Kot
amoppintetor puetd ™ xpnon. Kabe néva nepiéyet pia efdopadiaio d6omn tov Trulicity (3 mg).
Ka0e méva, yopnyetl pio povo doon.

. To Trulicity yopnysito pio @opa Ty efdopada. Towg sival koA 10€a Vo GNUELOCETE GTO
NUEPOAOYLO Gag pio vTevBOUIoT Yo TO TOTE Ool TPETEL VOL YOPTYNOETE TNV ENOUEVN dOCT| GOC.

. Otav mélete 10 TPAGIVO TANKTPO §veong, N Téva Ba elodyel avTopudTmg T PeAdva 6T0 déppa
60g, O yopnyetl v éveon tov eapprakov kot o amocOpel T Peddva peTd TRV orokAjpoon
g éveong.
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IIPIN EEKINHXETE

Hapte EA\éyEre

mv méva ond 1o TNV ETIKETA Y10 VO

yoyeio. PePorwBeite otL £xeTe
TO GMOGTO PAPLAKO

Aopnote 10 Kamakt Ko 6T dev el

Bdong péxptva eiote  moapéibern

éroog/m va kévete  muepounvio AnENG
TV éveon. TOV.

EIIIAEZETE TH OEXH THX ENEXHX

. O ywTpog, 0 PAPUOKOTOLOS N O
VOGOKOWOG GO¢ Lmopel va cag Bondnoet
va emAé€ete ) Béom Eveong mov gival
KOADTEPT] Y10 EGGC.

. Mmnopeite va KAVETE TNV £VECT] TOL
PopUAKOL 0TO GTOHMYL (KOIMOKT
mePLOYN) 1 61O UNpo Gog.

. Kdamowo dAAo dropo pmopet va cog
K@vel v éveon otov dvo Bpayiova.

. AANGLeTe (evolhdooete) T Béon tng
éveonc kaOe efdopddan. Mmopeite va
YPNOULOTOINGETE TNV 1010 TEPLOYN TOV
OMOUOTOG 060G, OAAG PNV TopadeiyeTe
va emAEEeTE pia dLopOopeTIKT BEo
€VEDT|G O€ EKEIvN TNV TTEPLOyN.

EmOzopiote Mposgtowpacteite

v mévo. Mnv TAEVOVTOG TO ¥EPLOL COLC.
YPNOLLOTOCETE EAV

SOTOTMOGETE OTL 1) TTEVA

Topovo1dlel KAmoto

PAGPN 1 6TL TO PApLOKO

glvar BoAo 1

OTOYPOUATICHEVO 1) OTL

TEPLEYEL COUOTION.

EMMPOZOIA OMNIZOIA OWH
OWH
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1. AQ®AIPEXTE TO KAITAKI
2. TOIIOGETHXTE KAI ZEKAEIAQXTE
3. HIEXTE KAI KPATHXTE

Kopudn » J ET— MAnktpo Eveong

AaxtiAioc
KAewbwpatog

Asixtnc

KheiSwpa/
ZekAeidbwpa

Qb

Qdpuako

| | H‘ V Awawyric Bdon

Kandxt Baong

Béon/
Akpo
Behovag ),
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1 A®AIPEXTE TO KAITAKI

ﬂ BePaiwbeite 60t1 N méva givan
(VAR TOTTERY | B

*  AQuipéoTe TO YKPL KOTAKL
Baong.

Mnyv tomo0eTi6ETE KOl TAAL TO
Kamdxu Baong otn 0éon Tov —
KAt Té1010 00 pITOPOVGE VO
npokarécel BAaPn otn Pehdva.
Mnyv ayyigete ™ perdva.

e Otov apaipedetl, To yipt KamiKL
Baong eppavifetol 6nmg
(paiveTol Kot propel va
amopplpOet.

2 TOMO®ETHXTE KAI
ZEKAEIAQXTE

. TomoBetnote T Sowyn Pdon
otabepd ko emineda TV 6TO
déppa cog otn Béom g
éveongc.

EEKAEIOMGTE TEPICTPEPOVTOG
TOV SAKTOAL0 KAEWODUATOG.

3 NMIEXTE KAI KPATHXTE

. [Tiéote xon kpatnote
TOTNUEVO TO TPAGIVO TANKTPO
éveong. Oa akovoeTe Eva
duvatd KMK.

& Yvveyiote va méElete T dtawyn
Baon otabepd mhve oto
€L GOG EMG OTOV OKOVGETE
éva 6evTEPO KAK. AvTo Ot
yiver 6tav n felova Egxvioet
V0, AOGVPETUL GE TEPITOV
5-10 devtepdhento.

. ATOLOKPVVETE TNV TTEVO, OO
T0 €PN GOG.

<« 'KpLKamaxu
paong

bl

Av 10 yKp1 Kamdkt fdong dev

HolalEel e TNV TOPATAVE EIKOVAL:

e  MnV Yp1GUYLOTOGETE TNV
[Téva.

e AmoOnkevote pe ac@dieln
v I1éva kot To Komdxt Kot
emkowvoviote pe t Lilly.

e Xpnowomotrote pia véa
[Téva.

(M 5-10 ssvtzpéienta \'\I
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XHMANTIKEX [IAHPO®OPIEX

DVAaEN Ko XePIopog

Amopprym g [évag

Xoyvég Epomoeig

Aleg ITAnpopopieg

ITob Mmnopeite va. Mdabete Ilepiocdtepa

OYAAEH KAI XEIPIEMOX

. H méva mepiéyet yodhva pépn. Oa mpémet va ) xepileate pe mpocoyn. Edv cog méoet o€ pia
OKANPN EMPAVELD, UMV T YPNCYOTOMGCETE. XPNGILOTOOTE Uiol KOvoUpLla TEVE, YioL TNV £VEST
GOG.

. dvragte v TEVHL 60G GTO YuYyEio.

. Orav n @OAAEN 6T0 Woyelo dev etvor EQIKTT, LTOPELTE VAL KPATHOETE TNV TEVO GOG GE

Oepuokpacio dopatiov (katwm and 30°C) yio émg kot 14 NUEPES GUVOAIKA.
. Mnv xozoyvyete v méva coc. Eav n méva €xel katayvyBel, MHN TH XPHEIMOIIOIHXZETE.

. DurdEte TV TEVA GTNV APYIKT] CLCKEVAGIN Y10 VO TNV TPOPLAGEETE OO TO PWG,.
. Na puidooete v méva og B€om, Tnv omoia dev PAEmovv kot dev Tpoceyyilovv Ta Taudid.
. IMa odorAnpouévn evnuEpmON GYETIKA UE TN oo™ VAL, dtofdote Tig Odnyieg Yo Tov
acBevn.
AITOPPIYH THX ITENAX
. Amoppiyte TNV TEVA GE EVav EIOIKO / ~ fov . ™
TEPLEKTN Y10, ALYUNPG OVTIKEIHEVOL ) v = O
oOUPOVO, HE TIG 0dMYieg TOV Y10TPOD, < v
TOL (POPLOKOTOLOV 1] TOV VOGOKOLOL . ' \
oG,
. MnV avoKUKADVETE TO YEUATO E1OTKO

TEPLEKTN Y10, LY UN P OVTIKEILEVA.

. Potote 1o ylotpd, 10 Qoprakomold 1 @_\J %
TO VOGOKOUO GOG Y10 TO TMG O mpémet \ L/ /

V0L OTOPPINTETE TAL PAPLLOAIKO, TTOV EV
YPNOYLOTOEITE TAEOV.

LYXNEX EPQTHXEIX
T 0a yivel edv 00 pio guooridoa aépa 6TV TEVA POV;

H mapovoia puooridev aépa givor puetoroyiky). Ot puoaAideg dev HTopovV va cag PAGYoLY 00TE Va
gnNpedoovy T 8601 GOG.

Ti 0a yiver Gy EEKAEWODOOM TNV TEVA KOL TEGH TO TPAGIVO TANKTPO £vesng TPy TPUfE® Kan
aPUIPEcH TO KaTaK aong;

Mnv a@apécete T0 KOmaKL fAoTG KOl LNV ¥PNCWOTOMGETE TNV Téva. AToppiyte TNV TEVA GOUPOVO,

LLE TG 00N YiEg TOL YTPOD, TOL PUPHOKOTOLOD 1) TOL VOsOKOHOL Gog. Kavete tnv éveon tng 80omg Gog
YPNOLOTOLDVTOG P GAAT TEVOL.
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Th 0a yivel edv vtapyel pio otayéva vypov 6to dKpo TS PeAdvas 0TAY APUIPECH TO KOTAKL
paong;

Mia otaydvae vypod 610 dkpo TG Peldvag dev gival kdTt acvviBioTo kot dev Ba ennpedost T d6oM
oG,

XperaleTal vo KPoT® TECPEVO TO TANKTPO £VESNS MG 0TOV 0LoKANPWOEL | £veon;

Katt tétoro dev eivan amopaitnto, aAld umopei va cog Bondnoet va, kpatdte tv méva otadepn Kot
aKivnTn TAVe 6To dEPO GOG.

AKOVGU TEPLEOOTEPT. OTTO OVO KAK KUTE T1) O1dpKELD TG £VEGTG HOV - HVO TTL0 HVVOTA KAIK Kol
éva amaro. Olokinpodnke 1 £veor] pov;

Kamotot aseveig pmopel vo axodcouy Eva amord KAK akpiBdg Tpy omd 10 0e0TEPO SLVATO KAIK.

Av10 gival HEPOC TNG PLGLOAOYIKNG AELTOVPYIOG TNG TEVAS. MMV amOUaKPOVETE TNV TEVA, 0td TO OEPUA

600G £0G OTOV OKOVGETE TO OEVTEPO O SVLVOTO KAIK.

Th Oa yiver edv vtapyel pio otaydva vypov 1 aipaTog 6T dEPUA POV PeTd TNV £veon;

Kdtt tétoro dev etvan acvviBioto kot dev Ba ennpedost T SO0 GOG.

"Exo apgiporisg yia To Katd 00V 1] TEVE OV AELTOVPYNOE COGTA.

EXéyEte yuo va domictdoete edv €xete AdPet tn 660m cac. H d6on cag €xel yopnynOel cwotd dv to

ykpt u€pog givar opatd (PA. Prna 3.) Erkovaoviote eniong pe to tomikod ypageio g Lilly wov

avapépetor otic [IAnpoeopieg yio tov acBevn| yia mepartépm odnyiec. Xto petatd, anobnkevote v

TEVOL GOG LE OCPAAELN Y10l VO OTOPVYETE KATOLOV 0KOVGL0 TPALUOTIGHO 0mtd Toipmnpoe TG BeAdvag.

AAAEZ ITAHPO®OPIEX

. Edv éyete mpoPfAnuata 6paocng, MHN ypnoponomoete v méva oag yopic fondeia and
Kdmo1o dtopo mov eival ekmadevéEVO ot YpIon TS TEVAS Tov Trulicity.

IHOY MIIOPEITE NA MAGETE IIEPIZXOTEPA

. Edv éyete epotioeig | tpofiniuota pe v méve tov Trulicity, emtkovmvioTte pe 1o yiotpo, 1o
(OPULOKOTOL) 1] TO VOGOKOUO GOG.

YKANAPETE AYTO TON KQAIKO I'TA NA IIEPIHI'HOEITE
OR www.trulicity.eu

CODE

AvaBsopiOnke 1o teEAEVTOIO QOpd oTig <pivag EEEE>
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Odnyieg ypnong

Trulicity 4,5 mg gvéciuo S1GAVNE OE TPOYEPIGUEVT] GUGKEDT] TUTOV TEVAG
VTOLAOYAOLTION

e P—

YITAXTE TH
SOPATIAA
AXDAAEIAX
—
IVIAVVOXV
VVIIVdOX
HL 4LIVIIX

€ ZedmAOGTE TO VTLTIO Kol 0PNOTE TO OVOLYTO—=>

AlaBthéE&l Tig 00O nksubgg\-(la TANPELS 0511-\}{

i

S

XXETIKA ME THN IIPOI'EMIXMENH XYXKEYH TYIIOY IIENAX TOY TRULICITY

Hopokaieiote vo O1OPAGETE TPOGEKTIKA KU1 6TO GVVOLD TOVS UVTES TIG 00N YIES YPNONS KON TIg
0onyies Y10 Tov 0.60£vi] 6TO QUALO 00N VLAV YPONG TTPLV AP CLUOTOIGETE TV TPOYENIGUEVT
GLOKELT] TUTTOV TTéVaG 6ac. MIANGTE UE TO YIOTPO, TO PUPNAKOTOLO 1] TO VOGOKONO GUG GYETIKG NE
TOV TPOTO GOGTIG YoP1YNoNS TS £veong Tov Trulicity.

. H néva eivon pio mpoye o Lévn cueKeLT| YopNyNons mov eivat £Toyun Tpog ypno Kot
amoppinteton puetd ™ ypnon. Kabe néva nepiéyet pia efdopadiaio d6om tov Trulicity (4,5 mg).
Kda0e méva yopnyetl pia povo doon).

. To Trulicity yopnysito pia @opd Ty efdopada. Towg sival koA 1€ va GNUELOCETE GTO
NUePoAdYL0 cag pio vevBvLoT Yo TO TOTE O TPEMEL VAL YOPNYNOETE TNV EXOUEVT] dOOT GOG.

. Oroav mélete 10 TpAcIvo TANKTPO EveoTg, N TEVO Oa el0dyel avTopdTg T PeAdva 6TO déppa
60g, O yopnyetl v éveon tov papprakov kot o amocOpel T Peddva peTd TRV orokjpron
™m¢ éveong.
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IIPIN EEKINHXETE

Hapte EA\éyEre EmOzopiote Mposgtowpacteite
mv méva ond 1o TNV ETIKETA Y10 VO v mévo. Mnv TAEVOVTOG TO ¥EPLOL COLC.
yoyeio. PePorwbeite OTL ExeTE  YPNOLUOTOMCETE EAV
TO GMOGTO PAPLAKO SOTOTMOGETE OTL 1) TTEVA
AN ote T0 KomdKt Ko 6T dev el Topovo1dlel KAmoto
Baong uéyptva ciote  mapérBel n PAGPN 1 6TL TO PApLOKO
éroog/m va kévete  muepounvio AnENG glvar BoAo 1
TV éveon. TOV. OTOYPOUATICHEVO 1) OTL

TEPLEYEL COUOTION.

EIIAEETE TH OEZH THE ENEZHZ EMIPO2OIA OnizoIA OWH

. O ywTpog, 0 PAPUOKOTOLOS N O
VOGOKOWOG GO¢ Lmopel va cag Bondnoet
va emAé€ete ) Béom Eveong mov gival
KOADTEPT] Y10 EGGC.

. Mmnopeite va KAVETE TNV £VECT] TOL
PopUAKOL 0TO GTOHMYL (KOIMOKT
mePLOYN) 1 61O UNpo Gog.

. Kdamowo dAAo dropo pmopet va cog
K@vel v éveon otov dvo Bpayiova.

. AANGLeTe (evolhdooete) T Béon tng
éveonc kaOe efdopddan. Mmopeite va
YPNOULOTOINGETE TNV 1010 TEPLOYN TOV
OMOUOTOG 060G, OAAG PNV TopadeiyeTe
va emAEEeTE pia dLopOopeTIKT BEo
€VEDT|G O€ EKEIvN TNV TTEPLOyN.
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1. AQ®AIPEXTE TO KAITAKI
2. TOIIOGETHXTE KAI ZEKAEIAQXTE
3. HIEXTE KAI KPATHXTE

Kopudn » J ET— MAnktpo Eveong

AaxtiAioc
KAewbwpatog

Asixtnc

KheiSwpa/
ZekAeidbwpa

Qb

Qdpuako

| | H‘ V Awawyric Bdon

Kandxt Baong

Béon/
Akpo
Behovag ),
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1 A®AIPEXTE TO KAITAKI

n BePaiwbeite 0t1 N méva givan
(VEARTOTTERY | B

*  ApupéoTe T0 YKPL KOTAKL
Baong.

Mnyv tomo0eTi6ETE KOl TAAL TO
Kamaxt faong otn 0éon Tov — KATL
11010 00 pTopovoE va mpokarécel
PAGPN oty Perdva. Mnyv ayyilete
™ peidva.

*  Ortav apapebet, T0 yKpt Komdit
Baonc eppaviletor dmwe eaivetal
Kot pmopet va amopppdet.

2 TOMO®ETHXTE KAI
ZEKAEIAQXTE

. TomoBetnote T Sowyn Pdon
otabepd kot emineda TAVmD G6TO
déppa cog otn Béom g
éveong.

ZEKAELODGTE TEPIGTPEPOVTOG
TOV SAKTOAL0 KAEWODUATOGC.

3NMIEXTE KAI KPATHXTE

. [Miéote kon kpatnote
TOTNUEVO TO TPAGIVO TANKTPO
éveonc. Oa akovoeTe éva
duvatd KAK.

& Yvveyiote va mélete T dowyn
Baon otabepd move ot
déppa o0G £mG OTOV OKOVGETE
éva 6gvTePO KAK. Avto Oa
yiver 6tav n felova Egxvnoet
V0, AOGVPETUL GE TEPITOV
5-10 devtepdhento.

. ATOLOKPVVETE TNV TTEVO, OO
TO dEpUOL OOG.

<«— 'kpr kKamaxu
paong

i

Av t0 yKp1 Kokl Pdong dev

HOALEL E TNV TOPATAVE® EIKOVOL:

e  Mnv YpNGYOTOWGETE TNV
[Téva.

®  AmofnkevoTte pe acpaAEln
v [Téva kot 1o Komdkt Kot
emkowovnote pe ) Lilly.

e Xpnowomowote pio véa
[Téva.

@ 5-10 devtepérenta “'\

‘1 - B k

ﬁ H LIJ__/_/‘\\

~

| ;/

-~ ,//7 J& ‘\)(

\\

8/{
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XHMANTIKEX [IAHPO®OPIEX

DVAaEn ko XePIopog

Amoppryn g [évag

Xoyvég Epomoeig

Adeg ITAnpoopieg

ITob Mnopeite va MdaBete Ilepiocdtepa

OYAAEH KAI XEIPIEMOX

. H méva mepiéyet yodhva uépn. Oa mpénet vo ) yepileote pe mpocoyn. Edv cog méoet o€ pia
OKANPN EMPAVELD, UMV T YPNOYOTOMGCETE. XPNGILOTOOTE iol KOvoUpla TEVE, Yl TNV £VEST
oG,

. Dduragte v TEVHL 60G GTO YoYyEio.

. Otav 1 eOAaEN 610 Yoyeio dev eivar EQIKTY, UTOPEITE VO KPOTNGETE TNV TEVA GOG OE

Beppoxpocio dopatiov (katw amd 30°C) yia émg kot 14 nuépeg GUVOAIKA.
. Mnv kozoyvyete v méva coc. Eav n méva €xel katayvyBel, MHN TH XPHEIMOIIOIHXZETE.

. DdvraEte TNV TEVA GTNV APYIKT) CLGKEVAGIN Y10 VO TV TPOPLAGEETE 0ld TO PG,
. Na puidooete v méva og B€om, Tnv omoia dev PAEmovv kot dev Tpoceyyilov Ta Toudid.
. "o ohokAnpopévn evnuépmon GYeTikd Le Tr oot PUALN, dafdote Tic Odnyieg Yo Tov
acOevn.
AITOPPIYH THX ITENAX
. Amoppiyte TNV TEVA GE EVav EIOIKO » ‘ -5 . ™
TEPLEKTT] Y10 ALYUNPA OVTIKEILEVA I A il
CUUPOVA LLE TIG 00MYIEC TOV YIOTPO), » ="
TOL (POPLOKOTOLOV 1] TOV VOGOKOLOL . ' \
oG,
. MnVv avoKUKADVETE TO YEUATO E1OTKO

TEPLEKTT Y10 ALYUNPA OVTIKEILEVAL.

. Potmote 1o yiatpd, 1o poppakorotd 1 L %
TO VOGOKOUO GOG Y10, TO TMOG O mpémet \ L/ /

VO OTTOPPITTETE T PAPUAKO, TTOV JEV
PN OYLOTOEITE TAEOV.

YYXNEX EPQTHXEIX
Ti 0a yiver Gy 0m pio QUGALIdA PO TNV TEVA HOV;

H mapovoia puooridmv aépa sivar puotoloyiky. Ot puoaAIdeS dev LTOpovV Vo 6ag PAGYOLY 00TE Va
gNNPEACOVY T1) 3OCT GOG.

Th 00 yivel £dv EEKAEWO OGO TNV TEVE KOL TLECO TO TPAGIVO TANKTPO £vESNS TTPLY TPAPNE® Ko
aPUIPEcH TO KaTaKkL aong;

Mnv a@alpécete To KOmaKL fAonG KoL LNV ¥PNCWOTOMGETE TNV TEVa. AToppiyte TNV TEVA GOUPOVO,

UE T1G 0dMyieg TOL Y1aTPoD, TOL POPLAKOTOLOD | TOV VOGOKOWOL coc. Kdavete tnv éveon tng 0066M¢ G0OG
YPNOILOTOIDOVTOG [io GAAT TEVaL.
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Th 0a yivel edv vtapyel pio otayéva vypov 6to dKpo TS PeAdvas 0TAY APUIPECH TO KOTAKL
paong;

Mia otaydvae vypod 610 dkpo TG Peldvag dev gival kdTt acvviBioTo kot dev Ba ennpedost T d6oM
oG,

XperaleTal vo KPoT® TECPEVO TO TANKTPO £VESNS MG 0TOV 0LoKANPWOEL | £veon;

Katt tétoro dev eivan amopaitnto, aAld umopei va cog Bondnoet va, kpatdte tv méva otadepn Kot
aKivnTn TAVe 6To dEPO GOG.

AKOVGU TEPLEOOTEPT. OTTO OVO KAK KUTE T1) O1dpKELD TG £VEGTG HOV - HVO TTL0 HVVOTA KAIK Kol
éva amaro. Olokinpodnke 1 £veor] pov;

Kamotot aseveig pmopel vo axodcouy Eva amord KAK akpiBdg Tpy omd 10 0e0TEPO SLVATO KAIK.

Av10 gival HEPOC TNG PLGLOAOYIKNG AELTOVPYIOG TNG TEVAS. MMV amOUaKPOVETE TNV TEVA, 0td TO OEPUA

600G £0G OTOV OKOVGETE TO OEVTEPO O SVLVOTO KAIK.

Th Oa yiver edv vtapyel pio otaydva vypov 1 aipaTog 6T dEPUA POV PeTd TNV £veon;

Kdtt tétoro dev etvan acvviBioto kot dev Ba ennpedost T dO6N GOG.

"Exo apgiporisg yia To Katd 00V 1] TEVE OV AELTOVPYNOE COGTA.

EXéyEte yuo va domictdoete edv €xete AdPet tn 660m cac. H d6on cag €xel yopnynOel cwotd dv to

ykpt u€pog givar opatd (PA. Prna 3.) Erkovaoviote eniong pe to tomikod ypageio g Lilly wov

avapépetor otic [IAnpoeopieg yio tov acBevn| yia mepartépm odnyiec. Xto petatd, anobnkevote v

TEVOL GOG LE OCPAAELN Y10l VO OTOPVYETE KATOLOV 0KOVGL0 TPALUOTIGHO 0mtd Toipmnpoe TG BeAdvag.

AAAEZ ITAHPO®OPIEX

. Edv éyete mpoPfAnuata 6paocng, MHN ypnoponomoete v méva oag yopic fondeia and
Kdmo1o dtopo mov eival ekmadevéEVO ot YpIon TS TEVAS Tov Trulicity.

IHOY MIIOPEITE NA MAGETE IIEPIZXOTEPA

. Edv éyete epotioeig | tpofiniuota pe v méve tov Trulicity, emtkovevioTte pe 1o yiotpo, 1o
(OPULOKOTOL) 1] TO VOGOKOUO GOG.

YKANAPETE AYTO TON KQAIKO I'TA NA IIEPIHI'HOEITE
OR www.trulicity.eu

CODE

AvaBsopiOnke 1o teEAEVTOIO QOpd oTig <pivag EEEE>
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ITAPAPTHMA 1V

EINIXTHMONIKA ITOPIEMATA KAI AOT'OI T'IA THN TPOIIOIIOIHXH TQN OPQN
AAEIAX(-QN) KYKAO®OPIAX
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Emoetnpovika mopiocpoto

Aoppavovtog vroyn v ‘Exbeon Agodldoynong g PRAC oyetikd pe v (tic) PSUR(s) yio ™
VTOLAOYAOLTION, Ta emoTOVIKA Topicuato g PRAC sivon ta e€ng:

AopBavovTog VoY To GLYKEVTPMTIKA dEGOUEVO, OO TIG OAOKATPOUEVES KAVIKEG LEAETEC
EIKOVIKOD QOPLAKOV, TIG TEPUTTMCELG LETA TNV KuKAoQopia oV KaTéde&ay OeTikn voydpnon Kot
enovampdKANon Kot 0edopuEVOL OTL 1 SuoYELGia TEPIAUUPAVETAL OTIC TANPOPOPIEC TPOTOVTOS AAAWY
ayovioT®v vtodoyéwv GLP-1, Osmpeitar 6TL vdpyovv eDAoya oTotKEl0 TOL VITOGTNPIlOVV TO
YEYOVOC OTL LITAPYEL GLGYETION UETAED VTOVANYAOLTIONG KOl dLGYELGING. £2¢ €K TOVTOV, GLVIGTATAL M
EMKALPOTOINGN TOV TANPOPOPIOV TTPoidvtoc Tov Trulicity dote va cupneptinedei n «dvcygvcion
®¢ VEQ avemBOUNTN evépyela eapudkov otny topdypago 4.8 g [IXI1. To ®vAlo Odnyiov Xpnong
Oa mpémel va emkarpomomBei avticTolyme.

H CHMP, agov g&étaoce t ovotaon g PRAC, cvupdvnoe pe ta yevikad mopicpato e PRAC kot
TOVG AOYOLG SATVTOGNG TG GVGTACT|S.

Adyor ywa v Tpomomoinen Tev 6pov Adstug(-ov) Kvkiogopiag

Me Béon ta emionUovikd mopicpata yio T viovAayAovtion, 1 CHMP éxpive 611 1 oxéomn opELOVG-
KIvOUVOL TOV (T®V) QUPHOKEVTIKOV(-MV) TPoidvTOg(-mV) TOL TEPIEXEY-0VV) VTOVANYAOLTION
TOPOUUEVEL AUETAPANTN, VIO TNV EXPVAAET] TOV TPOTEWVOUEVOV OALAYDV GTIG TAT|POPOPIES TOL

TPOIOVTOC.

H CHMP gionyeitot v tpomonoinom tov 0pmv adsiag(-ov) KukAogopiag.
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