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HNEPIAHYH TQN XAPAKTHPIZTIKQN TOY ITIPOIONTOX



vTo @AapraKo oVTO TEAEL LTO CLUTAN PO UATIKT TOPAKOAOVONGT. AVt Ba emTPEYEL TO YP1YOPO
TPOGIOPIoUO VEDV TANPOPOPLOV OGPAAELNC. ZNTEITAL 0O TOVG EXAYYEAUATIEG VYEING VO AVAPEPOVY
omoleconmote mBavoroyoOueveG avemBOunTeg evépyeteg. BA. mapdypapo 4.8 yio Tov TpOTo avapopis
OVETLOOUNTWV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 2,5 mg evEGIO SIIAV U GE TPOYEUGLUEVT] GUGKELT] TOTTOV TEVOG

Mounjaro 5 mg evéoo SIIAVIA GE TPOYEUGUEVT] GUGKEVT TOTTOV TTEVAG

Mounjaro 7,5 mg evEGIUO SIIAVLO GE TPOYEUGHEVT] GUGKEVT] TOTTOV TEVOG

Mounjaro 10 mg evéoylo 1AV GE TPOYEUIGIEVT] GUOKELT TOTTOL TTEVOG

Mounjaro 12,5 mg gvécipo S1GAV L0 GE TPOYEULICUEVT] GUGKEDT] TOTTOV TEVAG

Mounjaro 15 mg evéGo S1AAVLO, GE TPOYEULGIEVT] GVOKELT TOTTOL TTEVOC

Mounjaro 2,5 mg gvécio didAvpa oe ELoAidto

Mounjaro 5 mg gvécipo dbAvpe oe PLoAidto

Mounjaro 7,5 mg evécuo dtaAvua, 6€ PLoAidlo

Mounjaro 10 mg evéoyo Stdlvpa o€ Praridto

Mounjaro 12,5 mg gvéoipo SidAvpa g eroridio

Mounjaro 15 mg evéoiuo StdAvpa o€ PLOAIdI0

Mounjaro 2,5 mg/d6on KwikPen evéoipo dtdlvpo 6€ TpoyepicUEVT] GUGKELT TOTOV TTEVAG
Mounjaro 5 mg/d6on KwikPen evéoipo didAvpa og Tpoyeioévn cuokent TOTOV TEVOG
Mounjaro 7,5 mg/d6cn KwikPen evécipo d1GAVUO GE TPOYELUGUEVT] GUGKELT TOTTOV TTEVOG
Mounjaro 10 mg/66om KwikPen gvéoyo S1dAva 6€ TPOYEUIGUEVT] GUOKELT TOTOL TTEVOC
Mounjaro 12,5 mg/36om KwikPen gvécipo didAvpo o TpoyeUioéV GLGKEDT] TOTTOL TEVAG
Mounjaro 15 mg/66om KwikPen evéciio S1dAvpa 6g TPOYEUIGUEVT] GUGKELT] TOTTOL TEVOG

2. ITOIOTIKH KAI IIOXOTIKH XYNGEXH

IIpoyeiopuév GLGKELT TOTOV TEVOC, LOC dOGNC

Mounjaro 2,5 mg evéaiuo O1GADUO. GE TPOYEUITUEVH] GVOKEDY TOTOV TEVAS
Kda0e mpoyepicpévn cuokevn tomov mévog meptéyet 2,5 mg tiplenation o 0,5 ml dtaAdpotog
(5 mg/ml).

Mounjaro 5 mg evéoiuo o16AvUO. O€ TPOYEULTUEVH CVOKEVT] TOTOV TEVOS
Ka0e mpoyepicpévn cuokevn tomov mévog meptéyel S mg tiplenation o€ 0,5 ml Stoddpatog
(10 mg/ml).

Mounjaro 7,5 mg evéoiuo O1GAVUO-OE TPOYEULOUEVY OVOKEVT] TOTOV TEVOS
Kda0e mpoyepicopévn cuokeun Tomov névog nepiéyetl 7,5 mg tiplenation o€ 0,5 ml StoAdpoTog
(15 mg/ml).

Mounjaro 10 mg evéoiuo 010L0U0 0€ TPOYEUICUEVH TVOKEDY] TOTOV TEVOS
Kda0e mpoyepiopévn cuokevun tomov névag mepiéyet 10 mg tiplemation og 0,5 ml drodvpartog
(20 mg/ml).

Mounjaro 12,5 mg evéoio S1GAvUA OE TPOYEUIGUEVH] TVOKEDT] TOTOV TEVOS
Ka0e mpoyepicpévn cuokevun tomov névog meptéyet 12,5 mg tiplemation og 0,5 ml dtodvportog
(25 mg/ml).

Mounjaro 15 mg evéoiuo S10lvpa 0€ TPOYEUIOUEVH TDOKEDY TOTOV TEVOG
Kabe mpoyepicpévn cuokevn tomov wévag mepiéyetl 15 mg tiplemation og 0,5 ml dtodvportog
(30 mg/ml).



DroAido, piog déong

Mounjaro 2,5 mg evéaiuo didlouo e pralioio
Ka0e proridwo mepiéyet 2,5 mg tiplemation oe 0,5 ml dteAvpatoc (5 mg/ml).

Mounjaro 5 mg evéaiuo dieAvuo. o€ pirodioio
Kabe proridio mepiéyet S mg tiplenarion o 0,5 ml dtoddpotog (10 mg/ml).

Mounjaro 7,5 mg evéaiuo didlopo. o€ prolidio
Ka0e proridwo mepiéyet 7,5 mg tiplemation og 0,5 ml drodvpatog (15 mg/ml).

Mounjaro 10 mg evéowuo didlopa oe pralioto
Kda0e prorido mepiéyet 10 mg tiplemarion oe 0,5 ml drodvpartog (20 mg/ml).

Mounjaro 12,5 mg evéowo didloua o€ proiioro
Kda0e proridwo mepiéyet 12,5 mg tiplenation og 0,5 ml Stoddpotog (25 mg/ml).

Mounjaro 15 mg evéaiuo didivuo oe pralioio
Kda0e prorido mepiéyet 15 mg tiplemarion oe 0,5 ml drodvpartog (30 mg/ml).

IIpoyeumopévn ovokevn tomov wévog (KwikPen), molomidv d0Gewmv

Mounjaro 2,5 mg/doon KwikPen evéaipo 016Aouo oe mpoyeuiouévn cKEDY TOTOD TEVAS

Ka0e 660om mepiéyet 2,5 mg tiplenation oe 0,6 ml dtodvpatoc. Kabe mpoyeucpévn cuokevr| thmov
TEVOG TOALOTAGDV d0cemV Tteptéyel 10 mg tiplenartion o 2,4 ml (4,17 mg/ml). KéOe cuokeun tomov
mévag yopnyet 4 d6ceig Tov 2,5 mg.

Mounjaro 5 mg/66on KwikPen evéoyio didloua o€ mpoysuiousvy oookevs TOTOV TEVOS

Kda0e d60on mepiéyerl S mg tiplemation og 0,6 ml drodvpatoc. Kébe mpoyepiopévn cuckevt Tomov
TEVOG TOALOTAGDV d0cewmV Ttepteyel 20 mg Tiplenation ot 2,4 ml (8,33 mg/ml). Kébe cuokeun tomov
névag yopnyel 4 86ce1g TV 5 mg.

Mounjaro 7,5 mg/6oon KwikPen evéaiuo d16Avuo. o€ TPOYELLTUEVH GOOKEDT TOTOD TEVOG

Ka0e 06om mepiéyer 7,5 mg tiplemation oe 0,6 ml dtodvuartog. Kabe mpoyepicuévn cuokeun tomou
TEVOG TOALOTAGDY d0cemV Ttepteyel 30 mg Tiplenation o 2,4 ml (12,5 mg/ml). Kdbe cuokeun tomov
mévag yopnyet 4 d6oelg Twv 7,5 mg.

Mounjaro 10 mg/66on KwikPen evéoiuo 016Avpa oe mpoysuIouEVY GOOKEDY TOTOD TEVAS

Kda0e d60om mepiéyer 10 mg tiplenation o 0,6 ml Stoddporog. Kabe mpoyepiopévn cuokenn tHnov
TéVag TOALOTAGDY dOcewmV Teptéyel 40 mg Tiplenation o 2,4 ml (16,7 mg/ml). KéBe cuokeun tomov
évag yopnyel 4 d6ceig Tov 10 mg.

Mounjaro 12,5 mg/d6on KwikPen evéaiuo d16Avpa o€ Tpoyepiouévy cooKevy TOTOD TEVOS

Ka0e 060om mepiéyer 12,5 mg tiplenarion og 0,6 ml dreddpotoc. Kdbe npoyepiopuévn cuekenn tHmov
TEVOG TOALOTAGDV d0cemV Ttepteyel S0 mg Tiplenation o 2,4 ml (20,8 mg/ml). Kdbe cuokeun tomov
mévag yopnyet 4 d6oeig Towv 12,5 mg.

Mounjaro 15 mg/66on KwikPen evéouo d16/0ua o€ Tpoyeuiousvy oooKevl] TOTOV TEVOS

KdaBe d60om mepiéyet 15 mg tplenation o 0,6 ml Stoddpotog. Kabe mpoyepiopévn cuskenn| tHnov
TEVOG MOALOTAGDY dOcemV Tteptéyel 60 mg Tiplenation ot 2,4 ml (25 mg/ml). Kébe cuokevn tomov
évag yopnyel 4 d6celg TV 15 mg.

TNoa tov TAnpn katdroyo TV ekddywv, PA. mapdypoeo 6.1.



3. ®APMAKOTEXNIKH MOP®H
Evéowpo didiopa (éveon).

AlowyEg, Aypopo 1 oxpoKiTptvo dtdAvLaL.

4. KAINIKEX ITIAHPO®OPIEX
4.1 OgpamevTiKEg EVOEiLEIg

2oakyapnonc dwofntne tomov 2

To Mounjaro gvdeikvotal ®g BepamenTIKN Ay@yr] EVNAIK®V LE PN ETOPKDOG EAEYXOUEVO CAKYOPDOT

SN tHmov 2 ¢ emmpdsOeT aymYN 6T SLUTPOPT KOl TV ACKNOM

o ¢ povobepameia, 6Tav 1 xpNon HeTPopuivng Bempeital akatdAinin Adoyw dvcavesiog n
ovtevoeifemv

. eMIPOcETO 6E GALN POPUOKEVTIKA TPOIOVTA Y10 TIV OVTIILETMIOT TOV dlofT.

INo to amoteléopata TG LEAETNG GE GYECT LLE TOVS GUVOVOCUOVC, TIC EMOPACELS GTOV YAVKOUIKO
£\eyyo Ko Toug TANBVGHOHC oV pehethOnkay, PA. mapaypdeovg 4.4, 4.5 ka1 5.1.

Awyeipton Bdpovg

To Mounjaro gvdeikvotal ®g emmpoOcheTn ayw@yn o€ pio S0 TpoPn HEWUEVOVY BepuidmV Kot ovénpévn
COUOTIKN dpaoTnPOTNTa Yia TN Stayeipton fApovg, cupmepAapiBavopévng Tng OmMAELNG Kot
daTPNoNG TOL COUATIKOV Papovg, o acbeveig pe apyucod Agiktn Malo Zopatog (AMY)
e >30kg/m? (moyvoapkio) 1
e >27kg/m? ¢ < 30 kg/m? (vepParrov Bépog) vid Ty Tapovsia TovAdycTOV piog
oVVVooTPOTNTAG oYXETOUEVIC LE TO BAPOG (.. VITEPTAOT, SVCAMTIOOILIN, ATOPPAKTIKY|
VIVIKY Gmvola, KopdloyyYELOKT VOGS, TPodafntng 1 cakyapmdong dapntng tomov 2).

T to amoteléo T TV OOKIUMV GYETIKA LE TNV ATOPPAKTIKY VIVIKN drvown (AYA),
BA. mapaypapo S.1.

4.2  Aocoloyio Kol TpOmTOS yopynong

Aocoloyia

H 660m évapéne g tiplemationg eivar 2,5 mg pia eopd v efdopdda. Metd amd 4 efoopdadsg, n
d0oon Ba tpénel va avénbel oe 5 mg pia popd v Bdoudda. Edv ivar anapaitnto, avénoeig mg
docoioyiog uropodv va mpayuatorondovy o fripato towv 2,5 mg PeETA amd £va ELAYIOTO 40T
4 gBoopadmv pe TV TpEYOVGa 00G.

Ot ovvicTdpeveg dOGELS Guvtipnong eivar S mg, 10 mg kot 15 mg.

H péyiot 66om gival 15 mg pia popd tnv efdoudoa.

Orav 1 tiplenation npootebdei o vploTauevn Bepomeio e LETEOPIVI /KOl AVOGTOAEN TOV
GUUUETOPOPE vaTpiov-yAvkolng 2 (SGLT2i), n tpéyovoa 6601 TG uetpopuivng 1/xat tov SGLT2i
pumopel va cuveyoTel.

Orav 1 tiplenation tpoctebei o vprotauevn Bepamneio e po. GOLAPOVLAOLPIL 1)/Kot VGOVALVY,
pmopet va eEetaotel pelmon g 86ong g GovApovuiovpiag 1 TG WGOVAIVIG, Yo TN HeioT Tov

Kvdvvov vroyivkorpioc. H avtonapakorovbnon tov emmédwv yAukoling oto aipa givon amopoitnt
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yio T pUBUIGT TNG OOONG TG COVAPOVLAOLPING KoL TG LVGOLAIVNG. ZuvicTdtal 1 Leimon TG d0oMg
NG WWGoLAIVIG Pdoet otadtakng mpocéyyiong (PA. mapaypdeovc 4.4 kat 4.8).

Hopdleryn docewy

Edv maporerpdel pia 66om, Ba mpémet va yopnynBel to cuvtopdtepo duvatdy, eviog 4 NUEPOV LETH
v mapoinedeica 06om. Edv éxovv mapéhbel mepiocdtepeg and 4 nuépeg, N Tapainebeica 66om dev
Ba pémet va yopnynOel kar 1 enduevn 06om Ba mpémetl va yopnynOel Kavovikd TV TpoypOUUOTIGILEVN
nuépa. Xe kéBe mepintwon, ol acbeveic pmopohv 6T GuVEYELD VO ETAVELDOVY GTO KOVOVIKO
YPOVOSIAYPOLLLLO YOPIYTONG TOL PapUdco, pia popd TV gfdopdda.

Alloyn Tov YpovooiaypuuaToc yopynonc Tob QopUGKOD

H npépa g efdopadiaiog yopnynong uropei va aAAdEel, edv eivor amapaitnto, vo v tpodmodeon
OTL 0 YPpOVOG HeTAED TV dV0 ddGEWV glval TOLAGYIGTOV 3 NUEPEC.

Eidixoi wlnBoouol

Hukiouévor, pvlo, poln, eBvikotnto § owuotixo fapog

Agv amaiteitol Tpocappoyn g 60omng pe Baon v nAikia, To eOLO, TN ELAN, TNV €BvikdTTO N TO
ocopaTkd Bapog (PA. Tapaypdeovg 5.1 kat 5.2). Movo mold mepropiopéva dedopéva ivat dtabéoa
amo acBeveic nAiikiag > 85 etdv.

Negpixn dvaleitovpyio,

Agv amaiteitol Tpocapoyn e 600mG e aceveic e vePPIK SVGAEITOVPYIN, CLUTEPIAAUPOVOUEVTC
g TEMKOV otadiov ypdviag veppikng avemdpkelog (TEXNA). H gunepia pe tn ypron tplenationg
o€ acbeveig pe coPapn veppikr dvcrettovpyio kot TEXNA eivon mtepropiopévn. Oa wpémet va diveton
TPOCOYN KOTA TNV OVTIUETOTICT] OLTAOV TV 00Bevav pe Tiplemation (PA. mapdypoaeo 5.2).

Hrozikn dvolerrovpyio

Agv amouteiton Tpocappoyn e 00onc o€ acbevels e nmatikn dvoiettovpyio. H eumelpia pe
ypnon Tplenationg oe acBeveic pe cofapn nratikn duciettovpyia ival mepropiopévn. Oa Tpémet va
dtvetan TPocoy| KATA TV OVIYLETMMION aVTOV TV acbevav pe tiplenation (BA. Tapdypago 5.2).

Taidrazpiros minBoouog
H acpdieta ko 1 amoteAeopotikoOTnTa TG TIPLEmOTioNng o€ mondid nAkiog kdto twv 18 eTdv dev

€yovv akopo Tekunprobel. Agv vtapyovv dtabécio dedopEVaL.

Tpomog yopnynong

To Mounjaro 0o wpémel va yopnysitol pe £veon vwodopimg oTNV KOIAOKN XDPA, TOV Unpd 1 Tov dvo
Bpayiova.

H 660n pmopel va yopnyeitot 6€ 0moladnNmToTe MPO TNG NUEPAS, LE 1] YWPIG YELLLTAL.

H 0¢om g éveong Ba mpénet va evarrhdoceton pe kabe doom. Edv évag acbevig kavel emiong evéoelg
WooVAivIc, Ba TTpémer va Kavel Ty £veon Tov Mounjaro o€ dlapopetikn B€on.

Ot acBeveicBa mpémel va KaBodnyovvrat va Staalovy TpoceKTIKY TIC 001YiES ¥PNIONG TOL
nepthapfavovtol 6to £VOETO TG GLOKEVAGING, TPV YOPNYNOOVY TO PUPHUKEVTIKO TPOTIOV.

Diadidio

Ot aoBeveic kat o1 PovTIoTEG TOVG Bol TPETEL VOL EKTTALSEHOVTOL GTHV TEXVIKT| VTTOJOPLAG EVESC TPV
amo TN xop1ynomn tov Mounjaro.



T mepiocdtepec TAnpopopieg Tpv amd tn yopNynon, PA. moapdypapo 6.6.
4.3 Avrevositag

YrepevaioOnoio otn dpactikn ovcia 1 6€ KAmolo ond o £KS0Y TOL OVUPEPOVTAL GTNV
Topaypao 6.1.

4.4 E101kég TPOELOOTOUNGELS KUL TPOPVAGEELS KATE TN (piom

Oé&elo TarykpeaTiTioo,

H tplenation dev &xel pedetndei oe acbeveig pe 10T0pkd Taykpeatitidog, kot o Tpémnel va
YPTCULOTOLELTAL [LE TTPOGOYN O OLTOVG TOVG 0oOevels.

Oé&ela maykpeatitida £xel avapepbei oe acbeveig mov Aappdavouvv Bepameio pe Tiplemation.

Ot acBeveic Oo Tpémetl vo evUEPDVOVTOL GYETIKG LE TO, cLUTTOMOTO TNG 0&eiog Taykpeatitidag. Edv
VIApyEL vToYia TaykpeaTitidug, N xopnynon g tiplenationg Oa npénel va dakdmteTor. Edv n
dudyvaoon maykpeatitidog empPepfoarwbei, n xoprynon g tiplenationg dev o mpénet va Eekiva ek
VEOUL. L€ MEPINTMON AmoVGing GAL®V oNUEI®V Kol GUUTTOUATOV 0&glag ToyKpeATITIONG, 01 VENTELg
TOV TOYKPEATIK®Y VDUV HOVO dgv givar dtayvooTikég oelag maykpeatitioag (BA. mopdypago 4.8).

Yroyhlvkoiuio

Ot aoBeveic mov Aappdvovy Tiplemation 6e GUVIVAGUO LE EKKPLTAY®YO VGOLAIVIG (Yo Tapddety L,
pio GovAPoVVAOLPia) 1 tvGoVAIvY umopel va dtaTpéyovv avénpévo kivouvo vroyivkopiog. O
Kivduvog voyAvkaipiog pmopet vo petwbei pe t peimon tng 666m¢ TOL EKKPITAY®YOD WWGOVAIVIG 1)
™G WWGoLAIvIG (BA. Tapaypdpovg 4.2 kot 4.8).

Emdpdosic 610 YOoTPEVTEPIKO GVOTNLLO,

H tiplemation £xet cvoyetiotel pe avemBounTeg evEPYEIEC O TO YOOTPEVIEPIKO GVGTNLLM, OTIC OTOIEG
nepthappavovtal 1 voutia, o £uetog kot 1 dudppoia (BA. Tapdypago 4.8). Avtég ot avemBounteg
gvépyeleg Umopel va 09N yNoovVY e aPLOAT®GN, 1) OTTola LLE TN CEPA TNG B0 LTOPOVCE VO TPOKAAECEL
eMOEVON TNG VEPPIKNG Aesttovpyiag, cupmepthapfovoprévng g o&elag veppikng avemdpkelag. Ot
aoBeveig mov Aapfavovy Bepaneio pe Tiplenation O Tpémel va evpep®@voOvVTOL Yio Tov THavo Kivouvo
aPLOATOONC, AOY® TV AVETIOOUNTOV EVEPYEIDV OO TO YUGTPEVIEPIKO GUGTNLUA KoL VO, Aapfdvouy
TPOPLAGEELS MOTE VO ATTOPEVYOVV TNV EAAELYT DYPOV KOl TIC SLOTOPAYEC NAEKTPOALTOV. AVTO Oa
TPENEL VO, AApPAVETAL VTTOYT] 1OL0HTEPD GTOVG NAKIOUEVOVG, Ol 070101 UIopel va etvar To gvaicOntot
0€ TETOLEC EMUTAOKEC.

2oBopn vOG0E TOL YUGTPEVIEPIKOD GUGTHLOTOC

H tiplemation dev éxel peketn el oe acbeveis pe coPapiy vOGO TOV YOGTPEVTEPIKOD GLGTHATOC,
ouUTEPIAAUPBAVOLEVNE TG COPOPNG YOOTPOTAPESNG, KAl B TPETEL VO, YPN|CULOTOIEITOL LIE TTPOGOYN OE
VTOVG TOVG 0oDEVELC,

Awpntikn opeiBAnotposidonddsio

H tiplenation dev &xel pedetndei oe acbeveig pe un mapoywykn dtofntiky apeipinotposidondadeio
mov omontel o&gla Bepameia, Tapoaymykn dtopnTikn apeiPAnctposidonddeia 1 dS1ofnTikd oidnpo
oyPac kNAdag, kot Bo TPETEL VO YPNGILLOTOLEITOL [LE TPOGOYN O OVTOVG TOVG AGHEVEIS e KOTAAANAN
TapoKoAoLOoN.



Ewopbonon og ocuvdvooud pe yevikn ovatcOnoio 1 fabid kotactoln

"Eyxovv avaeephel mepimtdoelg mVELHOVIKNG E16pOPNoNG o€ acbeveic Tov AapPdvouy oyvIeTES
vrodoyéwv GLP-1 kot vrofdAiovtar og yevikn avoioOncio 1 fabid kaTasToAR. Zovendc, Tpv amd
v ektédeon encpPdoewv Le yevikn avoistnoia 1 fabid Kataotoln, Bo tpénet va Aapupdvetot vwoyn
0 oENUEVOG KIVOLVOC DITOAEULOTIKOD YOGTPIKOD TEPIEXOUEVOL AOY®D KOBVGTEPUEVNG YOOTPIKNG
kévaoong (PA. mapdypago 4.8).

IleprektikdTnTa 6€ VATPLO

To eappoakevTikd ovtd TPoidy TePLEyel AMyodtepo amd 1 mmol vatpiov (23 mg) avd ddomn, gival avtd
7ov ovopdalovue «ehevbepo vatpiovm.

Bevlolkn aAkooAn

AvT06 TO POPUAKEVTIKO TPOTOV TTEPLEKEL 5,4 mg PevivAikng adkoding o kKabe d6on 0,6 ml Mounjaro
KwikPen.

4.5 Almiemopdosic pe GAlo QUPRIKEVTIKA TPOIOVTA KO AALES pOPPES aAAnAemiopaong

H tplenation kabvotepel tn yooTpikn KEVOGOT KOl GUVETMS VITAPYEL TO EVOEYOLEVO VO, EXNPEAGEL TOV
pLOUO ATOPPOPNONG TOV GO TOV GTOHOTOC GLUYYOPTYOVUEVOV POPUOKEVTIKOV TPOIOVI®V. AVt N
enidpaocn, 1 onoia 0dNyel o€ HEIWUEVT] Crax KoL KAOVGTEPTUEVO tmax, EIVOL TTLO EVTOVT] KOTA TOV XPOVO
évapéng g Bepancioc pe Tplemation.

Me Bdon ta amoteAEGUATO OO Uio. LEAETN UE TOUPAUKETOUOAT], 1) OTTOL0 XPTCULOTOONKE (OC TPOTLTO
QOPUAKEVTIKO TTPOTOV Yo TNV 0&10AdYN o™ TG EMidpaong TG TIPLEMATIONG OTN YAOTPIKN KEVOOT], OEV
AVAPEVETOL VO oot 000V TPOoGapUOYEG TNES HOOTG YO TO TEPIGGOTEPU GLYYOPTYOVUEVE, OO TOV
GTOUATOG POPHOKEVTIKA TPOiOVTa. 20TOGO, GLVICTATOL 1) TAPOKOAOVON G TV 0cBevdy OV
Aoppévouy amd Tov GTOUATOG PAPUOKEVTIKA TPOioVTa pe 6TeVO Bepamentikd deiktn (m.y. Pappapivn,
dryo&ivn), Wiaitepa katd tnv évapén mc Oepaneiog pe tiplemation kot petd and avénon g ddonC.
B0 mpénel emiong vo Aapfavetol v’ Oy 0 Kivouvog KabBvoTepnuUEVNg EXIOPOOTC Y10 T OTO TOV
OTOUATOG POPHOKEVTIKA TPOIOVTA Yl ToL OTOla v onuavTiKn P Tayeio Evapén opaonge.

Hopaxetaudin

Metd amd epama 66om 5 mg tiplenatidng, n péyom ovyKEVTIP®OT (Cmax) TNG TAPUKETALOANG OTO
mAdopa peidbnke katd 50 % Kot 0 SAPEGOS tmax TapatddnKe Kotd 1 dpa. H enidpaon g
TiplemaTidng 6TV OO TOL GTOUNTOG GTOPPOPNOT| TNG TAPUKETAUOANG EIVOL OGO- Kal YPOVO-
eEaptmpevn. Ze younAég 06oeig (0,5 kot 1,5 mg), onueidbnke povo pio eAdyiotn HeTafoin g
£€kBeomg oV mapokeTopOAn. Metd and téacepic efdopadiaicg d1adoykéc 00GelC TiplemaTiong
(5/5/8/10 mg), dev mapatnpnOnKe omoradnmote enidpacn 6T Cmax KOL TOV tmax TNG TOPOKETOUOANGC. H
ovvolikn ékBeon (AUC) dev ennpedotnie. Agv amaiteitol Tpocaproy g 000MG TS TOPAKETOUOANG
KT T GLYXoPYNoT KE TiplEmaTion.

And T0V 6TOUOTOC YOPNYOVLEVA GVTIGCVAATTIKG

H ovyyopnynon evog GuvovacoUéVOL OO TOV GTOUATOS OVTIGVAANTTIKOV (BVOAOIGTPUSIOAT

0,035 mg ovv vopyeotipndn 0,25 mg, £vo TPOPAPUAKO TNG VOPEAYESTPOUIVIG) Le edmas 060
Tiplemationg (5 mg) odnynoe o o peiwon e Crax Kot TOV UPadov TG TEPOYNS KATWO Omd TNV
Koo (AUC) tov amd tov 6Ttopatog avitoVAANTTIKOV. H Chrax TNC aB1vuAO1GTPadIOANG HEIDONKE
Katd 59 % o AUC kotd 20 % pe TopdtooT ToU tmax Kotd 4 dpec. H Crax TG VOpeLyEGTPOUIVIG
petmdnke xkotd 55 % ko AUC katd 23 % pe mapdtoot Tov tmax kaTd 4,5 dpeg. H Crax TG
VOPYESTILATNG HelDBNKe Katd 66 Y% ko AUC katd 20 % e mapdtacn ToV tmax KATA 2,5 ®peS. Avn
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N pelwon g EkBeonc petd omd epana 06om Tiplematione dev Bempeitar KAVIKA onuavTikn. Agv
OTTOLTEITOL TPOGOPHOYT TNG 0OONG TV OO TOV CTOUATOC YOPNYOVLEV®V OVTICUAANTTIKMY.

4.6 Tovipétnra, kKONoN KM yorovyio

T'uvaikeg og avamapoywylkn NAKio

Ot yuvaikec 6€ avamopay®yky NAKIO GUVIGTATOL VO YPTCLLOTOI0VV AVTIGOAAN YT OTOV AapBavouy
Oepamncio pe Tiplemation.

Kvnon

Agv vdpyovv M eivar TEPLOopIGEVE. TA, SedOUEVE Ao T YpNon TpLenationg oe eykbovg. Meléteg og
oo katéder&av avamapoaywykn to&ikotnta (PA. mapdypaeo 5.3). H yprion g tiplenationg oe
GLVIOTATOL KOTA TN d1dpKeLa TG KONoNE KaBMG Kol G€ YOVOIKEG GE AVOTapoy®YIKi NAtkio Tov ogv
YPNOLOTO00V avTIcOAAN Y. Edv pio acBevig emBupel va peivel £ykvog, 1 mpokdyetl khnomn, N
Tiplemartion Ba mpénet va daxontetar. H tiplenation o mpémetl va drokomtetan TovAdyiotov 1 unva
TPV OO TPOYPOUUATIGUEVT KOO AOY® TOV peydiov ypovov nuioelag Cong (BA. Tapdypago 5.2).

Onioopdg

Agv glvarl yvootd edv n Tiplemation anekkpivetol oto avBpomivo yoia. O Kivovvog 6To
veoyévvnto/Ppépog dev Pmopel v 0moKAEIGTEL.

[Ipénel vo amopaociotel gdv Oa drakonei 0 OnAacuoc i Oa dokonei/amopevybei | Oepameio pe

Tiplemation, Aappdvovrag vtoyn 1o dPerog Tov ONAAGLHOD Yia To Tadi Kot To 0QeAOG TG Bepameiog
Yo T YovoiKa.

Tovwotnza
H enidpaon g tiplemationg oty avBpomvn yovipotnta eivol dyvoorn.

e pehéteg oe (oo ota omoia yopnynOnke tiplemation, oev avaeépbnioay dueceg emiProfeic
emdpaoelg o€ oyéomn pe ) yovipornta (BA. mopdypao 5.3).

4.7 Emopacels 6Ty IKavoTnTo 001Y161S KUl YEIPLEROD UMY OVI|LETOV

H tiplenation dev &xet Kapio 1 £xel aoHOVIN ETIOPACT] TNV IKOVOTNTO OO YNONG 1] XELPLIOUOV
unyovnudtov. Otoav 1 tplenation ypnoLoTolEiTal 68 GLVOVAGHO LE GOVAPOVLAOVPIN 1] IVGOVAIVY,
Oa Tpémel va cuvioTdton 6Tovg acbeveic va AapBivouy TPoELAAEELS Yo TNV ATOPUYT EUPAVIOTC
VIOYAVKOiaG KoTtd TV 0dMynon kat tov xepiopd punyovnudtov (BA. mtapdypopo 4.4).

4.8 AvemOOUNTES EVEPYELES

20VoyT TOL TPOPIA OGQAAELOC

2115 12 ohoxAnpopéveg peréteg pdong 3, 8.158 acbeveic extébnrav o Tiplenation wg povobepameio
N 0€ GLVOLACUO HE GAAL POPUAKEVTIKA TPOTOVTA TOV TPOKAAOVVY peimon g YAvkolng. Ot o cuyva
avoeepBeioes avemBOUNTEG EVEPYELEC NTAV YOGTPEVTEPIKEG SLOTAPOYES KO VTEC NTAV KOTA KOPLO
Adyo Nmog N pétprog Paputnrog. H enintmon g vavtiag, Tng Sippotag Kot Tov ELETOV HTAV
VYNAOTEPT KOTA TNV TEPIOSO TITAOTOINGTG TNG 0GOA0YI0G KOl LELDMVOVTAY LE TNV TAPOdO TOV YPOVOL
(BA. mapaypagovg 4.2 ko 4.4).



Kotdroyoc tov avemBountwv eVEPYEIDV GE TIVOKQ

Ot ax6AovBeg oyeTIKEG avemBOUNTEG EVEPYELES OO TIG KAVIKEG HEAETEG TTapaTiBeEVTOL TLO KAT® OvEL
KaTnyopio opyavikoh GLGTIHHOTOC Kot Katd eBivovoa cepd enintwong (toAd cuyvéc: > 1/10,

suyvég: > 1/100 éoc < 1/10, 6yt cvgvéc: > 1/1.000 dmg < 1/100, onévies: > 1/10.000 éwog < 1/1.000,

oAD omavieg: < 1/10.000). Ze ke katnyopia ETITTOONGC, 01 OVETIOVUNTES EVEPYELES TOPOVGLALOVTOL
Katd eBivovsa celpd GuxVOTNTOC.

Mivaxkag 1. AvemOopnteg gvépyereg

GUVOLOGLLO
LE GOVAPOVLAOVPIN
1 WWGOVAIVY

LE LETQOPUIVY KOl
SGLT?2i,
Meiopévn opetn!

HE HETQOPUIVN,
Mewwpévo copotikd

Bapog'

Katnyopia/ oAb ovyvég Yoyvég Oy Zoyvég Yravieg

0PYOVIKO

oVoTNHO
Awtapayés Tov AvTidpaoelg Avo@uLoKTIKI
IVOGOTOTIKOV vrepevatcinociog avtidpaon”,
GVOTNNOTOS Ayyeooidnuo®
Metapolikéc Yroylokoupio!* Yroylokopio!* dtav Yroyhlokoupio!* dtav
K01 SO0 TPOPIKEG | OTOV ypnoonoteitol o xpNoLomToLeEiTal GE
owaTapayés YPNOUOTOLEITOL OE oLVVOLAGULO GUVOLOGLLO

Awtopoyéc Tov Z4An? Avoyevoia,

VEVPIKOD AvoasOnoia

GULOTNNOTOG

Ayyerokég Ynotaon?

owatapayég

Taotpevrepikés | Novtio, Atdppota, Avoreyia, XoloMbBioon,

owaTapayés "Buetoc?, Aldtacn ¢ Kowlag, XoAokvoTtitioa,
Kothako éhyoc’, Epuyéc, Metewpiopog, Oéela maykpeatitida,
Avckotdtnro? T'aotpootsopaykn KobBvotepnuévn

TOAMVOPOUNON YOGTPIKN KEVMOOT

Awtapayés Tov
0éppaTog KoL
TOV VTOO6PLOV
16700

Andreto podimv?

Aurdon avénpévn,
Apvidon avénuévn,
AvEnuévn kaAoitovivn
aiporoct

Ievikég Konwon', Avtidpdoeic AAyog otn Béon
owatapayés Kot o1 Béom éveong éveonc
KOTOGTAGELS

ot Béon

xopPNYNOoNS

Hopoxivikég Kapdiaxn cvyvornta

eEeTdoelg ovénuévn,

*ATO ovopopéc PETA TNV KuKAOpOpia
*H vroylvkopio opiletol mopokdato.
TH kénwon mepihapPdver toug dpovg kdmwon, eEacdévnon, kakovyio kot An0apyoc.

L AvemOopuntn evépyeia mov 160l ovo yia acdeveic pe caxyapmdn stafrtn tomov 2 (ZAT2).

2 AvemB0Oun Ty evépyeto mov 1o)vel Kupimg yia acheveic pe vrepBdirov Papog 1 movoapkio, pe

yopig ZAT2.




3H ovyvotta fjtav mold cuyvn oe dokiuég Srayeipiong Bapoug kor AY A, kot cvyvy o€ dokipéc TAT2.
*H ovyvomra Hrov cvyvi og dokipéc Stoyeipiong Papovg, kot un cuyvy oe dokiuég TAT2 ko AYA.

TIeprypoen emreyuévmv ovemfountwy EVEPYELMV

Avtidpaoeic vrepevorcOnoioc

AvTtidpacelg vrepevaicinciog £xovv avaeepbei pe v Tiplenation and T0 cHVOLO TV EAEYYOUEVOV
LE EIKOVIKO QAPLOKO HEAETMV XAT2 Kot 0piopéveg opéc NTav oPapéc (.. kKvidwon kat Eklepa).
Avtidpacelg vepevaitcinciog avaeépnkay 6to 3,2 % tov acBevov mov AdpPovay tiplemation
évavti tov 1,7 % tov acBevav mov Adupavav gikovikd edpuaxo. [epmtdoels avapLANKTIKNG
avTidpaoNG KOl 0yYEL00IONLOTOC £X0VV avapepbel omdvia pe T xpnomn g Tiplenationg oty ayopd.

Avtidpdoelg vepevarctnoiag £xovv avapepbet e v Tiplenation amd Eva GUVOAO 3 EAeYYOUEVOV LE
EIKOVIKO QApLLaKo SoKUdV Yo TN dtoyeipion Pépovg Kot omd £va cHVOLO 2 EAEYYOLEV®V LE EIKOVIKO
@apuraxo dokipmv yio. AY A Tov opiopéveg opég Ntav coPfopés (m.y. e&avOnua kot deppatitidon).
AvTtidpacelg vrepevaicinciog ovapépnkay oto 3,0 - 5,0 % tov acbevov mov EhaPav Bepaneia pe
tiplemation évavtt tov 2,1 - 3,8 % tev acBevav mov Elafav eikovikd pApRAKO.

Yroylvkouuio oc acOeveic us oorxyopwon diofnty tomov 2

MeAéteg drofyn tomov 2

Khvucd onpovtikn vroyivkoipio (yYAvkoln aipotoc < 3,0 mmol/L (< 54 mg/dL)) ] coPfoapn
vroyAvkoio (mov kabiotd anapaitnn ™ Pondeia amd Kdmwolo GAlo dtopo) avaeéptnie oto 10 mg
14 % (0,14 ¢wg 0,16 ene1c6d10/ac0evi)/ET0G) TV acBevav, dtav 1 Tiplenation ypnoponomdnke o
oLVOLOCUO LE o GovAPOoVLAOLPia Kal 6To 14 mg 19 % (0,43 éwg 0,64 eneicdd10/acOevi/ETOC) TmV
acBevav, otav 1 Tiplenation xpnoonomdnke oe GuVOLOCUO e PACIKT VGOLAIVT.

H ocvyvomta g KAVIKE onHavTIKnG VTOYAVKALHIOG, OTav 1 TIPLEmaTiOn YPp1CILOTOONKE MG
povoBepoameio 1] 6€ GUVILACUO HE £VOL GAAO OO TOL GTOUOTOG AVTIOAPNTIKO POPLOKEVTIKO TPOTIOV,
nrav g kot 0,04 encioddi0/acbeviy/étoc (PA. [ivaka 1 kot wapaypdaeovg 4.2, 4.4 ko 5.1).

e Khvikég peréteg eaong 3, 10 (0,2 %) acBeveig avépepav 12 enelcddio GoPapng VTOYAVKALING.
Am6 avtovg Tovg 10 acBeveic, 5 (0,1 %) acbeveic mov tav o€ aywyn pe tvoovivn glargine 1
GOoVAPOVVAOVPIN avEpepay 1 €me160010 0 KaBEvac.

Melétn drayeipions fapovg

e pio eAeyyOUEVT LE EIKOVIKO (APLOKO dOKIUY Pdomng 3 yia ) dwayeipion Pdpovg o acbeveig pe
YAT2, avaepépnke vroyAvkaipio (YAvkoln aipotog < 3,0 mmol/L (< 54 mg/dL)) oo 4,2 % tov
acBevav mov EhaPav Bepameia pe Tiplemation Evavtt tov 1,3 % twv acbevdv mov Elafov eikovikd
@AapuraKo. Xg auTn T dokiun, ot aobeveig mov AduPavay tiplenation oe cuvovaoud e Evay
EKKPLTAY®YO VGOVAIVIG (7.3, COVAPOVLAOVPIN) EUGAVICAY VYNADTEPT| EMITTOON VIOYAVKOUUIOG
(10,3 %) o€ ovykpion pe tovg acbeveic mov EhaPav Bepaneia pe Tiplemation ywpic va Aapupdvoovv
covigpovvrovpia (2,1 %). Aev avapépOnkav coPapd emelcdd1a vIToyAvkapiog.

AvembBbuntec evépysiec amo 10 YaoTPEVIEPIKO

Y€ eheyyOUEVEG LE EIKOVIKO PApLLaKko peléTeg ZAT2 @dong 3, Ol YOOTPEVTEPIKEG SLOTAPOYEG
avéndnkav pe doco-eEaptmdpevo tpomo ya v Tiplenation S mg (37,1 %), 10 mg (39,6 %) ko 15 mg
(43,6 %) £vavtt Tov giKoviKoD eoppakov (20,4 %). H enintoon g vavtiog tav 12,2 %, 15,4 % kot
18,3 % évavti 4,3 % ko 1 enintoon g owdppotag Nrav 11,8 %, 13,3 % kar 16,2 % évavtt 8,9 % yia
v tiplenmation S mg, 10 mg ko 15 mg avrictoyya, EvavTt Tov £1KOVIKOD @opudkov. Ot avemifdunteg
EVEPYELEC OO TO YOOTPEVTEPIKO MTaAY KATA KVP1o Adyo Nmag (74 %) N pétprog (23,3 %) Papvttoc. H
EMIMT®ON NG VOTiag, TOV EUETOL KOl TNG S1ApPOoLag NTaV VYNAGTEPN KaTd TNV TePiodo TITAOTOINGNG
™G 6000A0YING Kot HEWVATOV [LE TNV TEP0d0 TOL YPSVovL.
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Ilepiocotepot acbeveis otic opddes g tiplemationg tov 5 mg (3,0 %), tov 10 mg (5,4 %) kot Tov
15 mg (6,6 %) og chykpion pe TNV opdda Tov gikovikov apudkov (0,4 %) diékoyav t Bepansio
0PIOTIKG AOY® KATOL0G YOOTPEVTEPIKNG OVETIOVUNTNG EVEPYELOG.

e pio eEleyyOIEVN E EIKOVIKO QAPLAKO LEAETN Aaong 3 Yia T dayeipton Pdpovg oe acbeveic ympic
2AT2, o1 YaoTpeVTEPIKES dratapayEg NTav avénuéves yia tnv tiplemation 5 mg (55,6 %), 10 mg

(60,8 %) ko 15 mg (59,2 %) évavtt Tov gwovikov eappdkov (30,3 %). H enintwon g vavtiog rav
24,6 %, 33,3 % xa1 31,0 % €vavtt 9,5 % kou 1 enintwon g didppotag Tov 18,7 %, 21,2 % kot

23,0 % évavt 7,3 % yia v tiplenation 5 mg, 10 mg kot 15 mg avrtictoya, EVOVTL TOL EIKOVIKOD
oapudrov. O1 YooTpevTepIKEG avemBOUNTEG EVEPYEIEG TAY KATA KVPLO Adyo Niag (60,8 %) 1 pétpiag
(34,6 %) Bapvtoc. H enintwon g vavtiog, Tov ELETOL Kat TNG O1dppOLaG NTaY VYNAOTEPT KATA TNV
nepiodo TiTAomoinong g SocoAoyiog Kot HEIOVOTAV HE TV TAPOS0 TOL ¥POVO.

[leprocotepot acbeveis otic opddes g tiplemationg tov 5 mg (1,9 %), tov 10 mg (4,4 %) kot Tov
15 mg (4,1 %), og chykpion pLe TNV opLAd0. TOV E1KOVIKOD pappdakov (0,5 %), Siékoyav T peklém

Oepamneiog oploTiKd AOY® KATO10G YOOTPEVTIEPIKNG AVETIOVUNTNG EVEPYELOG.

2yeulousva ue yoindoyo xvotn cvufauato,

270 GOVOAO T®V 3 EAEYYOUEVAOV LE EIKOVIKO QAPUOKO HEAET®V @dong 3 yio T dayeipion Bapovg, 1
GUVOAIKT| entimT®oT yoAokvaotitidog kKot o&elog yoAokvotitidag Nrav 0,6 % kot 0,2 % yio Tovg acbeveig
7ov Ehafav Oepameia pe TiplemaTion Kot EKOVIKO PAPUAKO, OVTIGTOLYKO.

270 6GOVOAO T®V 3 EAEYYOUEVOV UE EIKOVIKO PAPULOKO HEAETOV Pdong 3 yia T dwaxeipion Pépovg kot
GTO GUVOAO TV 2 EAEYYOUEVAOV LE EIKOVIKO QAPLAKO HEAETMV @dong 3 Yo v AY A, o&eila vOc0og TG
¥0ANdOY0L KOGTNG avapépinke og £wg 2,0 % TV acbevav mov Elafav Bepomeio pe Tiplemation kot
o€ £€0g 1,6 % TV 0acbevdv Tov EAafav EUKoVIKO PAPLOKO.

2115 peréteg eaong 3 yia ) dwyeipion Papovg, o&Ea cuUPALOTA TG YOANOOYOL KVOTNG
oLoyETIoTNKAY OETIKA UE TN peimon Tov Bapovc.

Avoocoyovikotnto,

Agv vmipEav evoeifelc LeTafoAng Tov TPoPih GUPLOKOKIVITIKNG 1| ETLOpOONG GTNV
OTOTEAECUATIKOTNTA TNG TPLEMATIONG TOV Vo GYeTICOVTOL LE TNV AVATTLEN OVTICOUATOV KOTH TOVL
oapudaxov (ADA) 1 eE0VOETEPOTIKGV OVTICOUATMV.

5.025 acbeveic mov AauPavoy tiplemotion otig KMvikég pehéteg XAT2 @dong 3 a&oloyndnkay yio tnv
eupavion ADA. And avtovg, 51,1 % avéntuéoav ADA ta omoia epeoviotnkav anod tn Oepaneia (TE)
Katd TN d1dpKeLn TG TEPLOdOL Bepameiog. 1o 38,3 % TV acbevdv mov agloloynnkay, n enintwon
tov TE ADA ftav gppévovoo (TE ADA aviyvevovtav yio po tepiodo 16 efdouddov 1 ave). 1,9 %
ka1 2,1 % mopovciacav e£0VOETEPMTIKA AVIIGMOMUOTA EVAVTL TNG OpAaong TS TIPLEnaTiong oTovg
VT0d0YELS TOV EEPTAOUEVOL o T YAVKOLN GovAvoTpomov tolvmentidiov (GIP) kau tov
yAvkayovopopeov wertidiov 1 (GLP-1), avtictorya kot 0,9 % kot 0,4 % mapovciocay
e€ovdetep@TIKG avTioouata vavtl TV eyyevav GIP kot eyyevov GLP-1, avtictouya.

3.710 acBeveic mov élaPav Bepancio pe Tiplemation otig 4 peréteg eaong 3 yia  dwyeipion Pépovg
Kot oTig 2 peAeteg edong 3 yia v AYA, a&oroyndnkav yio v euedvion ADA. Ao avtog,

60,6 - 65,1 % avéntvéov TE ADA katd ) didprela g teptodov Bepaneiac. Xto 46,5 - 51,3 % twv
acBevav mov a&oroyndnkav, 1 enintwon tov TE ADA fjtav eppévovsa. 'Ewg 2,3 % xar 2,3 %
TOPOVGIacHy EE0VOETEPOTIKG, AVTICOUATO, EVOVTL TNG dpdong Tng TIplemaTiong 6Tovg LTOdoYElS TOV
GIP ka1 tov GLP-1, avtictotyo kot €mg 0,7 % kot 0,1 % mapovciocay £0V0ETEPOTIKA AVTICOUATO,
évavtt Tov gyyevov GIP ko eyyevav GLP-1, avtictoyo.
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Kopdiaxn cvyvornto,

2116 eEleyOUEVES [IE EIKOVIKO QAapUOKO peAéteg ZAT2 pdong 3, 1 Oepaneia pe Tiplenation odnynoe ot
pio HEYIoTN péo avuénomn g Kapdlakng cuyxvotntag katd 3 émg 5 oevéelg ava Aemtd. H péyiot
péom avénon g Kapolokig cuyvoTnNTag o€ 0oOeveic Tov AuPavay To IKoVIKO QAPLLOKO TaY

1 opVEN ava Aento.

To 1060616 TV 060evdV TOV EUEAVIcAY HETOPOA TN KAPILOKNG GUYVOTITAS AVOPOPAS
katd > 20 bpm cg 2 M| 1EP1660TEPES 00y IKES emickEyelg tav 2,1 %, 3,8 % kot 2,9 %, yio
Tiplemation S mg, 10 mg kou 15 mg, avtictoyya, o cbykpion pe 2,1 % yio To EIKOVIKO QAPHOKO.

Mikpég néceg avénoelg oto dtdotua PR mapatnpnOnkay pe myv tiplenation o€ cOyKpion Le To
€IKOVIKO pdppoko (néon avénon 1,4 éwc 3,2 msec kot péon peimon 1,4 msec avtiotorya). Aev
mapoTnpnonKe S10popd g TPOS Ta TEPIGTATIKE appLOping Kol KOpSLOKG SOTAPOYNG Y OYILOTNTOG
OV gpQavicTnray katd T ddpkela g Oepomeiog petald e tplenationg S mg, 10 mg, 15 mg kot
gkovikov eapudkov (3,8 %, 2,1 %, 3,7 % kot 3 % avtictorya).

e 3 eheyyOUeveG e EIKOVIKO AapuraKo LEAETEG paong 3 Yo TN dlayeipton Bapovg, N Bepomeia pe
Tiplemation odMynoe o€ o péomn avénon g Kapdlakng cuyvoTnTag Kot 3 6pUEelg ava Aentd. Agv
mapoTnpnKe péon avénomn g Kapdlakig cuyxvotntog o€ acbeveic mov Elafav eucovikd eapuako.

e pio eheyyOUEVT LE EIKOVIKO ApIOKO LEAETN Yo TN dlayeipion Papovg oe acbevelg yopic XAT2, T0
TOGOGTO TV AGHEVOV OV EUEAVIGOY PETAPOAN TNG KAPOLUKTG SLYVOTNTAG avapopds katd > 20 bpm
o€ 2 N meP1ocaTEPEG O1000YIKES EMoKEYELS NTav 2,4 %, 4,9 % ko 6,3 % ya v Tiplemation S mg,

10 mg ot 15 mg, avtiotoya, oe cuykpion pe 1,2 % yuo 10 gkovikd @appoko. Mikpéc péoeg avéNcelg
o710 dtdotnua PR mapoammpnnkay pe v tiplemotion Kot To eikovikd eappoako (Léon avénon Katd
0,3 émg 1,4 msec kot 0,5 msec avtictoya). Agv Topatnpndnie dpopd mG TPOg To TEPIGTATIK
appouOuiog Kot KapdloKng Statapayig Ay@YHOTNTOG TOL ELPAVIGTNKAY KATA TN SIUPKELR TNG
Oepamneiog peta&d g tiplenationg S mg, 10 mg, 15 mg kot swovikov eapudikov (3,7 %, 3,3 %, 3,3 %
ko 3,6 % avtiotoyya).

Avudpdoeic oty Oéon éveonc

2116 ELeYXOUEVES IE EIKOVIKO QAPLOKO peAETeg ZAT2 pdong 3, ol avtidpdcelg otn Béom Eveong NTov
avénpuéveg yro v tplemation (3,2 %) évavit Tov gikovikod eappdxov (0,4 %).

e 3 eleyyOpeveg e EIKOVIKO APROKO HEAETEG GAoTg 3 Yia TN Swoyeipton Papoug kat o€
2 gheyyOUEVEG E EIKOVIKO PApLOKO HEAETEC pAong 3 Yo TV AY A, ot avtidpdoelg otn Béom veong
nrav avénuéveg yio v tiplemation (8,0 —8,6 %) Evavtt Tov ewkovikov gapudkov (1,8 —2,6 %).

2UVOMKA, og PEAETEG PAOTG 3, TOL TTLO GLYVA GMLEID KOl CUUTTOUOTO TOV OVTIOPAcE®Y oTr 0¢om
éveonc Ntav epvonua ko kvnopds. H péyiotn fapvtnta tov aviidpdocswv ot B€on Eveonc yio. Toug

acBeveig rav fma (91 %) B pétpia (9 %). Kapia avtidpaon ot 8éon éveong dev tav coPapn.

Hoyxpeazira viovua

e eleyyopeves PeEKOVIKO QappoKko peAéteg LAT2 pdong 3, 1 Oepancia pe Tiplenation odnynos ot
péoec 0VENOEIGTOV EMMESMVY TAYKPEOTIKNG apvddong Kotd 33 % émg 38 % wai Aumdong kot 31 %
€m¢ 42 % amod TG apykés Tipéc. Ot acBeveic mov AMdpPavay euKovikd eapuaKo epeavicay avénon Tmv
EMTESOV-AUVAAOTG KOTA 4 % 0o TIC 0pyIKEG TIUEG EVGD gV TOPATNPNOTKE OTOLUONTOTE PETAPOAN
TOV EMTEODV MITACTG.

Xe 3 eleyyOUEeVEC LIE EIKOVIKO QApLOKO HEAETEC pdomg 3 Yo TN dwoyeipion Pdpovg Kot o€
2 eheyyOLEVEG e EIKOVIKO PApLako HEAETEC paong 3 Yo tnv AY A, 1 Oepancia pe Tiplemation

001 YNGoE O€ UEGEC OVENOELS TOV EMTESMV TAYKPEOTIKNG AUVAACNG KoTd 23 — 24,6 % Ko Auwdiong
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Kkatd 34 - 39 % and 115 apywés Tpés. Ot acbeveig mov Aafav elkovikd appako epedvicay adénon
TV eMnEd®V apvAdons katd 0,7 - 1,8 % ko Mmdong katd 3,5 - 5,7 % amd Tig apyikés TIHEC.

Avopopd ThavorloyodueveV aveTOOUNTOV EVEPYELDY

H avoapopd mBavoroyoduevemy avemiBountmy evepyeumy HeTd amd T YopyNnom Adelug KukAopopiog
TOV PAPUAKELTIKOD TPOTOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakoiovdnon g oyéong
0PEAOVG-KIVOUVOL TOVL QOPUAKEVTIKOD TPOTOVTOG. Znteital amd Toug enayyelaticg vyeiog vo
avaQEPOLY 0TOIEGONTOTE TOUVOALOYOVUEVES aVETIOOUNTEG EVEPYEIEG UEG® TOV £0VIKOD GLOTNUATOG
ovaeopds mov avaypdestor oto Hopdptmua V.

4.9 Ynepdocoroyia

X mepintwon vrepdocoroyiag, Oa Tpémet va Eekvd KatdAANAN LTOGTNPIKTIKN Bepaneio cOLEMVA IE
T, KAMVIKA onpeio Kot copmtdpoto tov actevoic. Ot aobeveic pmopel va epeavicovy avemBounTeg
EVEPYELEC OTTO TO YOOTPEVTEPLKO, GUUTEPIAAUPAVOUEVNC TG VaVTIOG. Agv VTTAPYEL SLAOEGILO
GLYKEKPIUEVO OVTIOOTO Yo TNV VIEpdocoroyia Tiplematione. Mmopel va givar amapaitntn pa
TOPUTETAUEVT] TEPTIOOOC TAPATAPNONG KL AVTIUETAOTIONG AVTMOV TOV GUUTTOUATOV, AapuPavovTog
vdyn Tov pdvo nuicelag {ong ™ Tiplenationg (tepimov 5 nuépec).

5. OAPMAKOAOI'IKEX IAIOTHTEXZ

51 ®@oppoxodvvopikEs 1010TNTES

Ddoppokobepamentikn katnyopio: OappoKe TOV ¥PNCLLOTOIOVVTOL GTOV OL0PN TN, PAPLOKE, Y10 TN
Leiwomn tov oakydpov Tov ApaTog, EAPOVHEVAVY TV VGOVAVAV, Kodkds ATC: A10BX16

Mnyoviopdc dpdong

H tplenation sivar évog pakpdg dpdong aymviotig Tov vrodoyéwv tov GIP kot tov GLP-1,
€EAPETIKA EKAEKTIKN Y10 TOVG avBpdTIVOLS VTodoyeig Tov GIP kot tov GLP-1. H tiplemation €xet
pueydan cvyyévela toco pe tovg vrodoyeic tov GIP 6o kot pe tovg vrodoyeic tov GLP-1. H
dpaotikotnTa TG Tplemationg otov vrodoyéa Tov GIP givon mapopoa pe exeivn g £yyevoig
oppovne GIP. H dpactikdtnta g Tiplenationg otov vwodoyéa tov GLP-1 sivar younidtepn évavti
gkeivng g eyyevoug opudvne GLP-1. Kot ta d10 €101 v710d0y£mv aveupicKovTal 6To EVOOKPIVY 0 Kot
B kOTTOpO TOL TAYKPEATOG, TNV KAPdLd, TO OYYEWNKO JIKTLO, TO 0VOGOKVTTAPA (AELKOKVTTOPO), TO
évtepo kot Tov veppd. Ymodoyeig tov GIP avevpickovtal emiong 6To AmokvuTIopa.

Emunpocbeta, kot to 000 €idn vrodoyémv tov GIP kot tov GLP-1 ekppdlovtat oTig meployég Tov
EYKEPALOV TTOL €lval GNUAVTIKES Yio, T pOOoN TG 0petng. Meléteg oe (D VTOJEIKVOOVY OTL T
TIplemaTion SIVEUETOL GTOVE VEVPAOVES KOl TOVC EVEPYOTOIEL GE TEPLOYEG TOV EYKEPAAOD TTOV
gumAékovtal TN pYOUIon g Opeénc Kat TV TPOSANYN TPoe1S. Meréteg oe (D0 VTOSEIKVOOVY OTL )
Tiplemartion uropel va puBpicet tn ypron Aimovg pécw tov vrodoyéa tov GIP. Xe avBpdmiva
AMmokVTTOP TOV KOAMEPYOUVTAL in Vitro, 1) Tiplemation dpo oTovg vIodoyeic Tov GIP yia ) pvOuion
™G TPOSANYNG YALKOLNG KoL TN pOOLUGT TG TPOCANYNGC ATV Kal TG MITOAVOTC.

T Avkoiuixoc EAsyyoc

H tiplenation ertidvel Tov YAVKAUKO ELEYYO UEIDVOVTOG TIG GUYKEVIPAOGELG TNG YAVKOING vnoTeing
KOl TNG UETAYEVHOTIKNG YAVKOLNG o€ 000eveig e dafnn TOToL 2 PHEGH SEPOPOV UNYOVICUDV.

PoOuion e opelne kar uetaffoliouoc evépyeiac

H tiplenation pewdvel to copotikd Papog kot ) copatikny pdlo Aitovg. H peimon tov copotucon
Bépovg opeiretor Kuping otn petpévn pala Aimovg. Ot unyoavicpoi mov oyetilovral pe 1n peimon tov
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COUATIKOV BAPOVE KAl TS SCOUATIKNG LALg Almove TepAaUBAVOuV HEIWUEVT TPOCANYT TPOPNG
péom g puBuong g 0peEns. Khvikéc peléteg vrodeikvoouy 0Tt 1) Tiplenation LELDVEL TNV
TPOSANYT VEPYELOG KaL TV OpeEN a&avovTog To asHLOTo KOPEGHOD Kot TANPOTNTOG, KOl
pelimvovtog ta aonuatae meivag. H tiplenation peidvel exiong tnyv €vtoomn tng exbopiog ylo aynto
KOl TG TPOTIUNOELS Y10, TPOPLULA Ll VYNAN TeptekTikoTnTa 6€ {dyoapn kot Mmopd. H tiplemotion
pvOuilel m ypnon Mmovg.

Dapurokodvvarkéc emdpUcELS

Exkxpion ivoovdivine

H tiplemation avéavel v evausOncio twv taykpeatikdv B kuttdpov otn yAvkoln. Evioydet v
£€KKPLON IVGOVAIVIG TTPAOTNG Kot OEVTEPNC PACTG UE Evay YAVKOL0eEQPTMUEVO TPOTO.

X€ o LEAET HE TN (PO TNG SOKILAGTOG TNE VIEPYAVKAUKNG KaOAmong TG YAvkoing o€
aocBeveig pe owaPnt tomov 2, n tiplenation cvykpibnke He TO EIKOVIKO QAPUOKO KOl TOV EKAEKTIKO
ayoviotn vrodoyéa GLP-1, cepayiovtion oe 66om 1 mg, wg mpog v €kkpion veovAivng. H
Tiplemation og doom 15 mg evicyvoe Tov puOUd EKKPIOTG IVGOLAIVIIG TPOTNG Kot SEHTEPTG PACT|G
katd 466 % kot 302 %, avtictoya, o€ oyéon pe TV Eviagn ot peAétn. Aev onueindnie
omoladMmoTe PETOPOAN 0TOV PLOUO EKKPIOTG IVGOLAIVIG TPAOTNG Kot dEVLTEPNG PACTG Y10 TO EIKOVIKO

QapLOKO.

FEvoucOnoio otny 1iveovlivy

H tiplemation Pertidvetl v evacOncio otnv tvoouAiv.

H tplenation og d6on 15 mg Bertimoe v evaichncio onv tveovAivn o€ 0AOKANPO TO GO KOTA
63 %, 6nwg petpnnke pe Paon v Tiun M, pe LETpnon g IoTIKNG TPOSANYNG YALKOING e
YPNON TS OOKIUAGTNG TG VITEPIVGOVAIVOLUIKTG EVYAVKOLUKNG KaBnAwong g YAvkoing. H tiuqn M
TOPEUEIVE CUETAPANTN Y10 TO EIKOVIKO PAPLLOKO.

H tplenation peidvel 1o copotikd Papog tov aclevav pe moyvoapkio kot veepPaiiov Bapog kot
TV aclevov pe oafnt tomov 2 (ave&aptnta amd T0 cOUATIKO BApoc), Yeyovoc To 0moio

eVOEYOUEVMG CUUPAALEL o1 PedTimon TG evacOnciog GtV WVGOLATVT.

20yKéEvIpwon YAVKayOovnc

H tplenation peimoe Tic GLYKEVIPMGELS TG YAVKOAYOVTG VNOTELOG KoL TNG LETAYEVHOTIKNG
yAvkoyovng pe évav yaAvkoloeEaptmpevo. tpomo. H tiplenation o 0601 15 mg peioce
OLYKEVTPMOT] TNG YAVKYOvNG vnoteiog Katd 28 % kot v AUC g yAvKoyovng HETd amd PEIKTO
yevpa Katd 43 % oe cUYKplon Ue Kopio LETABOATN Y10 TO EIKOVIKO (APLLOKO.

Taotpixn kévwon

H tiplenation kabvotepel T YOOTPIKY KEVOGOT, YEYOVOS TO 0010 EVOEYETAL VO EMPPAdVVEL TNV
amoppOPN o1 TNG YAVKOUNG LETOYELLOTIKA Kot LITOPEL Vo, 00N YNOEL OE L EVEPYETIKN EMLOPOCT] OTN|
petaysopatikn yavkaipio. H kaBootépnon g yooTpikng KEVOoNg Tov TPoKaAEiTal omd TNy
Tiplemation peidvetal Pe v Tépodo Tov ¥pOvov.

KMvikn omoteleonotikdTNTo Kot 0GQAAELO

2oryapnonc owefntne torov 2

H aocopddeia kot n amotelecpaticotnta g Tiplenationg aloloyndnkay og TEVTE TOYKOCUIES,

TuyoomomuéEveS, eEreyyopeves peréteg dong 3 (SURPASS-1-5), otig omoieg a&lodoyndnke o

YAVKOUKOG EAEYYOC MG KOPLOG AVTIKEEVIKOG OKOTOG. TG PeAETeC suppeTelyay kol EAafav Bepomeia
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6.263 acBeveic pe dwapnn Tomov 2 (4.199 EhaPav Bepaneia pe Tiplemation). Ltovg devTEPEVOVTEG
OVTIKEWEVIKOVG OKOTOVS GUUTEPIAAUPOVOTOV TO COLOTIKO BAPOG, TO TOC0GTO acHEVOY TOV TETVYAV
oT1OY0VG peimang Papovg, N YALKOLn vnoteiag opov (FSG) kot 10 1060010 TV 060evdY 6TOVG
omoiovg emtevyOnke o otdyog g HbAlc. Kot otic mévte peréteg pdong 3 a&loloynonke n
Tiplenation og d6celg 5 mg, 10 mg kot 15 mg. Ohot ot acBeveig mov Ehafoav Bepamneio pe tiplemotion
Eexivnoav pe T 660m TV 2,5 mg yia 4 gfdopddec. Xt cvvéyela n 6don ¢ Tiplenationg avéavotay

Katd 2,5 mg kabe 4 efdouddeg Emg 0Tov AduPavay T 0661 TOL ToVg gixe amodobEl.

e 0AeG TIC doKIpéC, 1) Oepaneia pe Tiplemation enédelle d1aTNPOVUEVES, OTUTIOTIKO GT|LLOVTIKEG KOl
KAvikd a&loonpeioteg pewmoelg g HbAlc og oyéon pe v €viaén otn HeAET, ©G TOV KOPL0
OVTIKELEVIKO GKOTO, EVOAVTL EITE TOL EIKOVIKOD (UPLAKOL £iTe TNG dpaoTikng Bepaneiog EAEYYOL
(oepaylovtion, woovAivn degludec kot tvoovAivn glargine) yio £o¢ kot 1 €toc. Xe 1 pedétn awtég ot
emdpdoelg dratnpniniay yio Eog Kot 2 £tn. Katadeiynkoav eniong oTatioTikd onuovticég Kot
KAVIKGE 0E100MUEIMTEG LELMTELS TOV GMUATIKOD BApovg og ayéon pe v Evtoén ot perét. Ta
amoTEAEOUATO, Ol TIG LEAETEC PAoNC 3 TapovotdlovTol TapuKat® BAcel TV dedouévav Bepomeiog
yopic Oepaneio dSidowong otov Tpomomolnueévo TAnucud pe tpodbeon yia Oepaneio (mITT) mwov
amoteleiTal Ao OAOVG TOVG TVYain amodobiviec o Bepameia aobeveig mov ekTEON KAV GE TOVAN IOTOV
1 660m g Bepameiog T HEAETNG, EKTOG TV 000EVAOY TTOL dlEKOYaY TN Ogpameia TG ueAETng AoYm
GOAMLOTOC KOTE TNV EvTodN).

SURPASS-1 — MovoBsparcio,

e pio OUTAG TOQAY], EAEYYOUEVT HE EUKOVIKO apuako perétn 40 efdopdadmv, 478 acbeveic mov
mapovsialoy aVETUPKT] YAVKOLUIKO EAEYYO e SloNTa Kol COUOTIKY AOKTNON TUYX0OTO0nKaY o8
Tiplemation 5 mg, 10 mg 1 15 mg pia eopd v gfdopdda 1 oe eikovikd edppako. H péon niikia tov
acBevav Mtav 54 € ko 1o 52 % Nrov dvopes. Katd v évtaén ot perétn, ot acbeveig eiyov péon
diapketa dofrn 5 étn kot 0 péoog AME Arav 32 kg/m?.

Mivakog 2. SURPASS-1: Anoteréopato Ty foopasa 40

Twlemation | Tplemation | Tpleration | Ewkoviko
5 mg 10 mg 15 mg dappoko
I 0vopoc mITT (n) 121 121 120 113
HbA . (%) Kota v évtaén om 7,97 7,88 7,88 8,08
pHeA£T (péon Tin)
Metafoin and v -1,87% -1,89% -2,07% +0,04
évtoén otn perét
Awpopd EVovTl ToL -1,91%** -1,93%* -2, 11%%* -
giKovikov eapudkov | [-2,18, -1,63] | [-2,21, -1,65] | [-2,39, -1,83]
[95 % CI]
HbA. Kotd my évtaén om 63,6 62,6 62,6 64,8
(mmol/mol) ueAémn (uéon Tyun)
Metoafoin and v -20,4% -20,7% 222, 7% +0,4
évtaén o1 HEAETN
Awpopd EVOvTL TOL -20,8** -21,1%%* -23,1%%* -
giKovikov eapudkov | [-23,9, -17.8] | [-24,1, -18,0] | [-26,2, -20,0]
[95 % CI]
AoBeveic (%) <7% 86,8%* 91,5%%* 87,9%* 19,6
GTOVG 0TTOL0VG
emTE0yONKe <6,5% 81,8+1 81,44+ 86,21+ 9,8
HbA <57%| 339% 30,5%* 51,7+ 0.9
FSG (mmol/L) Koatd v évtaén o 8,5 8,5 8,6 8,6
pHeAET (péon Tiyn)
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Twlemation | Tplemation | Tpleration | Ewkoviko
5 mg 10 mg 15 mg dappoko
Metaforn and v 2,47 -2,6" 22,7 +0,7*
évtaén ot HEAETN
Awpopd EvovTt TOv -3,13%* -3,26%* -3,45%* -
gwovikov eappakov | [-3,71, -2,56] | [-3,84, -2,69] | [-4,04, -2,86]
[95 % CI]
FSG (mg/dL) Koatd v évtaén ot 153,7 152,6 154,6 155,2
pHeAET (péon Tiyn)
Metaforn and v -43,6" -45,9% -49 3% +12,9%
évtoén otn peré
Awpopd EvovTt TOv -56,5%* -58,8%* -62,1%* -
€IKOVIKOD Qappakov | [-66,8, -46,1] | [-69,2, -48,4] | [-72,7, -51,5]
[95 % CI]
Yopotiko fapog | Katd tnv éviaén ot 87,0 85,7 85,9 84,4
(kg) HeAETN (péon Tin)
Metafoin and v -7,0% -7,8%% -9,5% -0,7
évtoén ot perét
Awpopd EVOvTL TOL -6,3** -7,1%* -8,8%* -
giKovikov eapudkov | [-7,8, -4,7] [-8,6, -5,5] [-10,3,-7,2]
[95 % CI]
AoOeveig (%) >5% 66,91 78,011 76,7+t 14,3
GTOVG 0TTO10VG >10% 30,671 39,8+t 47 4+t 0,9
emTevyOnke >15% 13,2+ 17,0+ 26,7+ 0,0
oTOLELD
COUATIKOD
Papovg

" <0,05, **p < 0,001 y10. TV avotepdTTO, pe S1OpOmON Yo TOAATAGTNTA.
p < 0,05, T p < 0,001 6g cOYKpPION HE TO EIKOVIKO PAPLOKO, YPig S10pOwon Yo ToALUTAOTNTO.
*p < 0,05, #p < 0,001 og cOYKpion pe TV £vtocn ot pehétn, xopic S10pdwon yio toALamAdTNTO.
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Ewova 1. Méon HbA . (%) kot péco copatiko papog (kg) amwd tnv évraln otn perétn g v

gfoopaoa 40

SURPASS-2 - 2Jvvdvaotiki Ospamelo ue UeTQopuivy

e pia eEleyyopevn e 0paotikd eapUoKo LEAETN avolkThg emtorjpavong 40 efdopddwv (Sumhd ToeAn
¢ TPog TNV amddoon ce d6on tiplenatione), 1.879 acbeveig TuyatomomOnkav oe Tiplemation 5 mg,
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10 mg 1 15 mg pio eopd v efdoudda 1 e cepayrovtion 1 mg pia eopd v efdoudda, dheg o
cuvovooud pe petgoppivn. H péon niwia tov acBevov ntav 57 étn kot 1o 47 % frav avdpes. Katd
v évtaén ot HeEAETn, ot acbeveig eiyav péon didpketa dafntm 9 £ kot o pésog AME ftov

34 kg/m?.
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Mivakag 3. SURPASS-2: Anoteréopato Ty foopasa 40

Tiplemation | Tplemation | Tiplemation | LepayrovTion
5mg 10 mg 15 mg 1 mg
ITAn0vopéc mITT (n) 470 469 469 468
HbA . (%) Kotd v évtaén ot 8,33 8,31 8,25 8,24
peAétn (uéon )
MetaBoAn amd v -2,09% -2,37% 22,46 -1,86™
£€vtaén o1 peAETn
Alopopd EvavTt TG -0,23%* -0,51** -0,60%** -
oepayrovtiong [95% | [-0,36,-0,10] | [-0,64, -0,38] | [-0,73, -0,47]
CI]
HbA . Koatd v évtaén o 67,5 67,3 66,7 66,6
(mmol/mol) ueAétn (uéon tiun)
MetaBoAn amd v =22 8% -25,9% -26,9% -20,3%#
€vtoén ot perétn
Alopopd EvavTt TG -2, 5% -5,6%* -6,6** N/A
oepoyrovtiong | [-3.9, -1,1] [-7,0, -4,1] [-8,0, -5,1]
[95 % CI]
AoBeveig (%) <7% 85,5* 88,9%* 92,2%* 81,1
GTOVG 0TTO10VG <6,5% 74,0+ 82,141 87,14+ 66,2
emTev)Onke <57% 29,3+ 44, 7%%* 50,9%* 19,7
HbA .
FSG (mmol/L) | Katd v évtaén ot 9,67 9,69 9,56 9,49
peAétn (péom Tin)
MetaBoAn amd v 23,117 3,42 -3,527% -2,70%
€vtoén ot perétn
AW@opd EvovTt TG -0,417 -0,721f -0,821f -
oepaylovtiong | [-0,65,-0,16] | [-0,97, -0,48] | [-1,06, -0,57]
[95 % CI]
FSG (mg/dL) Koatd v évtaén ot 174,2 174,6 172,3 170,9
peAétn (péom Tun)
MetaBoAn amd v -56,0" -61,6™ -63,4" -48,6™
€vtoén ot perét
sovepiomns | oy | ser | e [T
195 % CI] [-11,7,-3,0] | [-17,4,-8,6] | [-19,1,-10,3]
YoOpoTiké Kotd v évtaén ot 92,6 94,9 93,9 93,8
Bapog (kg) peAétn (péon )
MetaBoAn amd thy -7,8% -10,3% -12,4% -6,2%
£€vtaln ot peAETn
Awpopd Evavtt Tng -1,7%* -4, 1%* -6,2%* -
oepayhoutiong [95% | [-2,6, -0,7] [-5,0, -3,2] [-7,1, -5,3]
CI]
AoBeveic (%) >5% 68,6 82,47 86,21 58,4
GTOVG 0TOI0VG >10 % 35,87 52,9 64,97 25,3
emTevyOnKe >15% 15,21 27,7t 39,91 8,7
om0
COUATIKOD
Bapovg

p <0,05, **p < 0,001 y10. TNV avotepdTTO, pe S10pOmON Yo TOAATAGTNTA.
p.< 0,05, Tp < 0,001 oe cOykpion pe T cepayrovtidn 1 mg, yopic 516pdmon yia moAlarioTnTaL.
“p <0,05, #p < 0,001 og cOYKpion pe Vv évtaén oty uerén, yopic d16pdwon yia molariotnTa.
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Ewova 2. Méon HbA . (%) ko péco copatiké papog (kg) amwd tnv évraln otn perétn £og v
epfoopada 40

SURPASS-3 - 2vvdvaotixy Ospameio ue ustpopuivy, ue 1 ywpic SGLT2i

e pio eAeyyOUEVT LE OPOUCTIKO PAPUOKO HEAETT OVOIKTG ETION VOGS 52 gfdopddmv,

1.444 acBeveic ToyaromomOniayv og Tiplenation 5 mg, 10 mg i 15 mg pia popd v efdoudda 1} o
wvoovAivn degludec, 6Aeg oe cuvdvacud pe peteoppivn pe 1 yopic évav SGLT2i. To 32 % tov
acBevav ypnoorotovsav SGLT2i1 kotd v évragn ot perétn. Katd v éviaén otn perén, ot
acBeveic eiyav péon didpketo dwapnn 8 £, uéco AME 34 kg/m?, uéon nhkia 57 étn kot 1o 56 %
nrav dvopec.

Ot acBeveic mov Aapupavay Bepaneia pe vooviivny degludec Eexivnoav pe 06omn 10 Umuépa, 1 omoia

dtopBbnke pe T ypnon evog adydpiBpov pe otodyo YAvko(ng aipatog vnoteiog < S mmol/L. H péon
8001 g woovAivng degludec v gfdopdda 52 frav 49 povadeg/muépa.
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ivakog 4. SURPASS-3: Anoteréopato tnv foopada 52

TplemaTion Tiplemation | TiplemaTion Tvrho-
5 mg 10 mg 15 mg momuévn
LVGOVAIVY
degludec
I 0vopoc mITT (n) 358 360 358 359
HbA . (%) Koatd v évtaén ot 8,17 8,19 8,21 8,13
peAétn (péom Tun)
MetaBoAn amd v -1,93%* -2,20% 22,37 -1,34%
€vtoén ot perét
Awpopd EvavTt Tng -0,59%** -0,86** -1,04%** -
woovAivng degludec | [-0,73, -0,45] [-1,00, -0,72] | [-1,17, -0,90]
[95 % CI]
HbA. Kotd v évtaén ot 65,8 66,0 66,3 65,4
(mmol/mol) ueAétn (uéon Tun)
MertafoAn amd v 21,1% -24,0% -26,0% -14,6*
£€vtaln ot pHeEAETN
Awpopd EvavTt Tng -0,4%* -9,4%* -11,3%* -
woovAivng degludec [-7,9, -4,9] [-10,9,-7,9] | [-12,8,-9,8]
[95 % CI]
AocBeveig (%) <7% 82,4%* 89,7** 92,6%* 61,3
oTovS omoiovg <65% L4 80,37 85,37 444
emTevyOnke
HbA . <57% 25,87 38,6 48,47 5,4
FSG (mmol/L) Kotd v évtaén ot 9,54 9,48 9,35 9,24
peAétn (puéon )
MertafoAn amd v -2,68% -3,04% -3,29% -3,09%
£€vtaln o1 pHeAETn
lé;grgz}?]?é?éﬁlsgg 0 10414(1)169 0 ??410(5) 33 0 4-1%2(()) 08
[95 % CI] [ s 17Ty Uy ] [' 9Ty Uy ] [' 51O, Uy ]
FSG (mg/dL) Koatd v évtaén ot 171,8 170,7 168,4 166,4
peAétn (uéon )
MetaBoAn amd v -48,2% -54 8% -59, 2% -55,7%
£€vtaén ot peAET
A0popd £vovTl TG 7,5° 0,8 -3,6 -
woovAivng degludec [2,4, 12,5] [-4,3,5,9] [-8,7, 1,5]
[95 % CI]
YOpoTIKG Koatd v évraén o 94,5 94,3 94,9 94,2
Bapog (kg) peAétn (uéon i)
MetaBoAn amd v -7,5% -10,7%# -12,9% +2,3%
£€vTaEn o1 peEAETN
Awapopd EvavTt TG -9,8%%* -13,0%** -15,2%* -
woovAivng degludec [-10,8, -8,8] [-14,0,-11,9] | [-16,2, -14,2]
[95 % CI]
AocBeveic (%) >5% 66,0 83,7 87,87 6,3
GTOVG 0T0I0VG >10 % 37,47 55,71 69,47 2.9
smredyOnke >15% 12,57 28,37 42 5% 0,0
oTOLELD
COUOTIKOD
Béapovg

p < 0,05, ¥*p < 0,001 yio. v avetepdTTA, HE S10pO®ON Y100 TOAAOTAITNTAL.
p < 0,05, p < 0,001 oe cOykpion pe v tveovrivn degludec, yopic 510pdmon yia moAlamiotTnTa.
*p < 0,05, #p < 0,001 e chykpion pe TNV Eviacn ot HEALTN, Yopic S10pOmon yia moAATAOTNTAL.
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Ewova 3. Méon HbA . (%) kot péco copatikd papog (kg) amwd tnv évran otn perétn £og v

gfoopada 52

2oveyne mapaxolodOnon yiokolns (CGM)
"Eva vrootvoro acOevav (N = 243) cuppeteiye oe a&loAdynon twv Tpoeid yAvkolng 24 wpov mov
Kkatoypaenkay pe TveAd CGM. Ztig 52 gfdopddeg, ot acbeveic mov ElaPav Oepaneia pe Tiplemation
(10 mg ka1 15 mg aBpo1oTiKd) aplEpmoay SNUAVTIKE TEPIGGATEPO YPOVO UE TIHEG YAVKOLNG EVTOC TOV
guyAvKaykod gbpoug mov opiletar wg 71 éwc 140 mg/dL (3,9 émwg 7,8 mmol/l) 6g ohyKpion e Tovg
aocBeveig mov EhaPav Oepamneia pe wvoovAivn degludec, pe evpog 73 % ko 48 % tng mePLOdoL TOV

24 wpmv, avticToryo.

SURPASS-4 — Zvvdvaotikn Osparcio us 1-3 omo tov otouozoc yopnyoodusva avtdiofntika

QOPUOKEVTIKG TPOIOVIQ: UETPOpUIVY, govipovolovpiec n SGLT2i

e pio eAeyOUEVT LLE OPOUCTIKO PAPUOKO PEAETT) OVOLKTG ETIOTLOVOTG SIUPKELNG £MG KoL

104 eBdopdadmv (Kopro katoAnkTikod onueio otig 52 efdopdoeg), 2.002 acbeveig pe dwaprtn tomov 2
Kol avENUEVo Kapdilayyelokd kivouvo tuyatoromdnkay oe tipleration S mg, 10 mg 1 15 mg pia eopd
v efdopdda 1 tvoovivn glargine pio popd v nuépa, Aappavovtag Bepancio vrofadpov pe
peteoppivn (95 %) 1/xar sovApovourovpieg (54 %) /xor SGLT2i (25 %). Katd v éviaén ot
neAétn, ot acOeveic eiyov péon ddpketa Sofm 12 m, péco AMY 33 kg/m?, uéon nhikio 64 £t ko
10 63 % "Mtav avdpes. Ot acBeveic mov AdpPavay Bepaneio pe wooviivn glargine Eexivnoav e 60om
10 Umpépa, n onoia d10pBdbnke pe tn ypnion evog adyopBpov e otdyo yAukolng aipoatog vnoteiog
< 5,6 mmol/L. H péon 66om g tvoovAiving glargine tnv gpoopddo 52 tav 44 povadeg/muépa.

Mivaxkag 5. SURPASS-4: Anoteléospota Ty efoopnada 52

Tiplemation | Tiplemation | Tplemation | Tirhomompuévy
5 mg 10 mg 15 mg VGOVAIVY
glargine
IAn0vopdéc mITT (n) 328 326 337 998
52 gfoopdodeg
HbA/ (%) Koatd v évtaén 8,52 8,60 8,52 8,51
ot perétn (péon
)
Metafoin and v -2,24% 2,43 2,58 -1,44%
évtaén o1 HeEAETN
Awpopd Evavti Tng -0,80%** -0,99** -1,14%* -
woovAivig glargine | [-0,92, -0,68] | [-1,11,-0,87] | [-1,26, -1,02]
[95 % CI]
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Twlemation | Tplemation | Tipleration | Tithomowmpuévy
5 mg 10 mg 15 mg vGoVAivY
glargine
HbA . Kot v évraén 69,6 70,5 69,6 69,5
(mmol/mol) ot pelét (péon
)
Metafoin and v -24,5% -26,6" -28,2% -15,7%
évtoén otn perét
Alopopd Evavtt g -8,8%%* -10,9%* -12,5%* -
woovAivig glargine | [-10,1,-7,4] | [-12,3,-9,6] | [-13,8, -11,2]
[95 % CI]
AoOeveig (%) <7% 81,0%** 88,2%* 90,7** 50,7
GTOVG 0TOI0VG <6,5% 66,0 76,07 81,177 31,7
emTevyOnke <57% 23,07 32,77 43,17t 3.4
HbA .
FSG (mmol/L) Katd v évtaén 9,57 9,75 9,67 9,37
o1 pelét (péonm
)
Metaforn and v -2,80% -3,06" -3,29% -2,84%
évtaén ot HEAETN
A‘“‘p"k",d é"“;’ TG 0,04 0,21 0,447 -
woovAivg glargine
195 % CI] [-0,22,0,30] | [-0,48,0,05] | [-0,71, -0,18]
FSG (mg/dL) Koatd v évtaén 172,3 175,7 174,2 168,7
o1 pelét (péonm
Ty
Metaforn and v -50,4% -54,9% -59,3% -51,4%
évtaén o1 HEAETN
A‘“‘p"k",d é"“;’ TG 1,0 3.6 8,01 -
woovAivg glargine
195 % CI] [-3,7,5,7] [-8,2, 1,1] [-12,6, -3,4]
YOpoTIKG Koatd v évtaén 90,3 90,7 90,0 90,3
Bapog (kg) ot perém (péon
Ty)
Metaforn and v -7,1% -9,5% -11,7% +1,9%
évtaén o1 HEAETN
Alopopd Evavtt g -9,0%* -11,4%* -13,5%* -
woovlivng glargine | <[-9,8, -8,3] | [-12,1, -10,6] | [-14,3, -12,8]
[95 % CI]
AoBsveic (%) >5% 62,91 77,67 85,3"" 8,0
GTOVG 070I0VG > 10 % 35,97 53,07 65,6 1,5
emTevyOnKe >15% 13,877 24,07 36,57 0,5
17 {ay¥al]
CONOTIKOD
Bapovg

p < 0,05, **p < 0,001 yio v avotepdTTa, HE S10pO®ON Y10 TOAAOTAITNTOL.
p < 0,05, p < 0,001 oe cOyKpion pe TV tvoovrivn glargine, ympic S10pOwon yio toALaTAOTNTO.
*p < 0,05, #p < 0,001 oe chykpion pe TV Eviaén oTn HeALTn, yopic 510pHmon yia moAlariotnTa.
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Ewova 4. Méon HbA . (%) ko péco copatiké papocg (kg) amwd tnv évraln otn perétn £og v
epfoopdado 52

SURPASS-5 - 2Jvvdvaotixn Ospomeio us titAomoinuévny Booiky] 1voovAivy, 1e ) YWPIC UETQOPUIVY]

e pio OUTAG TOQAY], EAEYYOUEVT LE EUKOVIKO apuako peAéTn 40 efdopddmv, 475 acbeveic mov
Topovcialoy aVETHPKT] YAVKOLUIKO EAEYYO LE TN XPNoN voovAivig glargine e 1 yopic pET@OpUivn
Tuyonomombnkav og tiplenation S mg, 10 mg 1 15 mg pia eopd v efdopdda 1 o€ EIKOVIKO
@appoko. Ot d6oelg ¢ veovAiivng glargine dtopBdOnKay pe ™ ypnon evog arydpiBov pe otdyo
yAvk6{ng aipatog vnoteiog < 5,6 mmol/L. Katd v évtaén ot pelétn, ol acbeveic lyav péon
Siapreta Sofrm 13 £, péco AME 33 kg/m?, uéon nhikia 61 £t ko 1o 56 % frav dvdpeg. H
GUVOMKT EKTIUOUEVT dtdpecn dOoN TG WeoLAivig glargine katd tnv Evtaln otn ueAétn frav

34 povadeg/muépa. H dudpeon d6omn g tvooviivng glargine v efdoudda 40 frav 38, 36, 29 ko
59 povadeg/muépa yro v tiplemation S mg, 10 mg, 15 mg Kot T0 EIKOVIKO pAPLOKO, OVTIGTOLYO.
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ivakag 6. SURPASS-5: Anoteréopato tnyv efoopasa 40

Twlemation | Tiwplemation | Tplemation | Ewkoviko
5 mg 10 mg 15 mg Dappoxo
ITAn0vopéc mITT (n) 116 118 118 119
HbA . (%) Kotd v évtaén ot 8,29 8,34 8,22 8,39
peAétn (uéon )
MetaBoAn amd v -2,23% -2,59% -2,59% -0,93%
£€vtaén o1 peAETn
Alopopd Evavtt Tov -1,30%* -1,66%* -1,65%* -
glkovikov eapudxov | [-1,52,-1,07] | [-1,88,-1,43] | [-1,88,-1,43]
[95 % CI]
HbA . Koatd v évtaén ot 67,1 67,7 66,4 68,2
(mmol/mol) ueAétn (uéon tiun)
MetaBoAn amd v -24.4% -28,3% -28,3% -10,2%
£vtoén ot perétn
Alopopd Evavtt Tov -14,2%* -18,1%* -18,1%* -
glKovikov eapudkov | [-16,6,-11,7] | [-20,6,-15,7] | [-20,5, -15,6]
[95 % CI]
AoBeveig (%) <7% 93,0%* 97,4%* 94,0%* 33,9
TTOUS 9T OO <6,5% 80,07 94,77t 92,37f 17,0
emTevyOnKe =90 70 ’ ’ ’ ’
HbA. <57% 26,177 478" 62,47 2,5
FSG (mmol/L) | Katd v évtaén ot 9,00 9,04 8,91 9,13
peAétn (péom Tin)
MetaBoin amd v -3,41% -3,77% -3,76" -2,16"
€vtoén ot perétn
AUWQOPG EVOVTLTOV |y 54 -1,61%* -1,60%* )
EIKOVIKOD QOpUAKov
[95 % CIJ [-1,64,-0,86] | [-2,00,-1,22] | [-1,99,-1,20]
FSG (mg/dL) Kotd v évtaén ot 162,2 162,9 160,4 164,4
peAétn (péom Tun)
MetaBoin amd v -61,4" -67,9" -67,7% -38,9%
£vtoén ot perétn
AWQOPG EVOVTLTOV | -29,0%* 28,8 )
EIKOVIKOD QOpUAKOo
195 % CI] [-29,5,-15,4] | [-36,0,-22,0] | [-35.9,-21,6]
YoOpoTiké Kotd v évtaén ot 95,5 95,4 96,2 94,1
Bapog (kg) peAétn (uéon Tiun)
MetaBoAn amd thv -6,27 -8,27# -10,9" +1,7*
£€vtaln ot HEAETN
Awpopd-EvavTt TOV -7,8%* -9,9%* -12,6%* -
EIKOVIKOU QOpUAKOV [-9,4, -6,3] [-11,5, -8,3] [-14,2,-11,0]
[95 % CI]
AocBsveic (%) >5% 53,91 64,6 84,6' 5,9
GTOVG 070I0VG >10% 22,6 46,971 51,37 0,9
emredyOnke >15% 7.0+ 26,6+ 31,6 0,0
om0
COUATIKOD
Bapovg

p <0,05, **p < 0,001 yio v avotepdTTa, He SOpOwon yio ToAAUTAdTNTO.

p-< 0,05, Tp < 0,001 oe chyKpIoN HE TO EKOVIKO QAPUOKO, YOPic S10pOmaon yia ToAATAOTNTAL.
*p < 0,05, #p < 0,001 e chykpion pe TV Eviaén oTn HeALTn, yopic 510pHmwon yia moAlariotnTa.
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Ewova 5. Méon HbA . (%) kol péoo copatiké papoc (kg) amwd tnv évratn otn perétn £og v
epfoopada 40

Awoyeipion Bapove

H amoteleopatikdmta Kot acpdreia g Tiplemationg yio T dtayeipion Papovg, 6 cLVOVAGUO UE TN
UEL®UEVT TTPOGANYT BepUid@V Kot TNV avENUEVT] COUOTIKT dpacTNploTnTa, 6€ 0cbeveig pe
nayvoapkio (AMZ > 30 kg/m?), ) vrepPdrlov Bapog (AME > 27 kg/m? émg < 30 kg/m?) ko
ToLAGYIGTOV i GVVVOST|POTNTA GYETILOUEVT e TO PBapog (dwg Bepamevopevn 1| un SvcAmidopia,
VIEPTOOT), OTOPPUKTIKY VIVIKH GITVOL0 1] KOpAloyYELOKN VOGO), Kol Le TPodtafntn 1 voppoyAvkopia,
OAAG Yo pig cakyap®dOoT oot TOToL 2, a&loAoyNONKay 6€ TPELG SUTAG TVPALC, TUYALOTOINIEVEG,
eleyyoueveg e eikovikd edpuako peréteg edong 3 (SURMOUNT-1, SURMOUNT-3, SURMOUNT-
4). ZvvoAkd 3.900 evihikeg acBeveig (2.518 tuyaomompévor og tiplemation) cvumeptAnednkay o
OUTEG TIG LEAETEG,

H Ogpancio pe tiplenation katédei&e KAWVIKA ONUaVTIK Kol ELUEVOVCH UEIMOT] TOV GMUATIKOD
Bapovg oe cuyKplon pe TO gkoViKO apuako. EmmAéov, emtedynke andAielo copoTiko Bapovg
>5%,>10 %, > 15 % xor > 20 % pe v tiplenation o vyMAOTEPO T0G0GTO acevmdy 6E GOYKPLoT

LLE TO EWKOVIKO PAPLLOKO.

H amoteleopatikdmnta Ko acpdreia g Tiplemationg otn dwyeipion Papovs o€ acbeveig pe drofrin
TOomov 2 a&loloynnkay o€ pio TUYOTOMUEVT, OITAG TUQAY], EAEYYOUEVN LUE EIKOVIKO QAPUOKO
uerétn edong 3 (SURMOUNT-2) kat o€ évay vromAnfucpd acbevov pe AME > 27 kg/m? og névte
Toyotomompéveg peréteg eaong 3 (SURPASS-1 £wg -5). Zuvolkd 6.330 acBeveig pe

AME > 27 kg/m? (4.249 toyaomomuévol e Ogpameio pe Tiplenation) copmepiAipnkoy oe avtéc Tig
perétec. Xt SURMOUNT-2, 1 Oepaneia pe Tiplemation katédelée KAMVIKA GUOVTIKY Kot ELUEVOVOOL
LEI®OT COUOTIKOD BAPOVS 6€ GUYKPIOT LE TO EIKOVIKO Qappoko. EmmAéoy, vynAdtepo 10600TO
acBevav TETuye anmAgla Bapovg > 5%, > 10%, > 15% kot > 20% pe v tiplenation o€ cOyKpLom pe
TO EIKOVIKO QAPLLOKO. AVOADGEIS VTTOOUAO®V 0cBevdVY Le Tayvsapkio 1§ vepPaiiov BApog oTig
peréteg SURPASS (mov avépyoviat 1o 86 % tov suvolkod SURPASS-1 éwg -5 nAnBucuod)
£oe1&av eppévovoa PEoT cmPATIKOD PAPOVG Kot VYNAOTEPO TOGOGTO AGHEVMV TOV EMTLYYAVEL
O0TOYOVG UEIMONG CMUATIKOD BAPOVG G GVYKPIGT UE TO EVEPYO LEGO GUYKPLONC/EKOVIKO (PAPLLOKO.

e oheg Tic peréteg SURMOUNT, ypnoyomomnke 1o id1o oynua tithomoinong g 666omg g
nplenationg omwg kot oto Tpoypappa SURPASS (Eskivaovtag pe 2,5 mg yuo 4 efdouddec,
akolovbovuevo amd avéncelc katd 2,5 mg kabe 4 efdouddeg Emg dtov emttevyel 1 66N TOL TOVG
glye amodobet).
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SURMOUNT-1

e pio OUTAG TUQAY], EAEYYOUEVT LE EIKOVIKO QApUaKo HEAETN 72 efdondadmv, 2.539 evilikeg acbeveig

e mayvoopkio (AMZ > 30 kg/m?) | vrepBdrirov Bapog (AMZ > 27 kg/m? émg < 30 kg/m?) ko

TOLAGYLGTOV Lo GLYVOST|POTNTA GYETILOUEVT e TO PBApog, TuyatomomOnkay g Tiplemation 5 mg,
10 mg 1 15 mg pia eopd v gfdopdda 1) oe eikovikd dppoko. Olot ot acbeveig EAafav cupfovin
Yol S TPOPN LEIOUEVDV BepuidmV Kol avENUEVT COUATIKT dpacTnPoTnTa Kb '0An TN JidpKeLo TNG
dokyne. Katd v éviaén, ot acBeveig eiyav péon niwcia ta 45 £, 1o 67,5% 1tav yovaikeg kot to
40,6 % 10V acbevov siye tpodiafnm. O pécoc AME kotd v évtobn frav 38 kg/m?.,

Mivaxkag 7. SURMOUNT-1: Anoteréopata Ty efoopnada 72

Tiplemation Tiplemation Tiplemation Ewkoviko
5 mg 10 mg 15 mg PapRrOKO
mITT 7tAn0vopnég (n) 630 636 630 643
YOROTIKO Papog
Kotd v évtaén ot perétn (kg) 102,9 105,9 105,5 104,8
Metaforn (%) and v £viaén oty -16,07 21,471 -22,51f 2.4
uerén
Awapopé (%) £vavTt Tov EIKOVIKOD -13,5" -18,9™ -20,1% -
eapudxkov [95 % CI] [-14,6, -12,5] [-20,0, -17,8] [-21,2,-19,0]
Metafoiq (kg) amd tnv évtaén ot -16,177 -2221f -23,6' 2,47
ueAén
Aopopd (kg) £vavTi TOL E1KOVIKOD -13,8% -19,8% -21,2% -
oapudkov [95 % CIJ [-15,0, -12,6] [-21,0, -18,6] [-22.,4, -20,0]
AocOgveic (%) mov emTLYYAVOVV PEI®OGT CONATIKOD Bdpovg
>5% 89,4™ 96,2" 96,3 27,9
>10% 73,44 85,9 90,1™ 13,5
>15% 50,2 73,6 78,2" 6,0
>20% 31,6 55,5 62,9 1,3
Ieprpépera péong (cm)
Kotd v évtaén ot perétn 113,2 114,9 114,4 114,0
Metofoln and T Eviaén 6T ueAén -14,6'" -19,47T -19,97f 3,477
A0QOpa. £VOVTL TOV EIKOVIKOD -11,2% -16,0™ -16,5™ -
QopuUaKov [-12,3,-10,0] [-17,2, -14,9] [-17,7,-15,4]
[95 % CI]

Tp < 0,001 évavtt tng viaéng otn perém.

**p < 0,001 évavtt TOL EIKOVIKOD QOpLAKOL, LE O10pOBmOT Y10 TOAAATAOTNTA.

#p < 0,001 &vavTi TOV EIKOVIKOD apuiKov, xmpic S10pOwon yio ToAlamAdTNTO.

26




MeraBoAn oto Zwpariké Bapog (%)
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Ewova 6. Méon petaffor] 6to copotiké Bapog (%) amxd tnv évraln otn perétn £oc v
epfoopdada 72

2 SURMOUNT-1, o1 ouykevipotikég 006¢€1g Tiplenationg S mg, 10 mg kot 15 mg odnynoav o€
oNUOVTIKTY BEATIOOT GE GUYKPLOT LE TO EIKOVIKO PAPLOKO GTI] GUGTOMKN OPTNPLOKT TLEGT TOV
aipatog (-8.1 mmHg évavtt -1.3 mmHg), ota tprylvkepidwa (-27.6 % évavtt -6.3 %), o non-HDL-C
(-11.3 % évavtt -1.8 %), ot HDL-C (7.9 % évavtt 0.3 %) ka1 otnv wveoviivny vnoteiog (-46.9 %
évavtt -9.7 %).

Metaéd tov acbevav ot SURMOUNT-1 pe tpodiafntn katd v évraén ot peiétn (N = 1.032),
70 95,3 % 10V acbevav mov ElaPav Bepaneio pe Tiplemation eraviABav oe guyAvkoapio Tnv
gfdoudoa 72, oe cuykpion e 10 61,9 % 1oV 0cbevadv otV oudda TOV EIKOVIKOD QOPUAKOD.

SURMOUNT-2

e pia Outhd ToEAN, EAEYYOUEVT LE EKOVIKO Pappako pedétn 72 efdouddwv, 938 eviiikeg acbeveic
ue mayvoopkio (AMZ > 30 kg/m?) Y| pe vaepBaiiov Bapoc (AMEI > 27 kg/m? éwg < 30 kg/m?) ko
S tomov 2, TuyotoromOnkay-oe tiplemation 10 mg ) 15 mg pia eopd v efdopndda | oe
gwovikod pdppako. Ot acBeveigmov cupmepiAnednikay ot dokiun giyav HbAlc 7-10 % ko
vroPAnOnkav oe Bepaneia eite pOVO pe SOTPOPT Kol ACKN O €ite e Evav N TEPLEGOTEPOVS Ul
OTOUATOG OVTI-VTEPYAVKAILIKOVG TTapdyoviec. Olot o1 acBeveig Eafav cupfovin yia Satpoen
pelOpEVaV Bepuidmv kot avEnuévn copatiki dpactnpidtnto Kad 'oAn ) didpketa g dokiung. Ot
acBeveic elyav péon nikia ta 54 £t kot to 51 % frav yovaikeg. O pécog AME katd tnv évtaén frav
36,1 kg/m?.
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ivaxkog 8. SURMOUNT-2: Aroteiéopata Tnv efoopdoa 72

Tplemation Tiplemation Ewoviko
10 mg 15 mg PapRrOKo
mITT 7An0vopég (n) 312 311 315
YOROTIKO Bapog
Kotd v évtaén o perétn (kg) 101,1 99,5 101,7
Metoforn (%) and v £viaén ot -13.47% -15,71f 3,37
uerén
A0popd (%) £VOVTL TOV EIKOVIKOD -10,1™ -12,4™ -
QopéKov [95 % CI] [-11,5,-8,8] | [-13,7,-11,0]
Metofory (kg) omd v éviaén ot -13,57F -15,6'" 32
ueAén
Aopopd (kg) £vavTt Tov E1IKOVIKOD -10,3% -12,4% -
QopéKov [95 % CI] [11,7,-8,8] | [-13,8,-11,0]
AocBeveic (%) oT0oVGg 0moioVg emMTEVYONKE pEi®on copaTIKoY fdpovg
>5% 81,6 86,4 30,5
>10% 63,4 69,6 8,7
>15% 414" 51,8" 2,6
>20% 23,0 34,0 1,0
Meprpépera péong (cm)
Kotd v évtaén ot perétm 114,3 114,6 116,1
Metofoln and T éviaén 6T ueAén -11,27F -13,81T 3,477
Aoopd EVOVTL TOV EIKOVIKOD -7,8" -10,4™ -
Qappckov [95 % CI] [92,-64] | [-11,8,-8,9]
HbA . (mmol/mol)
Kotd v évtaén ot peiétm 64,1 64,7 63,4
Metofoln) and T éviaén 6T peAén -23,47F -24 31T -1,8°
Aoopd EVOVTL TOV EIKOVIKOD -21,6™ -22,5™ -
Qappckov [95 % CI] [-23,5,-19,6] | [-24,4,-20.6]
HbA . (%)
Kotd v évtaén ot peiétm 8,0 8,1 8,0
Metofoln] and Ty Evialn 6T pedétn 22,177 =221 -0,2¢
Aoopd EVOVTL TOV EIKOVIKOD 2,0 2,17 -
eapudkov [95 % CI] [-2,2,-1,8] [-2,2,-1,9]
AocOgveic (%) oTovg omoiovg emtevyOnke HbAlc
<7 % 90,0" 90,7 29,3
<6,5% 84,1 86,7 15,5
<57% 502" 553" 2,8
FSG (mmol/L)
Kotd v évtaén ot peiétn 8,8 9,0 8,7
Metofoly and v Eviaén ot ueAétn 2,71 -2,97 -0,1
AwpopéL EVOVTL TOV ETKOVIKOD 2,6 2,7 -
QappGKov [95 % CI] [-2,9, -2,3] [-3,1, 2,4]
FSG (mg/dL)
Kotd v évtaén ot perétn 157,8 161,5 156,7
Merofoln and T éviaén ot peAétn -49,27F -51,71T 2.4
Aoopd EVOvTL TOL EIKOVIKOD -46,8" -49.3™ -
QappGkov [95 % CI] [-52,7, -40,9] | [-55.2,-43.3]

p< 0,05 évavti g évtaéng ot peré
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Tp < 0,001 évavtt Tng vraéng ot perém.
**p < 0,001 évavtt TOL EIKOVIKOD QOPLAKOL, LE O1OpO®mOT Y10 TOALATAOTNTA.
#p < 0,001 &vavti Tov £1KoVIKOD PopuiKoL, Ympig S10pOwon yio ToALUTAOTNTO.
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Ewova 7. Méon petafol] 610 copotiké apog (%) amxd v évraln otn peréty g Ty
gfoopada 72

2t SURMOUNT-2, o1 cuykevipotikéc d6celc Tiplemationg 10 mg kot 15 mg odnyncav ce
onuavtikn Pedtioon og cHYKPIoT LE TO EIKOVIKO QAPLOKO GTI) GUGTOAIKT| OPTNPLOKT THEST) TOV
aipartog (-7,2 mmHg évavtt -1,0 mmHg), ota tprylvkepida (-28,6 % évavtt -5,8 %), ot non-HDL-C
(-6,6 % évavt 2,3 %), ka1 ot HDL-C (8,2 % évavt 1,1 %).

SURMOUNT-3

e o perétn 84 eBdoudadmv, 806 evihikec acheveic ue moyvoapkio (AME > 30 kg/m?) 1 pe
vrepPairov Bapoc (AMI > 27 kg/m? éwg < 30 kg/m?) kot TovAdyioTov pia cuvvoonpdTnTo
oyeTilopevn e 1o Papog, etonAiBov og a mepiodo Eviovng mapsppocng otov Tpomo {ong SLapKeLOg
12 gfdouddmv amoteAovduevnc amd. dtaTpoen youniov Oepuidowv (1.200 — 1.500 kcal/muépa),
avENUEVN COUATIKY OPACTNPLOTITO KOl GUYVH GUUBOVAEVTIKY] GUUTEPIPOPAS. XTO TEAOG TNG
TPOKUTAPKTIKNG TEPLOSOL TV 12 gfdopddmv, 579 acbeveic mov mETvYOV HelMOT COUATIKOD BAPOLG
> 5,0 % ToyoomomOnkav og péyiotn avektn 66omn (MTD) tiplenationg twv 10 mg v 15 mg pia popd
TNV ePSOUAdN 1 O EIKOVIKO QAPHOKO, Yio 72 gfdopdades (dmAd TveAn don). Ot acbeveig
akolovBovsav daTpoPr| pelopEVeY Beppidv Kot avEnuévn copatikn dpactnplotnta kad' 6An
duapkela TG SIMAG TVEANG Pdong g uerémge. Katd v tuyatomoinon, ot acbeveic elyav uéon nikia
10,46 £t Kot 10 63 % NTav yovoikeg. O pécoc AME katd v Tuyotomoinon frav 35,9 kg/m?2.
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Mivakog 9. SURMOUNT-3: Aroteiéopata Tnv efoopdoa 72

Tplenarion Ewoviko
MTD PaproKo
mITT 7An0vopég (n) 287 292
YOROTIKO Bapog
Kotd v évtaén ot perém! (kg) 102,3 101,3
MetaBorn (%) amd v évtaén otn perén! 221,177 3,37t
Awpopd (%) £EvavTL TOV EIKOVIKOD QUPUAKOV -24,5" -
[95 % CI] [-26,1, -22,8]
Metofory (kg) omd v éviaén ot perén! -21,57F 3,57
Awopopd (kg) Evavtt Tov e1KOVIKOU QUPLLAKOD -25,0% -
[95 % CI] [-26,9, -23,2]
AocOgveic (%) 6T0VG 0T0i0VG EMITEVYONKE pEi®ON cOUATIKOD Bdpovg
>5% 94,4™ 10,7
>10% 88,07 4,8
>15% 73,9 2,1
>20% 54,9 1,0
AcOgveic (%) mov drotnpovv > 80 % Tov 98,6 37,8
CONATIKOV Papovg Tov ydOnke Katd TN drdpKeLo
NG TPOKATUPKTIKNG TEPLOOOV TV 12 gfdopnadmv
Ieprpépera péong (cm)
Kotd v évtaén ot perém! 109,2 109,6
Metoforn) and T éviotn otn pedétn! -16,8"" 1,1
Al0Qopd EVAVTL TOV EIKOVIKOD (PAPILEKOD -17,9" -
[95 % CI] [-19,5, -16,3]

"Tuyoomoinon (ERSouddo 0)
p < 0,001 évavtt g évraéng ot peréml.

“p < 0,001 &vovtt Tov E1KOVIKOD QappdKkov, pe S10pdwon Yo ToAamAdTN T
#p < 0,001 &vavti Tov E1KOVIKOD PapuaKOL, Ympic S10pOwon yio ToALUTAdTNTO.
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Ewova 8. Méon petafoi oto sopotiké Bapog (%) and v Efoopdda 12 émg tnv efdopdoa 72
SURMOUNT-4

e o perétn 88 eBdouddmv, 783 evihikeg acheveic ue moyvoapkio (AME > 30 kg/m?) A pe
vrepPairov Bapoc (AMEI > 27 kg/m? wg < 30 kg/m?) kot TovAdyioTov pia cuvvoonpdTnTo
oyeTICoOUEVT e TO PAPOS, evTdyOnKay G€ Lo avoLyToD GYEOAGIOV TPOKAUTAPKTIKY TEPI000
yoprynong tiplenationg ddpkelag 36 efOopadmy. Znv apyn TG TPOKATAPKTIKNG TEPLO0L, 01
evtaypévor acOeveic eiyav péco copatikod Bapog 107,0 kg kot péoo AME 38,3 kg/m?. Zto téhog TG
TPOKATUPKTIKNG TTEPLOO0V, 670 acbeveic mov méTvyav MTD tiplemationg d6ong 10 mg 1 15 mg
TuyotomomOnkay va cuveyicovv 1 Oepaneio pe tiplemation pio popd v efdoudda 1 va petafoidv
G€ EIKOVIKO QApLOKO Yo 52 efdoudodes (dSumhd TveAn don). Ot acBeveig Erafav cupfovin yio
STPoOT HEIOUEVOVY BepUId®V Kol AUENUEVT COUATIKT dpacTnPlOTNTO Kb 'OAN TN O1dpKELd TG
doxung. Katd v tuyaionoinon (efdopdada 36), o1 aobeveig siyav péon niwio ta 49 £ ko 1o 71 %
ntav yovaikes. To péco copatikd fapog katd tnv tuyaionoinon nrav 85,2 kg kot o pécog AMXE ftov
30,5 kg/m?.

Ot acBeveic mov cvvépieav T Bepaneio pe Tiplenation yio emmAéov 52 efdoudoes (€mg 88 efdopadeg
GUVOAIKE) SLOTPNCOY KOl TOPOVGIOCOV TEPUITEPD ATMAELN fAPOVG LETA TNV apyIKn Leimor Bépovg
OV eMTEVLYONKE KUTE TNV TPOKAUTAPKTIKY TEPI0d0 ddpketac 36 efoonddwv. H peimon copoticod
Bépovg frov avdtepn Kot KAVIKE GTLLOVTIKY] GE€ CUYKPLOT| LE TNV OUAS0 TOL EIKOVIKOD QOpUAKOL,
GTNV OTOL0- TOPATNPNONKE OTLAVTIKY 0VAKTIOT] TOV GOUATIKOD BApovg Ttov ¥donke katd T didpKelo
NG TPOoKATAPKTIKNG TEPLOdov (PA. [Tivaka 10 kot Ewcova 9). [Map' 6ha ovtd, TO TopatnpodUevo HEGO
ocOUOTIKO PApog yia Tovg acbeveig mov EAaPov EIKOVIKO PAPLOKO TOV XOUUNAOTEPO TNV gfdoudado 88
o€ GUYKPIOT UE TNV 0pYN TS TPOKATAPKTIKNG TEPLOdoL (BA. Eikova 9).
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Mivakog 10. SURMOUNT-4: Anoteréopato Ty foopdasa 88

Tiplemation Ewkoviké
MTD QOPLUKO
mITT 7inBvopdg (n) acOeveic pévo v Epoopdda 36 335 335
Yopotiko fapog
Bapog (kg) tnv EBoopada 0 (évtaén otn pekétn) 106,7 107,8
Bapog (kg) tnv EBdopada 36 (tuyaiomoinomn) 84,5 85,9
Metofory (%) and v EBSopdda 36 v -6,71 14,87
EBooudda 88
Awpopd (%) Evavtt TOL EIKOVIKOD QOPLAKOL TNV 21,4 -
EBdoudda 8895 % CI] [-22,9, -20,0]
Metofolry (kg) omd v ERSopdda 36 tmv 5,71 11,97
EBooudda 88
Awopopd (kg) Evavtt Tov e1KOVIKOU QUPLLAKOL TV -17,6% -
EBdondda 88 [95 % CI] [-18.,8, -16,4]

AocOgveic (%) oT0oVGg 0T0i0VG EMITEVYONKE pei®mon copaTIKoV Bdpovg and Tnv Efdopada 0

{w¢ v Epoopada 88
>5% 98,5" 69,0
> 10 % 94,0 44 4
>15% 87,1 24,0
>20% 72,6 11,6

Ac0zveic (%) mov datnpovv > 80 % Tov COPATIKOD 93,4™ 13,5

Papovg mov yaONKe KaTd TN SLdPKELX TG

TPOKATUPKTIKNG TEPLOOOV 36 €fdopnadmv TNV

Epdopaoon 88

Meprpépera péong (cm)
‘Evtaén ot perémn (EBdoudda 0) 114,9 115,6
Tuyatomoinon (EBdoudda 36) 96,7 98,2
Metoafoln and Tqv Tuyoronoinon (ERdoudda 36) 4,61 8,31
A0Qopd EVOVTL TOV EIKOVIKOD QAPHEKOD -12,9* -

[95 % CI]

[-14,1,-11,7]

Tp < 0,001 évavtt Tng viaéng ot perém.

**p < 0,001 évavtt TOL EIKOVIKOD QOPLAKOL, LE O1OpO®OT Y10 TOALATAOTNTA.
#p < 0,001 &vavti TOV EIKOVIKOD POPUAKOL, Y®pic S10pOwon yio ToALUTAdTNTO.
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Ewova 9. Méon petafoin oto sopotiké Bapog (%) and tnv évialn otn perétn (Epoopdda 0)
£mg TV efoopdoa 88

Kivovvog eravixtnons owuatixod fapovg oto > 95 % tov fapoug katd v évialn oty uelén
(Efidouada 0) v gfdoucoa 88

H avaivon tov ypdvov ém¢ 1o cupPav vedeiEe ot 1 cuveylopevn Beponeia pe Tiplemation Katd
duapkela NG SITAG TVEANG TEPLOOOV LEIMCE TOV KIVOLUVO ETIGTPOPNC GE TOGOGTO LEYUAVTEPO TOV

95 % 1oV copaTKov Bdpovg wov mapatnpHonke v ERdopdada 0, yio 66ovg eiyav 10n ydoet
ocOUATIKO BAPOg 68 TOGOGTO TOVAGYIGTOV 5 Y% amd v efdopdda 0 Katd mepinov 99 % oe chykpion
LE TO eKoviKO papuako (avaroyio kvdvvov, 0,013 [95 % CI, 0,004 éwc 0,046], p < 0,001).

Eridpoon oty ocwuotikn cvvlson

Metaforéc ot copatikn cuvleon a&loroynoniay o pia vropeétn otn SURMOUNT-1 pe )
ypRon ¢ pebddov durhng evepyelaxnig amoppdenong axtivov X (DEXA). Ta aroteAéopato g
ékBeomng DEXA éde1&av 60tin Bepanceio pe tiplemation cvuvodevdtay amd peyoivtepn peimon ot pélo
Almovg amd 6tTL oty amayn, Lalo cOUATOG 0dNYDOVTUS 6 fEATimoN TG cMUATIKNG cvuvOeoNC GE
GUYKPLON UE TO EIKOVIKO Qappako Letd amd 72 efdouddec. Emmpocheta, avti 1 peimon ot
ouvolkn pala Amovg cuvodevotay and peimon 61o omhayvikd Amog. To amoteAéooTa avTd
VTOSEIKVOOVV OTL TO UEYOAVTEPO HEPOC TNG GUVOAKNG AMAELNG COUATIKOD BApovg amoddbnke e
HEI®O™ TOL MIdO0LE 16TOV, GUUTEPIAAUPBOVOUEVOL TOL GTTANYVIKOD AITOVG,.

Beltiwon oty ocwuatikn Asitovpyixotno.

AcBeveig ue mayvoapkio 1 vepfaiiov Bapog ywpig drafrtn mov Erafav Tiplemation mapovsiacay
UIKPEC PEATIOOELG 6T GYETILOUEVT e TNV VYEla Totd T C®NG, CLUTEPIAUUPOVOLEVG TNG
COUOTIKNG AeTovpykoTNTaG. O1 fEATIOGEIC NTOV OMUOVTIKOTEPEG GTOVS 0o0EVEIG OV Ehafay
Oepancio pe Tiplenation o oyéon e ekeivoug mov Eafay sikovikd eappako. H oyetilopevn pe v
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vyeia TototnTa LN a&loloyndnKe YPNCILOTOIOVTAS TO YEVIKO £pOTNLATOAOYI0 Short Form-36v2
Health Survey Acute, Version (SF-36v2).

Amogpoxtiky DIVIKI] GTVOILO,

H amoteleopoticdtnta Kol acsdreto g Tiplemationg yia 1 Oepameio g pnétprag £mg cofapng
(AHI > 15) amo@paxtikng vavikng anvolog (AYA), oe cuvovacud pe SloTpon| Kot GoKNGoT, O
aoBeveic pe mayvoapkio agloAoynOnKoy og 000 TUYALOTOMUEVES, SUTAG TVPALC, EAEYYOLEVEC e
eKoviko dppoko peréteg done 3 (SURMOUNT-OSA Melét 1 kor Merétn 2). Zvuvolkd

469 evilikeg acbeveig pe pétpla éoc cofopn AYA kot mayvoopkia (234 tuyatomompévol og Bepamneia
pe tiplenation) copmeptnedniay og avtég Tig pekétec. Ot acBeveig pe XAT2 anokieiotnkoy. X
Melém 1 evtayOnroav acbeveic mov dev giyav v ikavotta 1} T OEANGT VO XPNGLULOTOIGOVY
Oepancio Oetikng [lieong Agpayoymv (PAP). Xmn Mekét 2 evidyOnkav acBeveic o Oepaneio PAP.
H Mehétn 2 dev emTpénel KovEVO GUUTEPAGIO CYETIKA LE £va SLVNTIKA TPOSHETO OPELOG TNG
Tiplemartiong emmpoceta otn Oepaneio PAP, dedouévov ot n ypnon PAP dwakdnnke 7 nuépegc mpv
oo TN UETPNOT TOV KATUANKTIKOO onueiov. Olot o1 acOeveig Erafav Oepameia e T HEYIOTN AVEKTA
d0orm (MTD, 10 mg 1 15 mg) tiplenationg 1 KOVIKO QAPHOKO, [ popd TNV gfdondada yio

52 gPdopadec.

Kot o115 600 perétec, n Bepancio pe tiplemation Katédele OTATIOTIKG GMLOVTIKY] KO KAVIKA
0VCLOGTIKY| Helmon Tov delktn dmvorac-vronvolas (AHI) o cUykpion Le 10 g1KOVIKO QAPLLAKO
(BA. Mivaxa 11). Meta&d tov acbevav mov Edafoav Oepameio pe Tiplenation, peyoldTepo 10606TO
acBevav métuye tovddytotov 50 % peiwon tov AHI o€ cUykpion e To EKOVIKO PAPLLOKO.

SURMQOUNT-0OS8A4, Melétn 1 kou Merétny 2

e 600 Al TVPAEG, EAEYYOLEVEG E EIKOVIKO QAPUOKO HEAETES d1apKeLng 52 efdopddmV,

469 eviikeg acbeveig pe pétpla €oc coPfapn AYA kot mayvoopkia, Toyatonomdnkoay ce MTD
Tiplenationg twv 10 mg 1 15 mg pia eopd v efdopdda 1 6e E1KOVIKO Pappako Lo popd TV
ePdoudoa. Xtn Melém 1 ol acBeveig giyav péon nhwia ta 48 £, to 33 % Nrav yvvaikeg, to 35 %
elye pétpra AYA, 10 63 % &ixe coPapn AY A, to 65 % eiyxe mpodiafrntn, to 76 % giye viéptaon, T0
10 % &lye kopdrokéc dratapayés kol to 81 % gixe sSvohmdapio. O acbeveig eiyav péon Kiipoka
YrvnAiog Epworth (ESS) 10,5.

> Mekét 2 ot acbeveig eiyov péon nicio ta 52 £, to 28 % Nrav yvvaikeg, to 31 % eiye pétpua
AYA, 10 68 % &iye coPapn AYA, 10 57 % &ixe mpodwufnn, to 77 % giye vréptoon, o 11 % eixe
KapdloKkeg dratapayés kot to 84 % giye dvchumdapio. Ot acbeveic eiyov péso ESS 10,0.
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Mivakag 11. SURMOUNT-0OSA, Megiétn 1 kon Merétn 2: Amoteréopato Ty foopnada 52

AYA Mgrhétq 1 AYA Meghétn 2
Tiplemation Ewoviké | Tiplemation Ewkoviko
MTD QOPLUKO MTD QOPLUKO
mITT ainfvepdg (n) 114 120 119 114
AHI (coppapote/opa)
Mécog 6pog Katd v Evtaén 54,3 50,9 45,8 53,1
OTN HEAETN
Metafolq and TV évioén 27,47 -4,8% -30,47F -6,0°
oTN UEAETN
AlQOpE £VOVTL TOV EIKOVIKOD -22,5™ - 244" -
(p(xpuéucou [95 % CI] [-28,7, -16,4] [-30,3, -18,6]
% Mertofoiq oto AHI
% Metafoln and TV £viaén -55,07f -5,0 -62,8"" -6,4
OTN HEAETN
% A10Qopd EvavTL TOV -49,9" - -56,4" -
EIKOVIKOD QOpUAKOV [-62,8, -37,0] [-70,7, -42,2]
[95 % CI]
AoBeveic (%) mov métoyav peimon oto AHI
>50% 62,3 19,2 74,3 22,9
% A10Qopd EVavTL TOL 43,6%* - 50,8" -
EIKOVIKOD QapUaKov [31,1, 56,2] [38,6, 62,9]
[95 % CI]
E101k6 Yo v vavikn anvora vroéiké optio (%o min/h) ©
TeopeTpikdc pésog 6pog 156,6 148.2 129,9 139,1
KaTd TNV £vtaln ot HeAé
Metaforn and TV éviaén -103,17F 21,1 -103,07 -40,7°
oTN UEAETN
AwpopéL EVOVTL TOV EIKOVIKOD -82,0" - -62,4" -
eappaxov [95 % CI] [-107,0, -57,1] [-87,1,-37,6]
Yopotiko Bapog (kg)
Mécog 6pog Katd v Evtaén 117,0 112,7 115,8 115,0
OTY HEAET
% Metafoln and TV £viaén -18,17F -1,3 -20,177 2,31
oTN UEAETN
% A1Qopd EvavTt TOv -16,8™ - -17,8" -
EIKOVIKOD QOpUEKOL [-18,8, -14,7] [-19,9, -15,7]
[95 % CI]
Tvotolkn Aptnproxn Iicon Tov aiparoc (mmHg) ?
Mécog 6pog Katd v Evtaln 128,2 130,3 130,7 130,5
OTN HLEAETN
Metafoln and Ty évioén 9,61 -1,7 7,6 3,31
oTN UEAETY
Apopé EVOVTL TOV EIKOVIKOD -7,9* - -4,3" -
papuaxov [95 % CI] [-11,0, -4,9] [-7,3,-1,2]
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hsCRP (mg/L) *
leopeTpikdc pécog 6pog 3,6 3,8 3,0 2,7
KaTd TNV £vtaén ot HeAé
Metaforn and TV éviaén -1,6' -0,87 -1,47 -0,3
oTN UEAETT
Aoopd EVOVTL TOL EIKOVIKOD -0,8" - -1,17 -
papudrov [95 % CI] [-1,4,-0,3] [-1,7,-0,5]

Tp <0,05, T < 0,001 évovtt Tng évtaéng otn peré.

"p <0,05, "p < 0,001 &vavtt Tov E1KOVIKOD QapuaKov, pe S10pOwon Yo TOAAUTAITNTAL.

* AvaAvon pe ™ ypnomn 0e00UEVOV LETUGYNIOTIGHOD 0PYEIOV KOTOYPOPTS.

P H aptnproxr micon aoloynOnke tnv ERdopdda 48 eneidn n andcvpon g PAP v EBSopdda 52
UTOPEL VoL TPOKOAESEL GUYYVOT] TNV EKTIUNGT TNG OPTNPLOKNG THECTG.

Kapdioyysioxn extiunon

O Kkopdiayyelarog Kivovvog a&toloyndnke HEG® Log PETA-avVAAVOTG 0c0evmV e TOVANYIGTOV Eva
kp1Oév emPePorwpévo peilov avemBounrto koapdayyelakod eneicddoo (MACE). To chvBeto
KatoAnkTiko onpeio MACE-4 neptddpfove Tov BAvoto Kapdloyyelokng aitioloyiag, To un
Bovatneopo Epppaypa Tov pLoKapdiov, To Un BavatnEOpo aAyyEIaKO EYKEPAAKO ETEIGOOI0 1) TN
voonieia yio actadn otnOayym.

e o TPOTOPYIKT UETO-0VAAVOT) TOV EYKPLTIKOV PEAETOV @dong 2 kot 3 o€ acbeveig e dtofritn
TOmov 2, cuvoAikd 116 acBeveic (Tiplemation: 60 [n =4.410]" 6A01 01 GUYKPITIKOL TOPAYOVTEG:

56 [n =2.169]) epepdvicav tovidyiotov éva kpév emPepfarouévo MACE-4: To anoteAéopota
katéoer&av o0t Tplenarion dev oyetioTnKe pe VIEPPOIKO KIVOVLVO EUPAVIOTC KOPIAYYEIOKDYV
EMEIC00IMV £VOVTL T®V GLUYKPITIK®V Tapaydvtov cvykevipotikd (HR: 0,81 CI: 0,52 éwg 1,26).

Mo emimpdcebetn avdivon mpaypotonomOnke edwkd yuo ) pehétn SURPASS-4, oty omoia
evthyOnkav acbeveic e edpoiopévn kapdayyelakn voco. Zuvorika 109 acbeveig

(tiplemation: 47 [n = 995] woovrivn glargine: 62 [n = 1.000]) eppdvicav tovAdyiotov Eva KplBév
emPepaiopuévo MACE-4: Ta amoteréopata katédel&ov 0Tt 1) Tiplemotion dev GYETIOTNKE LE
VIEPPOAIKO KivOLVO EUPAVIOTG KOPOLOYYELOKDY EMEIGOSIMY GE GUYKPLOT| LE TNV WVGOLAIVY glargine
(HR: 0,74° CI: 0,51 éwg 1,08).

Xe 3 eleyyOueveg e eIKoviKO Aapurako ueAEteg eaong 3 yia tn dwyeipton Papovg (SURMOUNT 1-
3), cLVOAIKA 27 CUUUETEXOVTES ELPAVICAV TOVAGYIoTOV éva kplBév emPePfardpevo MACE
(tplemation: 17 (n = 2.806), ewovikd pdppoxo: 10 (n = 1.250)). To 1060016 £KINADONS NTOV
TOPOUOI0 OVAUEGO GTO EIKOVIKO QAPLOKO Kot TNV TIplemoTion.

Aptnproxn wicon

2116 ELeYOUEVES LLE EIKOVIKO GAPLLOKO UEAETEG Phong 3 og acBeveic pe LAT2, n Oeponeio pe
Tiplemation eiye o¢ amotélecua HESN UEIMOT] TNG GVGTOAIKNG Kol S10GTOAKNG QPTNPLOKNG TIECTG
Kkatd 6 éog 9 mmHg kot xatd 3 éog 4 mmHg, avtictoyya. [Hapatnpndnke péon peiwon 10660 G
GLGTOAIKNC OGO KOl TNE SLOOTOAKNG apTNPLokng Tieong katd 2 mmHg, otovg acbeveig mov Aaupavoy
EIKOVIKO QAPLLOKO.

e 3 eleyydpeveg pe eiovikd eappako peréteg eaong 3 yia tn dwyeipion Papovg (SURMOUNT 1-
3), n Oepameia pe Tiplemation eiye o¢ amotéAecua HECN LEIMOT] TIG GUVCTOAIKNG Kol O1GTOMKNG
aptnprokns tieons katd 7 mmHg ko katd 4 mmHg, avtictoya. [lapatnpnbnke péon peioon o
GUGTOAIKT KOl SIAGTOALKT apTnplok mieon katd < 1 mmHg ot kobepio o€ acbeveig mov Ehafav
EIKOVIKO QAPLLOKO.

g 000 eleyyOUEVES e EIKOVIKO QappoKo perétes @dong 3 yio tnv AY A [l GUYKEVIPOTIKTY AVOAVOT|
acQarelas, n Bepaneia pe Tiplenation odnynoe oe péon Lelwon TG GUGTOAIKNG Kot OLUGTOAMKNG
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apPTNPLOKNG Teong Tov aipotog kotd 9,0 mmHg kat 3,8 mmHg, avtictotya, tnv ERdoudda 52.
Ymipye péon Helmon TS GLCTOMKNG KOl SIUCTOAMKNG OPTNPLUKNG TECTC TOV QULLOTOG KOTA
2,5 mmHg ko1 1,0 mmHg, avtictoya, oe acBeveig mov Ehafav eikovikd pdppoko v Edoudda 52.

Allec TANPOQOPIES

T Avko(n vinotsioc opod

e O)heg Tic dokiuég SURPASS-1 €wg -5, 1 Beponeia pe Tiplemation elye o¢ OMOTEAECA GNULOVTIKES
pewwoelg g FSG and v évtaén ot perétn (ot petoforéc amo v Eviaén otn HEAETN £mG TO KVUPLO
KaToANKTiKo onueio nrTav -2,4 mmol/L éwg - 3,8 mmol/L). Znuavtikéc peiwoelg g FSG og oyéon pe
™V évtaén otn UeAéTn umopovoay va mopatnpnovv 1om otig 2 efdopddec. Iepartépm Perticoon g
FSG napatnpnidnke g t1g 42 £foopddeg, 1 omoia dtotnphonke £mg kot Tn HEYIOTN d1apKELD LEAETNG,
T1g 104 eBdopdoeg.

Metoysvuozixn yAvkoln

e O)heg tic dokiuég SURPASS-1 €wg -5, 1 Bepamneia pe Tiplemotion siye wg amotéAesor onUavTIKEG
LELMGELS TNG LECTG LETAYEVLOTIKNG YAVKOLNG 0T1g 2 dpeg (Léon TIun TV 3 KOPLOV YELUAT®V TNG
Nuépacg) oe oxéon pe v Evraén ot peAétn (o1 HETaforEC amd TV Eviaén ot HEAETN £mG TO KOPLO
TeEAKO onueio nrav -3,35 mmol/L éwg -4,85 mmol/L).

Tprylvkepidio,

e Oheg tic dokiuég SURPASS-1 ém¢ -5, n tiplenation 5 mg, 10 mg ko 15 mg elye o¢ anmotéiecua
peimon TV tprylvkepidiov opov katd 15-19 %, 18-27 % kot 21-25 %, avtictotya.

2 dokiun 40 efdopddwv Evavtt g oepayiovtiong 1 mg, n tipleration S mg, 10 mg kot 15 mg eiye
¢ amOTEAEG O Peimon TV EMTESV TPLYALKEPLSiV opov katd 19 %, 24 % ko 25 %, avtictotya, o€
ovykpion pe peimon katd 12 % pe tn oepayiovtion 1 mg.

2NV eAeyYOUEVT LE EIKOVIKO AapuaKo HEAETN @dong 3, didpketog 72 efdouddmv, o acbeveic e
mayvoopkio 1 vaepPaiiov Bapog yopic XAT2 (SURMOUNT-1), n Oepamneio pe Tiplenation S mg,

10 mg ko 15 mg &iye og anotéAespo ) peiwon Tov emmédwv TpLyAvkepidimv opov katd 24 %, 27 %
ko 31 %, avtictouya, og cOykpion pe ™ peiwon Katd 6 % [e ioviKe QApLLOKO.

2V eheyyOUEVT] LE EIKOVIKO AapuraKo PEAETN pdong 3, didpketog 72 efdouddmv, oe acbeveig pe
nayvooapkio | vaepPariiov Bapog pe TAT2 (SURMOUNT-2), 1 Oepaneia pe tiplemation 10 mg kot
15 mg eiye o¢ amotélecpa ™ peimon katd 27 % kot 31 % 1oV emmédnv TpLyALVKepIdimvV 6ToV 0p0,
avtiotorya, 6€ cOYKplon He TN Helwon kaTd 6 % Le TO EIKOVIKO QAPLLOKO.

Iooooto ao0svay otovg omoiovg emirvyyavetalr HbAlc < 5,7 % ywpic klivika onuovtikn vroylvkaiuio

2116 4 pedéteg omov 1 Tiplemation dev cuvovactnke pe facikn weovAivn (SURPASS-1 éwg -4), 1o
93,6 % ¢m¢ 100 % tov acbevdv oTovg onoiovg emttevyOnke svyAvkapio pe HbAle < 5,7 %

(< 39 mmol/mol), oty enickeyn ToL KOPLOL KATAANKTIKOV orueiov pe T Bepomeia Tiplemationg,
avtod €yve yopig KAMvikd onpavtikn vroyAvkapio. Xt Meiétn SURPASS-S5, oto 85,9 % t0v
acBevav Tov Adppavay Bepaneio pe Tiplenation otovg omoiovg emrevydnke HbAlc < 5,7 %

(< 39 mmol/mol), avto £yive yopic KAVIKG GNUOVTIKT DTOYAVKOLL.

EwwoitAnbvcuoi

H aroteleopatikomta g Tiplenationg ot Bepaneio Tov ZAT2 dev ennpedotnke omd TNV NAKio, To
@V, TN PUAN, TNV €BVIKOTNTA, TN YEOYPOQIKN TEPLOYN 1 0O TNV apyikn Ty AMZ, v HbAlc,
d1dpKelo TOv dafNTn KoL TO EMIMEDO VEPPIKNG SVCAEITOVPYIOG.
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H anoteleopaticotnta g Tiplemationg ot dwuyeipion Pdpovg dev emnpedotnie amd Ty nikia, To
@O0, TN PUAN, TNV €6VIKOTNTA, TN YEOYPOPIKN TEPLOYN, TNV apyIKn TIUR AME kot tnv mapovcio 1
amovcio TpodiafnTn.

H anoteleopaticotta g Tiplemationg ot Bepaneio e pétprog £mg coPapns AY A oe acBeveic e
Tayvoopkio dgv exnpedotnie and TV NAkia, To VA0, TNV eBvikoTNnTO, TNV OPYIKN T AME 1) )

Bapunta g AY A katd v évtaén ot pHeAéT.

Toudiozpixoc tinBvouoc

O Evponaikdg Opyoviopoc Oapudkmy Exel dmoel ovooAn amd TNV LTOYPEWGCT VIOPOANG TV
OTOTEAECUATOV TV HELET®V e TO Mounjaro 6€ pia 1 TEPIGCOTEPEG VITOKATIYOPIES TOV TALOLALTPLKOD
TAnBvucpov yo ™ Bepameia Tov cokyapDdovg drafrtn THmov 2 Kot T dayeipion Papovg (BAéne
Topaypaeo 4.2 yio TANPOPOpiEG OYETIKE LLE TNV TUOLOTPIKY XP1oN).

52 ®@appoxoxivTikEG 1016TNTES

H tplenation amoteAeitar amo 39 apvoléa kot €yl Tpoodedepuévo va tunquo C20 Amapod d10EEmc,
70 01010 KaB1oTd SuvaTh TNV TPOGIEST] TN AEVKOUOTIVI KOl TapaTEIVEL TOV Ypdvo Nuicelag (wng.

Amoppoonon
H péyiot ovykévrpmon g Tiplenotidng emruyydvetal 8 Emg 72 mpeg UETA TN YopnyNnon g d6omng.
H éxBeom oe otabepn katdotaon emrvuyydvetor petd omd 4 gfdopddec yoprynong pio eopd tnv

gfoopdda. H ékBeom oty tiplemation avEdvetal pe tpomo avadloyo g d00MG.

[Mopopoa éxbeon emtedybnke pe vTodOPIA YopHYNoN TG Tiplemationg otV Kotkia, Tov unpod 1 Tov
ave Bpayiovo.

H amolvt Brodiabecipotnto T vwoddpiag tiplenationg ntav 80 %.

Koatavoun

O p€oog QuIVOUEVIKOC OYKOC KATOVOUNG TG TIplemationg oe otafepn KaTAoTaoN LETA Omd VITOJOPLOL
yopnynon o€ acBeveig pe dtapntn tomov 2 rav mepimov 10,3 L kot 9,7 L g acBeveig ne moyvoapkio.

H tplenation mpocdévetar o peydio Pabud o Aevkopativn mAdacpatog (99 %).

Buougtooynuatiopnde

H tiplemation petaforiletor LEG® TPOTEOADTIKNG O1AGTUCTC TOV TENTIOKOD GKEAETOV, B-0Eeidmaong
Tov C20 Mmapod d1o&Emc kot vOpOAIVoNG apdimY.

Amofoin

H pawvopevikn péon kdBapon g tiplenationg otov mAnbocuod sivon mepinov 0,06 L/h, pe ypovo
nuicelog {ong amofoing mepimov 5 nuépeg, KaIGTOVTOG SLVATY TN YOPNYNON UL POPE TNV
gfooudda.

H tplenation amofdiieton pécm tov petafoiopod. Ot kdpleg 080l anEKKPIoNG TOV HETOPOATAOV TNG

Tiplemationg eivar pécm TV 00pOV Kol TV KoTpavav. Agv Tapatnpsitol aBuctn tiplenation ota
obvpa 1 To, KOTPOVOL.
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Edwoil mAnbvopuol

Hlikio, Ao, pvin, eOvikotnta, ocwuotiko fopoc

H nAikia, To g0Lo, 1 @LAN, 1 €BviKdTTO 1) TO OUATIKO BAPOC OV £X0VV KAVIKE GTLLOVTIKY| ETIOpAOT
ot eappakokvntikn (PK) e tiplenatione. Me Baon @K avaivon tAnbucuov, n £ékbeon g
Tiplemationg oavéaveral pe ™ peimon Tov copatikov Pdpovs. Q61dc0, 1) EXIOPAGCT) TOV COUATIKOD
Bépovg otn @K ¢ Tiplenationg dev @aivetotl va eivor KAVIKG GYETIKY.

Neppixn dvolsirovpyia

H veppikn dvsiettovpyia dev €xetl avtiktuono ot OK g Tiplenationg. H ®K g tiplenationg petd
amo po epamas 06om TV S mg a&lodoynOnke o acOeveig e dLPOPETIKOVG BOOLOVS VEPPIKNG
dvodettovpyiag (Mo, pétpia, copfapn, TEXNA) oe ouykpion pe 0oOEVEIG [LE PUGIOAOYIKT VEPPIKT|
Aettovpyia Ko dgv TopaTnpNONKoy KAMVIKGE ONUAVTIKEG Stopopés. Avtd katadeiyOnke emiong yio
acBeveic 1060 pe cakyapmon dtafrtn TOHmov 2 660 Kal e VEQPIKN ducAettovpyia pe Bacn ta
dedopéva amod TIg KMVIKEG LEAETEG,.

Hromikn dvalcitovpyio,

H nrotwn dveiertovpyia dev Exet avrtiktvmo ot K g 1iplenationg. H OK g tiplemationg petd
omd po epdma 66omn Tov S mg a&loloyndnke o acbeveig pe dlapopeTikods Pabovg NTATIKNG
dvodettovpyiag (M, pHETPLa, coPapn) o€ cOYKPIon e acOeVEIS e PUOIOAOYIKN NTOTIKY AgtToVpYin
Kot 0gv TopaTnPNONKaV KAIVIKG OTLOVTIKEG O1OPOPES.

Houdozpixoc mAnBooudc

H tplenation dev &xel pedetndel o madiatpucong acheveic.
5.3 TIIpoxlvikd doedopéva Y10 TNV d6@IrELd

Ta pun KAviKd dedopéva OgV amoKaAVTTOVY 1010iTEPO Kivouvo Y10, Tov AvBpwmo e Baon Tig
SUUPBUTIKEG LEAETEC PUPUOKOAOYIKNG OCQAAELOG ) TOEIKOTNTAG EMOVAAAUPAVOLEVOV dOGEDV 1)
YOVOTOEIKOTNTOG.

Mio pelét KapKivoydvou ernidpaong 2 eTdv mpayuatomoinke pe Ty tiplenation o apoevIKovg Kot
Bnivkovg apovpaiovg oe docelg twv 0,15, 0,50 ko 1,5 mg/kg (0,12, 0,36 ko 1,02 popég 1 péyiot
cuviotdpevn 0o otov avBpmmo (MRHD) pe faon v AUC), ot omoieg yopnyovuvioy HEC®H
V70d0pLOg Eveonc dvo eopéc v efdoudda. H tiplemotion mpokdlece o avénon T@v 0YK®V Tov

C- xuttdp@v 10V Bupe0Ed0VE (AOEVMOUATA Kol KOPKIVAOLOTH) G OAEG TIG OOCELG GE CUYKPIOT LE TIG
Oepaneiec eEléyyov. H cuvapelo ontdv Tov E0pMudToV yio Tov avipwro eivat dyvootn.

e pio peAé KapKivoydvov exidpacnc 6 unvav oe diayovidlakong movtikovg rasH2, n tiplemation oe
dooeig 1, 3 ko 10 mg/kg, yopnyovpeveg HEG® VTTOJOPLAG EVESTG dVO PopEG TNV efdopdda, dev
TPOKAAEGE QENUEVEG EMTTAOGELS VITEPTTAAGTaG C-kuTThp®V TOV BLPe0Ed0E N veoTAaciag o€
omoladnmote 6O0T).

Meléteg oe (Do pe TNV Tiplemation dev védeiEay aueceg emiPraPels emdpacelg o oyéon He
YOVILOTNTOL.

Xe peréreg avamapaywyng oe {da, 1 Tiplenatidn TPoKIAEsE PEIDOELS TG EUPPVIKNG OVATTVENG Kot
euPpuikég avopoiricsc og ekbéoeic yauniotepeg and ™ MRHD pe Baon v AUC. AvEnuévn
EMINTOON EEMTEPIKADV, CTANYYVIKDY KOl GKEAETIKMY OVCUOPPIDV KOl CTAAYYVIKOV KOl CKEAETIKOV
AVATTLEK®V TAPOAAX YDV Tapatnprdnke oe apovpaiovs. Meidoelg g epufpuikng avamtuéng
mapoTnphOnkay oe apovpaiovg kot kovvérla. OLeG o1 EMBPACELS GTNV AVATTLEN ONUEDONKAV GE
To&1KéG 0OGELG YO TN UNTEPOL.
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6. OAPMAKEYTIKEX TIAHPO®OPIEX
6.1 Katdroyog ekdoymv

IIpoyeuiouévn cvokevn TOTOL TEVOC Uiag ddoNC, PLOAIdI0 tiog dO6NG

Awdtplo pmoeopikd 6Ewvo entaiidpkd (E339)
Natpro yrwprodyo

ITokvo vdpoyrmpikd o0& (Yo pvben tov pH)
Natpiov vOpo&eidto (Yo pvBuon tov pH)
"Yowp yio evéoipa

IIpoyeuouévn ovokevn torov wévoc (KwikPen), molomidv ddcew@v

Awatplo pmcpopikd 6&vo entatidpiko (E339)
Bevlohkn aikooin (E1519)

T'lokepoin

Dovorn

Natpro yroprodyo

[Tokvo vépoyrmptkd o0& (Yo pHOuen tov pH)
Natpiov vépoeidio (Yo pvOon tov pH)
"Yomp yio evéoipa

6.2 Aocvppoarétnreg

EAetyel peketdv oyetikd pe T cuuPatdtnra, To Topov QAPUOKEVLTIKO TPOIOV OV TPEMEL VA
OVOUELYVOETOL UE OAAO QUPUOKEVTIKG TPOTOVTAL.

6.3 Awapkera o

IIpoyeuouévn cvokevn TOHTOL TEVOC Uiag dOoNC, PLOAId0 Lo OGNS

Lpwv oo ™ ypron
2 xpovia

To Mounjaro pmopei va dtatnpn0el ektog yoyeiov Yo €mg kot 21 nuépeg abpoiotikd o Bepuokpacio
younAotepn v 30° C Kot 6T GLUVEXELR 1] TTPOYELLGLEVT] GUGKELT] TOTTOV TTEVAG 1 TO PLOAISI0 TPEmEL

va amopplebet.

IIpoyeuopévn osvokevn torov wévoc (KwikPen), molomidv d0GEwmv

Tpwv amo ) yprion
2 xpovia

Mezd, v mpaTn yption

30 nuépeg. Duidioocete eKTOC Yuyeiov og Beppokpacio dmpoatiov youniotepn tov 30° C. H
npoyeopéviy KwikPen mtpénetl va amoppipOei 30 nuépeg uetd tnv mpmtn ypnon.

6.4 Iowitepeg mpo@urdéers katd T @OLaEN TOV TPOIOVTOG

dvidcoete og yoyeio (2 °C — 8 °C).

Mnv katoyoyete.
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IIpoysuiouévn cuokevn TOTOL TEVOC Liag 00oNS, OLaAId0 tiog ddong

DdvAdcoete 6NV APYIKN CLOKEVAGIN, Y10 VO TPOGTATEVETAL OO TO PMC,.

IIpoyeuouévn ovokevn torov wévoc (KwikPen), molomidv d0Gew@v

IMa cuvOnKeg EOAAENG LETA TNV TTPAOTN YPNOT TOV POPLOKEVTIKOV TPOTOVTOS, PA. mapdypapo 6.3.
6.5 @von Kol GLETATIKA TOV TEPLEKTT

IIpoyeuiopuévn cvokevn TOTOL TEVOC, Uiag ddomNC

H yovdhvn cdpryya Bpicketor vTog HL0G TPOYELMGUEVTG GLCKEVTG TOTTOV TEVAG P0G YPHONG.
H npoyepiopévn cuokevn tomov mévag £xet Lo kpuen PeAdva mov Ba eicaybel avtdpata 6To dEpUa,
OTOV TIECTEL TO TANKTPO £VECT|G.

Ka0e mpoyepicpévn cuokeun tomov névog nepiéyet 0,5 ml dtoAdpotog.

Yvokevacieg tov 2, 4 1 moAvovokevacio Tov 12 (3 cvokevacieg Twv 4) TPOYEUICUEVOV GUGKEVADV
TOmov mévag. Mmopet va, unv KuKAOPOPOLY OAEG Ol GUCKEVAGIES.

DroAido, pioc 66onc

Drolid10 amd S1oVYES YOO LE CPPUYICUEVO TTMLLA.

Ka0e praridio mepiéyet 0,5 ml dtedvpartoc.

Xvokevacieg Tov 1 graidiov, 4 prodiov, 12 eloAdiov, TOAVGLeKEVOGIN TOL TEPLEYEL

4 (4 ovokevacieg Tov 1) eradidio 1 ToAvsvckevacio Tov mepiEyet 12 (12 cvokevaocieg Tov 1)
QloAidte. Mmopel va unv kKokAo@opohv OAEG Ol GLGKEVAGIEC.

IIpoyeuopévn ovokevn tomov wévog (KwikPen), molomhdv 06wy

To @uaciyylo and dawyég Yool BpiokeTon VIOC LOG TPOYEUGUEVIC GUOKEVTG TOTTOV TEVOG
TOAALUTAGDV 0OGEWV.

Ka0e mpoyepicpévn KwikPen wepiéyet 2,4 ml evéoipov dtodduatog (4 d6ceig tmv 0,6 ml). Kabe
GLOKELT TOTOL TTEVAG TTEPLEYEL TEPIOTELN OYKOV Yo TPoeTOOTio. Q20Td00, | TPOooTAbELn £vEOG
OTO10V PAPUAKELTIKOD TPOIOVTOG EYEL amopeivel o 0dnynoetl o€ Nurted] 00T OKOUA KoL AV €XEL
OTTOUEIVEL PUPLOKEVTIKO TTPOiOV HEGO 6T GVoKELT TVTTOL TTEvac. Ot Beddvec dev mepthapfdvovtat.
Yvokevaoieg pe 1 kot 3 mpoyepiouéveg KwikPens. Mmopel vo Uy kukAo@popoiv OAEC 01 GUGKELAGIES.
6.6 Iowitepeg TPOPLAGEELS UTOPPLYNGS KL AALOG YELPIGIOG

Odnyieg ypnong

To Mounjaro Oa mpénet va emiBewpeitor onTIKA TPV 0 TN YPNOT KOl VO, AmoppinTeTaL, €6V
TapaTNPNOoVV COUATION 1] ATOYPOUATIGHOG.

To Mounjaro dgv 0o Tpémet va ypNOLUOTTOIEITOL, £V £xEL KaTayLYOEL.

Tpoyeuuauévy ovorxevn Tomov wévag, uiag d0ons
H npoyepiopévn cuokevn tomov mévag gival yia pia ¥promn Hovo.

Ot odnyieg xpnong TG CLOKEVNG TOTOL TTEVOC, OL OTTOIEC TEPIAAUPAVOVTOL GTO EVAAO 0ONYLDV ¥PONG,
Oo Tpémel va akolovBovvTal TPOGEKTIKA.
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Diolioro, uiag ooons
To @aAidio gival yia pia yprion povo.

O1 00myieg xpNomMg OYETIKA e TOV TPOTO £vEOT|G TOL Mounjaro oo To PLoALd10, Ol OTTOTES
mePAaUPavovtal 6To @OALO 0ONYLDY XpNong, Ba Tpémet va akohovBohvtal TPOoGEKTIKA.

Lpoyguiouévy avaxevy tomov wévog (KwikPen), mollariawv docewv
H npoyepiopuévn KwikPen mpoopiletar yio moAlomAiég ddoeic. Kabe KwikPen mepiéyet 4 d6celc.
Amoppiyte T cvokevn TOHTOV TEVAG PET amd 4 efdouadiaicc dOGELC.

O1 odnyieg xpnong g KwikPen, o1 onoieg meptiapfdvovtar 6to guALO 0dnyidv xpnong, Ha mpénet va
aKoAoVOoHVTL TPOGEKTIKA.

Amdppryn

Ka0e aypnoipomointo Qoprakevtikd Tpoidv 1| VITOAELLLO TPETEL VO, ATOPPITTETOL COUPDVA LE TIG
KOTA TOTOLS 1GYVOVGEC GYETIKES SLOTAEELG.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

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

8. APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1685/001
EU/1/22/1685/002
EU/1/22/1685/003
EU/1/22/1685/004
EU/1/22/1685/005
EU/1/22/1685/006
EU/1/22/1685/007
EU/1/22/1685/008
EU/1/22/1685/009
EU/1/22/1685/010
EU/1/22/1685/011
EU/1/22/1685/012
EU/1/22/1685/013
EU/1/22/1685/014
EU/1/22/1685/015
EU/1/22/1685/016
EU/1/22/1685/017
EU/1/22/1685/018
EU/1/22/1685/019
EU/1/22/1685/020
EU/1/22/1685/021
EU/1/22/1685/022
EU/1/22/1685/023
EU/1/22/1685/024
EU/1/22/1685/025
EU/1/22/1685/026
EU/1/22/1685/027
EU/1/22/1685/028
EU/1/22/1685/029
EU/1/22/1685/030
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EU/1/22/1685/031
EU/1/22/1685/032
EU/1/22/1685/033
EU/1/22/1685/034
EU/1/22/1685/035
EU/1/22/1685/036
EU/1/22/1685/037
EU/1/22/1685/038
EU/1/22/1685/039
EU/1/22/1685/040
EU/1/22/1685/041
EU/1/22/1685/042
EU/1/22/1685/043
EU/1/22/1685/044
EU/1/22/1685/045
EU/1/22/1685/046
EU/1/22/1685/047
EU/1/22/1685/048
EU/1/22/1685/049
EU/1/22/1685/050
EU/1/22/1685/051
EU/1/22/1685/052
EU/1/22/1685/053
EU/1/22/1685/054
EU/1/22/1685/055
EU/1/22/1685/056
EU/1/22/1685/057
EU/1/22/1685/058
EU/1/22/1685/059
EU/1/22/1685/060

9. HMEPOMHNIA IMNPQTHXE ETKPIZHY/ANANEQYXHY. THX AAEIAX
Huepounvia mpatng éykpiong: 15 ZemtepPpiov 2022
10. HMEPOMHNIA ANAGEQPHXHYX TOY KEIMENOY

Aemntouepeic TANPoQopieg Y10 TO TOPOV, POPUUKEVTIKO TPOioV gival S100EGIIES GTOV SIKTLAKO TOTO
10V Evponaikod Opyavicpod @appdkev http:/www.ema.europa.eu

43



ITAPAPTHMA 11

IHAPAXKEYAXTHX(EYX) YIIEYOYNOX(OI) I'TA THN AITIOAEXMEYXH
TQN ITAPTIAQN

OPOI'H ITIEPIOPIXMOI XXETIKA ME TH ATIAGEXH KAI TH XPHXH

AAAOI OPOI KAI AITAITHZEIX THX AAETAY. KYKAO®OPIAX

OPOI'H IIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI
ATIOTEAEZMATIKH XPHXZH TOY ®PAPMAKEYTIKOY ITIPOIONTOX
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A. TTAPAXKEYAXTHX(EX) YHHEYOYNOZXZ(OI) I'TA THN AIIOAEXMEYXH TQN
IHAPTIAQN

Ovouo kot d1ev6vvon tov(tev) TopackeLaoTH(@V) oLV givor VITELOVVOC(01) Y10 TNV OTOOEGUEVCT)
TOV TOPTIO®V

Lpoysuiouévy ovokevn tomov mévag piog 6oong, Praliolo uiog déong, Ilpoysuiouévn ovokevn ToTov
névag (KwikPen) mollomlav docewv

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

ItaAio

Lpoyeuiouévy ovokevn tomov mévog uiog 0oong, Ipoyeuiousvy ovorevn tomov wévag (KwikPen)
TollomAwY d0cEWV

Lilly France

2, rue du Colonel Lilly
67640 Fegersheim
ToAria

DioAidio piag doong, llpoysuiouévn ovakevn torov wévag (KwikPen) mollamidv docewv

Lilly S.A.

Avda. de la Industria, 30
28108 Alcobendas, Madrid
Iomavia

Lpoyeruouévy avorevn tmov mévog (KwikPen), moAloriwv docewv

Millmount Healthcare Limited

Block 7 City North Business Campus
Stamullen, K32 YD60

Iphovdia

Millmount Healthcare Limited

IDA Science And Technology Park

Mullagharlin, Dundalk, Co. Louth, A91 DETO0

Iphovdia

270 £VTLTTO PUALO 0NYIDV XPHONG TOV PUPLOKEVTIKOD TPOTOVTOC TPEMEL VAL OVAYPAPETOL TO OVOLLXL
ka1 1 S1ev0vvon ToV TAPATKELAGTH TOV Eival VTELOHVVOG Y10 TNV ATOSEGIEVGN TN GYETIKNG
ToPTIONG.

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

DoppoKeVTIKO TPOIOV Y10 TO OTTOI0 AMOLTEITOL LOTPIKT GUVTOYT.
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r. AAAOI OPOI KAI AITAITHXEIX THX AAEIAYX KYKAO®OPIAZ
. Ex0¢oe1g meprodkng mapaxorovdnong e acpdirerag (PSURS)

Ot amortioelg yio v voPoin tov PSURS yo 0 ev Adym @apuakevtiko mpoiov opiloviatl otov
KATOAOYO LE TIG NUepopnvieg avapopdc s Evoong (katdloyog EURD) mov mopatibeton otnv
Tapdypoeo 7, Tov dpbpov 107y, tng odnyiag 2001/83/EK kot kdbe emokdlovdng emkatporoinong
OT®G OMLLOCIEVETAL OTIV EVPAOTOIKT SUCTVAKT] TOAT Y10l TO POPLLOKCL.

O Karoyog Adeiag Kvkhogopiag (KAK) Oa vropaiier v mpdtn PSUR yia 10 mpoidv péoa oe
6 uveg amod Vv Eykpiom.

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

o Xyéo10 drayeiprong Kivovvov (XAK)

O Kdaroyog Adetog Kvkhopopiag (KAK) Ba dieEaydyet Tig amottovpeves dpactnploTnTeg Kot
TOPEUPAGELS PUPIOKOETOYPVTVIONG OT¢ Tapovotdlovtal 6to cupenvniéy XAK wov
napovctdletar otny evotnta 1.8.2 g doelog KukAopopiog Kol 0olecdNTOTE ETAKOAOVOES
gykekpiuéves avabempnoelg tov ZAK.

‘Eva ematporompévo TAK Oa mpénet va kototedei:
e Metd and aitnpa tov Evponaikov Opyovicpod Gapudxmy,
e  OmoTedNTOTE TPOTOMOLEITAL TO GVOTN A dLaYEIPLONC KIVOHVOD, EOIKE MG ATOTEAEGLLOL ANYNG
VE®V TANPOGOPIDV TOV UTOPOVV VO EMUPEPOVLY GTUAVTIKT OAANYT] GTN GYECT] 0PEAOVC-KIVOHVOL
N ©¢ amoTEAES A TNG EMTEVLENG EVOG GNUAVTIKOD OPOCTLLOV (PUPLOKOETOYpOTVIION 1
gloyiotomoinon Kwvovvov).
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ITAPAPTHMA III

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

EEZQTEPIKO KOYTI - IPO'EMIXMENH XYXKEYH TYIIOY ITENAX MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 2,5 mg ev€G1Lo SIEAVLA GE TPOYELUGIEVT] GUGKELT] TOTTOL TTEVOG

Tiplemation

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

Kda0e mpoyepicpévn cuokeun Tomov mévog meptéyet 2,5 mg tiplenation o€ 0,5 ml StoAdpoTog
(5 mg/ml)

| 3.  KATAAOI'OX EKAOXQN

"Exdoya: Awvdtplo poc@opikd 6&wvo entadopiko (E339), vatpio yAwplovyo, vatpiov vépoeidio,
TUKVO VIPOYADPIKO 0ED, VWP Yl eVESLUL. AVOTPEETE GTO PUAAO 0ONYIDV Y10l TEPLGGOTEPES
TANPOoQOpiEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo dteiopa

2 TPOYEUGUEVEG CLOKEVES TOTTOL TTEVAG
4 TPOYEMGEVEC GLOKEVEG TOTOV TEVOLG

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo ypiion
Mia popd tnv efdopdda

INUEIDOOTE TV NUEPD TNG EROOUASNG TOV OEAETE VO AP CLUOTOIEITE TO PAPLOKO GOG Y10 VO UTOPEiTE
va 10 Bopdote.

Agv. Tp. Tert. ITép. ITop. Xap. Kvp.

EBdoudoa 1

EBdopdda 2

Agv. Tp. Ter. JRETH Map. 2ap. Kvp.

EBoopada 1

EBoopade 2

EBodopdada 3

EBdopada 4

AwBdote 10 PUALO 0NV YPAONG TPV OO TN YPNON).
Ymodopia yprion
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6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI *E OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOXETTIZOYN TA ITAIATIA

Na puidooetal o€ BEom, TV onoia dev PAETOLY Ko dev Tpooeyyilovv Ta TALddL.

| 7. AAAH(EX) EIAIKH(EX) IPOEIAOTIOIHEH(EIZ), EAN EINAI ATIAPAITHTH(EX)

‘ 8. HMEPOMHNIA AHEHX

AHZEH

9. EIAIKEYX XYNOHKEYX OYAAZEHX

Ddvrdocete o€ Yoyeio.

Mmnopei va diatnpnBel ektog yoyeiov og Bepuokpacio youniotepn twv 30° C yo €og kot 21 nuépeg.
Mnv katoyoyeTe.

DVAGGGETE GTNV OPYLKT] GLOKEVAGIM, Y10l VO, TPOGTOTEVETOL OO TO PWG,

10. JAIAITEPEX TIPO®YAAZEEIX I'TA THN ATIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO AYTA, E©@OXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

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

12. APIOMOZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/22/1685/001 2 wpoyeioléves GUGKEVEG TOTTOV TEVOG
EU/1/22/1685/002 4 mpoyeioIéVES GLOKEVEG TOTTOV TEVOG

13. APIOMOZX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX
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‘ 16. ITAHPO®OPIEX XE BRAILLE

MOUNIJARO 2,5 mg

17. MONAAIKOX ANAINQPIZTIKOZ KQAIKOX — AIZATIAZTATOZ TPAMMQTOX
KOQAIKAY (2D)

A160106T0TOC YPUUU®TOS KDOKAS (2D) Tov gépel Tov TEPIANPOEVTO LOVASTKO OVOyVOPIGTIKO KOOTKO.

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

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

EZQTEPIKO KOYTI (ue Blue Box) — mroAvovokevacio - IPOTEMIZXMENH XYXKEYH
TYIOY NENAX MIAX AOXHZ

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 2,5 mg ev€G1o SIEAVLA GE TPOYELUGIEVT] GUGKEVT] TOTTOL TTEVOG

Tiplemartion

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kda0e mpoyepicpévn cuokeun Tomov mévog meptéyet 2,5 mg tiplenation o€ 0,5 ml StoAdpoTog
(5 mg/ml)

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: Awvatplo oc@opiko 6&wvo entaidpiko (E339), vatprio yhmpiovyo, vatpiov vdpoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVaTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

IToAvovokevaocia: 12 (3 cvokevaciec TV 4) TPOYEUICUEVES GLOKEVEC TOTOV TTEVUC,.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

T pia pévo ypiion

Mia popd tnv efdopdda

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).
Ymodopla yprion

AEN ITPOZETTIZOYN TA MITAIAIA

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

Na pvrdooetal 6e BEom, Ty onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia younidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyeTe.

DdvAdcoete 6NV APYIKN CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/003

13. APIOMOX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

MOUNIJARO 2,5 mg

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

A1GO106TOTOC YPOUU®TOS KddKAG (2D) mov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EXQTEPIKO KOYTI (ympic Blue Box) wepieydpevo roivevokevacioc - IPOIEMIXMENH
2YXKEYH TYIIOY ITENAX MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 2,5 mg evéc1o SEAVLA GE TPOYELUGIEVT] GUGKELT] TOTTOL TTEVOG

Tiplemation

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kda0e mpoyepicpévn cuokeun Tomov mévog meptéyet 2,5 mg tiplenation o€ 0,5 ml StoAdpoTog
(5 mg/ml)

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: Awvatplo oc@opiko 6&wvo entaidpiko (E339), vatpro yhmpiovyo, vatpiov vdpoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

4 TPOYEMGUEVEC GLOKEVEG TOTOVL TTEVOC. Ilepieyopevo molvsvuokevaciag, oev umopet vo TwAndet
EexoploTd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To pia povo ypnon
Mia popd tnv efdopdda

ZNUEIDOTE TNV NUEPA TNG EPOOUADNG TOV BEAETE VO, YPTCILOTOIEITE TO PAPLOKO GG Y10 VO, LTOPEITE
va 10 Bopdote.

Agv. Tp. Tert. ITép. [Top. Xap. Kvp.

EBdopdda 1

EBdopdda 2

EBdoudda 3

EBdoudoa 4

Awfaote 10 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT).
Ymodopla 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 pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia yaunidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyete.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/003

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEZEH I'TA TH ATAGEXH

‘ 15. ~ OAHI'IEX XPHXHX
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| 16.

HHAHPO®OPIEX XE BRAILLE

MOUNIJARO 2,5 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA TIPO'EMIXMENHY YYXKEYHYX TYIIOY IIENAYX MIAX AOXHX

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

Mounjaro 2,5 mg evécipo dtdAvpa

Tiplenation
Ymodopia yprion

‘ 2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

TToaptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI - IPO'EMIXMENH XYXKEYH TYIIOY ITENAX MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 5 mg ev€Gio O1GAVLLO GE TPOYEUGLEVT] CLGKELT TOTTOV TTEVOG

Tiplemation

‘ 2. XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kda0e mpoyepicpévn cuokeun Tomov mévog meptéyel S mg tiplenation o€ 0,5 ml Staddpatog
(10 mg/ml)

| 3.  KATAAOI'OX EKAOXQN

"Exdoya: Awvdtplo poc@opikd 6&wvo extadopiko (E339), vatpio yAwplovyo, vatpiov vdpoeidio,
TUKVO VIPOYADPIKO 0ED, VWP Yl evESLUL. AVOTPEETE GTO PUAAO 0ONYIDV Y10l TEPLGGOTEPES
TANPOoQOpiEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo dteiopa
2 TPOYEMGUEVEC GUOKEVEG TOTOV TEVOLG
4 TPOYEGUEVEG GUOKEVES TOTTOV TEVOG

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo ypiion
Mia @opd v gfdopdda

ZNUEDOTE TNV NUEPA TG EPOOUAdNC TTOV BEAETE VO, XPTCILOTOIEITE TO PAPLOKO GG Y10 VO, LTOPEITE
va to Bupdote.

Agv. Tp. Ter. ITép. [ap. 2ap. Kuvp.

EBdoudoa 1

EBdoudoa 2

Agv. Tp. Ter. ITép. [Mop. 2ap. Kuvp.

EBdopdda 1

EBoopada 2

EBodopdada 3

EBoopada 4

AwBdote T0 PUALO 0NV YPAONG TPV O T YPNOT).
Ymooopla 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 pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia yaunidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyete.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/004 2 mpoyeliGHEVEG GUCKEVEG TOTTOV TEVOG
EU/1/22/1685/005 4 mpoyeloEVEG GDOKEVES TOTOL TEVOG

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. - OAHI'IEX XPHXHX
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‘ 16. ITAHPO®OPIEX XE BRAILLE

MOUNIJARO 5 mg

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

A16100T0TOC YPOUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOKO.

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

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

EZQTEPIKO KOYTI (ue Blue Box) — mroAvovokevacio - IPOTEMIZXMENH XYXKEYH
TYIOY NENAX MIAX AOXHZ

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 5 mg ev€Gio O1GAVLLO GE TPOYEUGLEVT] CLGKELT TOTTOV TTEVOG

Tiplemartion

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kda0e mpoyepicpévn cuokevn Tomov mévog meptEyel S mg tiplenation o€ 0,5 ml Sroddpatog
(10 mg/ml)

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: Awdrpio poco@opikd 6&vo entadopikd (E339), vatpio yAwplovyo, vatpiov vopoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

IToAvovokevaocia: 12 (3 cvokevaciec TV 4) TPOYEUICUEVES GLOKEVEC TOTOV TTEVUC,.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

T pia pévo ypiion

Mia popd tnv efdopdda

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).
Ymodopla yprion

AEN ITPOZETTIZOYN TA MITAIAIA

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

Na pvrdooetal 6e BEom, Ty onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia younidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyeTe.

DdvAdcoete 6NV APYIKN] GLOKEVAGIN, Y10l VO TPOGTATEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO 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) AAETIAY KYKAO®OPIAX

EU/1/22/1685/006

13. APIOMOX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

MOUNIJARO 5 mg

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

A1GO106TOTOC YPOUU®TOS KddKAG (2D) mov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EXQTEPIKO KOYTI (ympic Blue Box) wepieydpevo roivevokevacioc - IPOIEMIXMENH
2YXKEYH TYIIOY ITENAX MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 5 mg ev€Gio O1GAVLLO GE TPOYEUGLEVT] CLGKELT TOTTOV TTEVOG

Tiplemartion

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kda0e mpoyepicpévn cuokevn Tomov mévog meptEyel S mg tiplenation o€ 0,5 ml Sroddpatog
(10 mg/ml)

‘ 3. KATAAOTI'OX EKAOXQN

"‘Exdoya: Awdrpio poo@opikd 6&vo entadopikd (E339), vatpio yAwplovyo, vatpiov vopoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVaTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

4 TPOYEMGUEVEC GLOKEVEG TOTOVL TEVOC. [lepieyopevo molvsvuokevaciag, oev umopet vo TwAndet
EexoploTd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To pia povo ypnon
Mia popd tnv efdopdda

ZNUEIDOTE TNV NUEPA TNG EPOOUADNG TOV BEAETE VO, YPTCILOTOIEITE TO PAPLOKO GG Y10 VO, LTOPEITE
va 10 Bopdote.

Agv. Tp. Tert. ITép. [Top. Xap. Kvp.

EBdopdda 1

EBdopdda 2

EBdoudda 3

EBdoudoa 4

Awfaote 10 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT).
Ymodopla 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 pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia yaunidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyete.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/006

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEZEH I'TA TH ATAGEXH

‘ 15. ~ OAHI'IEX XPHXHX
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| 16.

HHAHPO®OPIEX XE BRAILLE

MOUNIJARO 5 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA TIPO'EMIXMENHY YYXKEYHYX TYIIOY IIENAYX MIAX AOXHX

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

Mounjaro 5 mg gvéoipo dtdlvpa

Tiplemation
Ymodopia yprion

‘ 2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

TToaptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI - IPO'EMIXMENH XYXKEYH TYIIOY ITENAX MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 7,5 mg ev€G1o SIEAVLA GE TPOYELUGIEVT] GUGKELT] TOTTOL TTEVOG

Tiplemartion

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

Kda0e mpoyepicpévn cuokeun tomov névog mepiéyetl 7,5 mg tiplenation o€ 0,5 ml StoAdpotog
(15 mg/ml)

| 3.  KATAAOI'OX EKAOXQN

"Exdoya: Awvdtplo poc@opikd 6&wvo entadopiko (E339), vatpio yAwplovyo, vatpiov vépoeidio,
TUKVO VOPOYA®PIKO 0ED, BOMP Y1 eVESILO. AVaTPEETE GTO PVALO OONYIDV Y10 TEPICGOTEPES
TANPOoQOpiEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo dteiopa
2 TPOYEMGUEVEC GUOKEVEG TOTOV TEVOLG
4 TPOYEGUEVEG GUOKEVES TOTTOV TEVOG

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo ypiion
Mia @opd v gfdopdda

ZNUEDOTE TNV NUEPA TG EPOOUAdNC TTOV BEAETE VO, XPTCILOTOIEITE TO PAPLOKO GG Y10 VO, LTOPEITE
va to Bupdote.

Agv. Tp. Ter. ITép. [ap. 2ap. Kuvp.

EBdoudoa 1

EBdoudoa 2

Agv. Tp. Ter. ITép. [ap. 2ap. Kuvp.

EBdopdda 1

EBoopada 2

EBodopdada 3

EBoopada 4

AwBdote T0 PUALO 0NV YPAONG TPV O T YPNOT).
Ymooopla 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 pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia yaunidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyete.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/007 2 mpoyeloLEVEG GVOKEVEC TOTTOV TEVOG
EU/1/22/1685/008 4 mpoyeloEVEG GDOKEVEG TOTTOL TEVOG

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. - OAHI'IEX XPHXHX
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‘ 16. ITAHPO®OPIEX XE BRAILLE

MOUNIJARO 7,5 mg

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

A16100T0TOC YPOUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOKO.

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

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

EZQTEPIKO KOYTI (ue Blue Box) — mroAvovokevacio - IPOTEMIZXMENH XYXKEYH
TYIOY NENAX MIAX AOXHZ

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 7,5 mg evE€GLO OEAV L0 GE TPOYEULCUEVT] GUCKEVT] TOTTOL TEVAG

Tiplemartion

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kda0e mpoyepicpévn cuokeun tomov mévog mepiéyetl 7,5 mg tiplenation o€ 0,5 ml StoAdpotog
(15 mg/ml)

‘ 3. KATAAOTI'OX EKAOXQN

"‘Exdoya: Awdrpio poo@opikd 6&vo entadopikd (E339), vatpio yAwplovyo, vatpiov vopoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVaTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

IToAvovokevaocia: 12 (3 cvokevaciec TV 4) TPOYEUICUEVES GLOKEVEC TOTOV TTEVUC,.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

T pia pévo ypiion

Mia popd tnv efdopdda

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).
Ymodopla yprion

AEN ITPOZETTIZOYN TA MITAIAIA

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

Na pvrdooetal 6e BEom, Ty onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia younidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyeTe.

DdvAdcoete 6NV APYIKN GLOKEVAGIN, Y10 VO TPOGTATEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/009

13. APIOMOX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

MOUNIJARO 7,5 mg

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

A1GO106TOTOC YPOUU®TOS KddKAG (2D) mov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI (ympic Blue Box) wepieydpevo roivevokevacioc - IPOIEMIXMENH
2YXKEYH TYIIOY ITENAX MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 7,5 mg evEGLO OEAVLO GE TPOYEULCUEVT] GUOKEVT] TOTTOL TEVAG

Tiplemartion

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kda0e mpoyepicpévn cuokeun tomov mévog mepiéyetl 7,5 mg tiplenation o€ 0,5 ml StoAdpotog
(15 mg/ml)

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: Awvatplo oc@opiko 6&wvo entaidpiko (E339), vatprio yhmpiovyo, vatpiov vdpoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVOTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

4 TPOYEMGUEVEC GLOKEVEG TOTOVL TEVOC. [lepieyopevo molvsvuokevaciag, oev umopet vo TwAndet
EexoploTd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To pia povo ypnon
Mia popd tnv efdopdda

ZNUEIDOTE TNV NUEPA TNG EPOOUADNG TOV BEAETE VO, YPTCILOTOIEITE TO PAPLOKO GG Y10 VO, LTOPEITE
va 10 Bopdote.

Agv. Tp. Tert. ITép. [Top. Xap. Kvp.

EBdopdda 1

EBdopdda 2

EBdoudda 3

EBdoudoa 4

Awfaote 10 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT).
Ymodopla 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 pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia yaunidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyete.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/009

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEZEH I'TA TH ATAGEXH

‘ 15. ~ OAHI'IEX XPHXHX
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| 16.

HHAHPO®OPIEX XE BRAILLE

MOUNIJARO 7,5 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO

7




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

ETIKETA TIPO'EMIXMENHY YYXKEYHYX TYIIOY IIENAYX MIAX AOXHX

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

Mounjaro 7,5 mg evécipo dtdAvpa

Tiplenation
Ymodopia yprion

‘ 2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

TToaptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI - IPO'EMIXMENH XYXKEYH TYIIOY ITENAX MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 10 mg evécipo StGAVUO GE TPOYEULOUEVT] GUCKEVT] TUTTOL TEVAG

Tiplemartion

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

Kdabe mpoyepiopévn ouokevn tomov névag mepiéyel 10 mg tiplemation og 0,5 ml drodvpartog
(20 mg/ml)

| 3.  KATAAOI'OX EKAOXQN

"Exdoya: Awvdtplo poc@opikd 6&vo entadopiko (E339), vatpio yAwplovyo, vatpiov vépoeidio,
TUKVO VIPOYADPIKO 0ED, VWP Yl eVESLUL. AVOTPEETE GTO PUAAO 0ONYIDV Y10l TEPLGGOTEPES
TANPOoQOpiEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo dteiopa
2 TPOYEMGUEVEC GUOKEVEG TOTOV TEVOLG
4 TPOYEGUEVEG GUOKEVES TOTTOV TEVOG

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo ypiion
Mia @opd v gfdopdda

ZNUEDOTE TNV NUEPA TG EPOOUAdNC TTOV BEAETE VO, XPTCILOTOIEITE TO PAPLOKO GG Y10 VO, LTOPEITE
va to Bupdote.

Agv. Tp. Ter. ITép. [ap. 2ap. Kuvp.

EBdoudoa 1

EBdoudoa 2

Agv. Tp. Ter. ITép. [Mop. 2ap. Kuvp.

EBdopdda 1

EBoopada 2

EBodopdada 3

EBoopada 4

AwBdote T0 PUALO 0NV YPAONG TPV O T YPNOT).
Ymooopla 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 pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia yaunidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyete.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/010 2 mpoyeLIGHEVEG GUCKEVEG TOTOV TEVOG
EU/1/22/1685/011 4 mpoyeioIéveg GDOKEVEG TOTOL TEVOG

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. - OAHI'IEX XPHXHX
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‘ 16. ITAHPO®OPIEX XE BRAILLE

MOUNJARO 10 mg

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

A16100T0TOC YPOUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOKO.

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

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

EZQTEPIKO KOYTI (ue Blue Box) — mroAvovokevacio - IPOTEMIZXMENH XYXKEYH
TYIOY NENAX MIAX AOXHZ

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 10 mg evécipo StGAVUO GE TPOYEULOUEVT] GUCKEVT] TUTTOL TEVAG

Tiplemation

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kdabe mpoyepiopévn cuokevn tomov névag mepiéyel 10 mg tiplemation og 0,5 ml drodvpartog
(20 mg/ml)

‘ 3. KATAAOTI'OX EKAOXQN

"‘Exdoya: Awdrpio poo@opikd 6&vo entadopikd (E339), vatpio yAwplovyo, vatpiov vopoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVaTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

IToAvovokevaocia: 12 (3 cvokevaciec TV 4) TPOYEUICUEVES GLOKEVEC TOTOV TTEVUC,.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

T pia pévo ypiion

Mia popd tnv efdopdda

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).
Ymodopla yprion

AEN ITPOZETTIZOYN TA MITAIAIA

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

Na pvrdooetal 6e BEom, Ty onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia younidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyeTe.

DdvAdcoete 6NV APYIKN] GLOKEVAGIN, Y10l VO TPOGTATEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/012

13. APIOMOX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

MOUNJARO 10 mg

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

A1GO106TOTOC YPOUU®TOS KddKAG (2D) mov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.

83



18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EXQTEPIKO KOYTI (ympic Blue Box) wepieydpevo roivevokevacioc - IPOIEMIXMENH
2YXKEYH TYIIOY ITENAX MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 10 mg evécipo StGAVUO GE TPOYEULOUEVT] GUCKEVT] TUTTOL TEVAG

Tiplemation

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kdabe mpoyepiopévn cuokevn tomov névag mepiéyel 10 mg tiplemation og 0,5 ml drodvpartog
(20 mg/ml)

‘ 3. KATAAOTI'OX EKAOXQN

"‘Exdoya: Awdrpio poo@opikd 6&vo entadopikd (E339), vatpio yAwplovyo, vatpiov vopoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVaTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

4 TPOYEMGUEVEC GLOKEVEG TOTOVL TEVOC. [lepieyopevo molvsvuokevaciag, oev umopet vo TwAndet
EexoploTd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To pia povo ypnon
Mia popd tnv efdopdda

ZNUEIDOTE TNV NUEPA TNG EPOOUADNG TOV BEAETE VO, YPTCILOTOIEITE TO PAPLOKO GG Y10 VO, LTOPEITE
va 10 Bopdote.

Agv. Tp. Tert. ITép. [Top. Xap. Kvp.

EBdopdda 1

EBdopdda 2

EBdoudda 3

EBdoudoa 4

Awfaote 10 PUALO 0ONYIOV XPNOTG TPV O TN YPNOT).
Ymodopla 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 pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia yaunidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyete.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/012

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEZEH I'TA TH ATAGEXH

‘ 15. ~ OAHI'IEX XPHXHX
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| 16.

HHAHPO®OPIEX XE BRAILLE

MOUNJARO 10 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA TIPO'EMIXMENHY YYXKEYHYX TYIIOY IIENAYX MIAX AOXHX

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

Mounjaro 10 mg evésyo ddivpa

Tiplemation
Ymodopia yprion

‘ 2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

TToaptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI - IPO'EMIXMENH XYXKEYH TYIIOY ITENAX MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 12,5 mg evéoipo S1GALLO GE TPOYEUGLUEVT] CLGKELT TOTTOV TTEVOG

Tiplemation

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

Kda0e mpoyepicpévn cuokeun tomov névog mepiéyet 12,5 mg tiplemartion og 0,5 ml dtodvportog
(25 mg/ml)

| 3.  KATAAOI'OX EKAOXQN

"Exdoya: Awvdtplo poc@opikd 6&vo entadopiko (E339), vatpio yAwplovyo, vatpiov vépoeidio,
TUKVO VIPOYADPIKO 0ED, VWP Yl eVESLUL. AVOTPEETE GTO PUAAO 0ONYIDV Y10l TEPLGGOTEPES
TANPOoQOpiEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo dteiopa
2 TPOYEMGUEVEC GUOKEVEG TOTOV TEVOLG
4 TPOYEGUEVEG GUOKEVES TOTTOV TEVOG

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo ypiion
Mia @opd v gfdopdda

ZNUEDOTE TNV NUEPA TG EPOOUAdNC TTOV BEAETE VO, XPTCILOTOIEITE TO PAPLOKO GG Y10 VO, LTOPEITE
va to Bupdote.

Agv. Tp. Ter. ITép. [ap. 2ap. Kuvp.

EBdoudoa 1

EBdoudoa 2

Agv. Tp. Ter. ITép. [Mop. 2ap. Kuvp.

EBdopdda 1

EBoopada 2

EBodopdada 3

EBoopada 4

AwBdote T0 PUALO 0NV YPAONG TPV O T YPNOT).
Ymooopla 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 pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia yaunidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyete.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/013 2 mpoyeliGUEVEG GUOKEVEG TOTOV TEVOG
EU/1/22/1685/014 4 mpoyeloEVEG GDOKEVEG TOTOL TEVOG

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. - OAHI'IEX XPHXHX
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‘ 16. ITAHPO®OPIEX XE BRAILLE

MOUNIJARO 12,5 mg

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

A16100T0TOC YPOUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOKO.

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

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

EZQTEPIKO KOYTI (ue Blue Box) — mroAvovokevacio - IPOTEMIZXMENH XYXKEYH
TYIOY NENAX MIAX AOXHZ

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 12,5 mg evécoipo S1GALIO GE TPOYEUGLEVT] CLGKELT TOTTOV TTEVOG

Tiplemation

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kda0e mpoyepicpévn cuokeun tomov névog nepiéyet 12,5 mg tiplemation og 0,5 ml dtodvportog
(25 mg/ml)

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: Awvatplo oc@opiko 6&wvo entaidpiko (E339), vatprio yhmpiovyo, vatpiov vdpoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVaTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

IToAvovokevaocia: 12 (3 cvokevaciec TV 4) TPOYEUICUEVES GLOKEVEC TOTOV TTEVUC,.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

T pia pévo ypiion

Mia popd tnv efdopdda

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).
Ymoodopla yprion

AEN ITPOZETTIZOYN TA MITAIAIA

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

Na pvrdooetal 6e BEom, Ty onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia younidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyeTe.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTATEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO 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) AAETIAY KYKAO®OPIAX

EU/1/22/1685/015

13. APIOMOX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

MOUNIJARO 12,5 mg

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

A1GO106TOTOC YPOUU®TOS KddKAG (2D) mov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EXQTEPIKO KOYTI (yopig Blue Box) wepieyopevo mtorvsvokevacioc — IPOTEMIZXMENH
2YXKEYH TYIIOY ITENAX MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 12,5 mg evécoipo S1GALIO GE TPOYEUGLEVT] CLGKELT TOTTOV TTEVOG

Tiplemation

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kda0e mpoyepicpévn cuokeun tomov névog nepiéyet 12,5 mg tiplemation og 0,5 ml dtodvportog
(25 mg/ml)

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: Awvatplo oc@opiko 6&wvo entaidpiko (E339), vatprio yhmpiovyo, vatpiov vdpoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVaTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

4 TPOYEMGUEVEC GLOKEVEG TOTOVL TEVOC. [lepieyopevo molvsvuokevaciag, oev umopet vo TwAndet
EexoploTd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To pia povo ypnon
Mia popd tnv efdopdda

ZNUEIDOTE TNV NUEPA TNG EPOOUADNG TOV BEAETE VO, YPTCILOTOIEITE TO PAPLOKO GG Y10 VO, LTOPEITE
va 10 Bopdote.

Agv. Tp. Tert. ITép. [Top. Xap. Kvp.

EBdopdda 1

EBdopdda 2

EBdoudda 3

EBdoudoa 4

Awfaote 10 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.
Ymodopla yprion

95



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

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia yaunidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyete.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/015

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEZEH I'TA TH ATAGEXH

‘ 15. ~ OAHI'IEX XPHXHX
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| 16.

HHAHPO®OPIEX XE BRAILLE

MOUNIJARO 12,5 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA TIPO'EMIXMENHY YYXKEYHYX TYIIOY IIENAYX MIAX AOXHX

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

Mounjaro 12,5 mg gvécipo SidAvpa

Tiplemation
Ymodopia yprion

‘ 2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

TToaptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEZQTEPIKO KOYTI - IPO'EMIXMENH XYXKEYH TYIIOY ITENAX MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 15 mg evécipo StdAv o GE TPOYEULOUEVT] GUCKEVT] TUTTOL TEVAG

Tiplemartion

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

Kdabe mpoyepiopévn cuokevn tomov névag mepiéyetl 15 mg tiplemarion og 0,5 ml dtodvpatog
(30 mg/ml)

| 3.  KATAAOI'OX EKAOXQN

"Exdoya: Awvdtplo poc@opikd 6&vo entadopiko (E339), vatpio yAwplovyo, vatpiov vépoeidio,
TUKVO VIPOYADPIKO 0ED, VWP Yl eVESLUL. AVOTPEETE GTO PUAAO 0ONYIDV Y10l TEPLGGOTEPES
TANPOoQOpiEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo dteiopa
2 TPOYEMGUEVEC GUOKEVEG TOTOV TEVOLG
4 TPOYEGUEVEG GUOKEVES TOTTOV TEVOG

5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo ypiion
Mia @opd v gfdopdda

ZNUEDOTE TNV NUEPA TG EPOOUAdNC TTOV BEAETE VO, XPTCILOTOIEITE TO PAPLOKO GG Y10 VO, LTOPEITE
va to Bupdote.

Agv. Tp. Ter. ITép. [ap. 2ap. Kuvp.

EBdoudoa 1

EBdoudoa 2

Agv. Tp. Ter. ITép. [Mop. 2ap. Kuvp.

EBdopdda 1

EBoopada 2

EBodopdada 3

EBoopada 4

AwBdote T0 PUALO 0NV YPAONG TPV O T YPNOT).
Ymooopla 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 pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia yaunidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyete.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/016 2 mpoyeLIGUEVEG GUCKEVEG TOTTOV TEVOG
EU/1/22/1685/017 4 mpoyeloIEVEG GDOKEVEG TOTTOL TEVOG

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. - OAHI'IEX XPHXHX
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‘ 16. ITAHPO®OPIEX XE BRAILLE

MOUNIJARO 15 mg

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

A16100T0TOC YPOUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOKO.

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

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

EZQTEPIKO KOYTI (ue Blue Box) — mroAvovokevacio - IPOTEMIZXMENH XYXKEYH
TYIOY NENAX MIAX AOXHZ

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 15 mg evécsipo StdAvUa GE TPOYEUIOUEVT] GUCKEVT] TUTTOL TEVAG

Tiplemation

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kdabe mpoyepiopévn cuokevn tomov névag mepiéyetl 15 mg tiplemartion og 0,5 ml dtodvpartog
(30 mg/ml)

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: Awvatplo oc@opiko 6&wvo entaidpiko (E339), vatprio yhmpiovyo, vatpiov vdpoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVaTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

IToAvovokevaocia: 12 (3 cvokevaciec TV 4) TPOYEUICUEVES GLOKEVEC TOTOV TTEVUC,.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

T pia pévo ypiion

Mia popd tnv efdopdda

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).
Ymodopla yprion

AEN ITPOZETTIZOYN TA MITAIAIA

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

Na pvrdooetal 6e BEom, Ty onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia younidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyeTe.

DdvAdcoete 6NV APYIKN] GLOKEVAGIN, Y10l VO TPOGTATEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO 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) AAETIAY KYKAO®OPIAX

EU/1/22/1685/018

13. APIOMOX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

MOUNIJARO 15 mg

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

A1GO106TOTOC YPOUU®TOS KddKAG (2D) mov gépel Tov TEPIANPOEVTO LOVOITKO OVOyVOPIOTIKO KOOTKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EXQTEPIKO KOYTI (ympic Blue Box) wepieydpevo roivevokevacioc - IPOIEMIXMENH
2YXKEYH TYIIOY ITENAX MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 15 mg evécsipo StdAvUa GE TPOYEUIOUEVT] GUCKEVT] TUTTOL TEVAG

Tiplemation

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kdabe mpoyepiopévn cuokevn tomov névag mepiéyetl 15 mg tiplemartion og 0,5 ml dtodvpartog
(30 mg/ml)

‘ 3. KATAAOTI'OX EKAOXQN

"Exdoya: Awvatplo oc@opiko 6&wvo entaidpiko (E339), vatprio yhmpiovyo, vatpiov vdpoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVaTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

4 TPOYEMGUEVEC GLOKEVEG TOTOVL TEVOC. [lepieyopevo molvsvuokevaciag, oev umopet vo TwAndet
EexoploTd.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

To pia povo ypnon
Mia popd tnv efdopdda

ZNUEIDOTE TNV NUEPA TNG EPOOUADNG TOV BEAETE VO, YPTCILOTOIEITE TO PAPLOKO GG Y10 VO, LTOPEITE
va 10 Bopdote.

Agv. Tp. Tert. ITép. [Top. Xap. Kvp.

EBdopdda 1

EBdopdda 2

EBdoudda 3

EBdoudoa 4

Awfaote 10 PUALO 0INYIOV XPNOTG TPV O TN YPNOT.
Ymodopla 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 pvidooetal o€ BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

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

‘ 8. HMEPOMHNIA AHEZHX

AHZEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov oe Beppoxpacia yaunidtepn tv 30° C yia €og ko 21 nuépec.
Mnv katoyoyete.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHOAEIMMATOQN ITIOY IPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/018

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEZEH I'TA TH ATAGEXH

‘ 15. ~ OAHI'IEX XPHXHX
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| 16.

HHAHPO®OPIEX XE BRAILLE

MOUNIJARO 15 mg

17.

MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

18.

MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX - AEAOMENA ANATNQXIMA AITIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA TIPO'EMIXMENHY YYXKEYHYX TYIIOY IIENAYX MIAX AOXHX

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

Mounjaro 15 mg evéoyo ddivpa

Tiplemation
Ymodopia yprion

‘ 2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

TToaptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI — ®IAAIAIO MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 2,5 mg evécio d1dAvpa € QLOAISI0

Tiplemation

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

Ka0e proridwo mepiéyet 2,5 mg tiplemartion oe 0,5 ml drodvpartog (5 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: Awvatplo poc@opikd 6&vo extadopiko (E339), vatpilo yAwplovyo, vatpiov vépoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Yo EVESILO. AVOTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa
1 plaAido

4 proAidw

12 giaAioia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo yprion

Mia @opd v gfdopdda

Awpaote 10 PUALO 0INYIOV XPNOTG TPLV-ATO TN YPNOT).
Ymodopia yprion

AEN ITPOZEITIZOYN TA ITAIAIA

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

Na pvidooetal o€ 0éom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TAldd.

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

‘ 8. HMEPOMHNIA AHEHX

AH

[1]

H
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9. EIAIKEX XYNOHKEX ®YAAEHX

dvidcoete og yoyeio.

Mmnopei va diatnpnOel ektog yoyeiov og Oepuokpacio youniotepn twv 30 °C ya €mg kot 21 nuépeg.
Mnv KaToyOyEeTE.

DdvAdooete GTNV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1685/019
EU/1/22/1685/025
EU/1/22/1685/026

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

H ottoAdynon yia vo, umy teptaneBei n ypaen Braille sivon amodektn.

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

A160106T0TOC YPOUUU®TOS KddKaG (2D) mTov pépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIGTIKO KOOKO.
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18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANATNQXIMA AIIO
TON ANOPQIIO

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

EEQTEPIKO KOYTI (ng Blue Box) — mohvovokevacio — PIAAIAIO MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 2,5 mg evécio S1dAvLa € QLOAISIO

Tiplemation

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

Ka0e proridwo mepiéyet 2,5 mg tiplemartion oe 0,5 ml drodvpartog (5 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: Awvarplo poc@opikd 6o extadopikod (E339), vatpio yAwplovyo, vatpiov vépoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Yo EVESILO. AVOTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa

IToAvovokevacia: 4 (4 cvokevaocieg tov 1) eloAidia Tov 0,5 ml Staidpartog.
[MoAvovokevacio: 12 (12 cuokevaocieg Tov 1) eroridio tov 0,5 ml Stodvpatoc.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo ypiion

Mia @opd v gfdopdda

Awpaote 10 PUALO 0INYIOV XPNOTG TPLV-ATO TN YPNOT).
Ymodopia yprion

AEN ITPOZEITIZOYN TA ITAIAIA

6. EIAIKH ITPOEIAOINIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEINEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI

Na pvidooetal o€ 0éom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TAldd.

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

‘ 8. HMEPOMHNIA AHEHX

AH

[1]

H
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9. EIAIKEX XYNOHKEX ®YAAEHX

dvidcoete og yoyeio.

Mmnopei va diatnpnOel ektog yoyeiov og Oepuokpacio youniotepn twv 30 °C ya €mg kot 21 nuépeg.
Mnv KaToyOyEeTE.

DdvAdooete GTNV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1685/027
EU/1/22/1685/028

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

H artiohdynon ya va unv mepiinedei n ypaen Braille givan omodext.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAZ (2D)

A1GO100TaTOC YPOUUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVayVOPIGTIKO KOOKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI (yopig Blue Box) wepieyopevo mtoivcvokevacioc — PIAAIAIO MIAX
AOXHXZ

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 2,5 mg evécio d1dAvpa € QLOAISI0

Tiplemartion

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Ka0e prorido mepiéyet 2,5 mg tiplemartion og 0,5 ml drodvpartog (5 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: Awvdrplo poc@opikd 6&wvo extadopiko (E339), vatpio yAwplovyo, vatpiov vdpoeidio,
TUKVO VIPOYADPIKO 0ED, VWP Yl evESLUL. AVOTPEETE GTO PUAAO 0ONYIDV Y10l TEPLGGOTEPES
TANPOoQOpiEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo dteiopa

1 proAidio. Iepieyduevo moAvsvokevaciag, dev umopel vo Towindel Eeywpiotd.

| 5.  TPOIIOX KAI OAOX(OI) XOPHTHZHE

T pia pévo ypiion

Mia @opd v gfdopdda

Awpaote 10 PUALO 0INYIOV XPNOTG TPLV-ATO TN YPNOT).
Ymodopia yprion

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

Na pvidooetal o€ 0éom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TAldd.

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

‘ 8. HMEPOMHNIA AHEHX

AH

[1]

H
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9. EIAIKEX XYNOHKEX ®YAAEHX

dvidcoete og yoyeio.

Mmnopei va diatnpnOel ektog yoyeiov og Oepuokpacio youniotepn twv 30 °C ya €mg kot 21 nuépeg.
Mnv KaToyOyEeTE.

DdvAdooete GTNV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1685/027
EU/1/22/1685/028

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

H artiohdynon ya va unv mepiinedei n ypaen Braille givan omodext.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAZ (2D)

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

ETIKETA ®IAATAIOY MIAX AOXHX

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

Mounjaro 2,5 mg éveon

Tiplemation
Ymodopla yprion

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOZX ITAPTIAAX

Moptida

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

0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX IOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI — ®IAAIAIO MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 5 mg evéoipo 01dAv 0 GE QLOAOL0

Tiplemation

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kabe proridwo mepiéyet 5 mg tiplenation og 0,5 ml doAddpotog (10 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: Awvdrplo poc@opikd 6&wvo extadopiko (E339), vatpio yAwplovyo, vatpiov vépoeidio,
TUKVO VIPOYADPIKO 0ED, VWP Yl evESLUL. AVOTPEETE GTO PUAAO 0ONYIDV Y10l TEPLGGOTEPES
TANPOoQOpiEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo dteiopa
1 proAidro

4 ploAido

12 groAioa

‘ S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo ypiion

Mia popd tnv efdopdda

Awfaote T0 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).
Ymodopla yprion

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

AEN ITPOZETTIZOYN TA MITAIAIA

ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI

Na pvrdooetal 6e BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALddL.

7. AAAH(EY) EIAIKH(EYXY) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)

118



8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov og Beppoxpacia younidtepn tv 30 °C yia €og kot 21 nuépec.
Mnv katoyoyeTe.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/020
EU/1/22/1685/029
EU/1/22/1685/030

13. APIOMOZX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

H oitioAdynon yia vo, unv teptaneBei n ypoaen Braille sivon amodext.

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

A160106T0TOC YPUUU®TOS KddKAS (2D) Tov gépel Tov TEPIANPOEVTO LOVASTKO aVOyVOPIOTIKO KMOTKO.
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18. MONAAIKOX ANAI'NQPIETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EEQTEPIKO KOYTI (ng Blue Box) — mohvovokevacio — PIAAIAIO MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 5 mg evécipo 01dAvL GE PLOAIOL0

Tiplemartion

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

Kda0e proridwo mepiéyet 5 mg tiplenation og 0,5 ml doAdpotog (10 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: Awvatplo poc@opikd 6&vo extadopiko (E339), vatpilo yAwplovyo, vatpiov vépoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Yo EVESILO. AVOTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa

IToAvovokevacia: 4 (4 cvokevaocieg tov 1) eloAidia Tov 0,5 ml Staidpartog.
[MoAvovokevacio: 12 (12 cuokevaocieg Tov 1) eroridio tov 0,5 ml Srodvpatoc.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo ypiion

Mia @opd v gfdopdda

AwPaote 10 PUALO 0INYIOV XPNOTG TPLV-ATO TN YPNOT.
Ymodopia yprion

AEN ITPOZEITIZOYN TA ITAIAIA

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

Na puidcoetal o€ 0Eom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

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

‘ 8. HMEPOMHNIA AHEHX

AH

[1]

H
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9. EIAIKEX XYNOHKEX ®YAAEHX

dvidcoete og yoyeio.

Mmnopei va diatnpnOel ektog yoyeiov og Oepuokpacio youniotepn twv 30 °C ya €mg kot 21 nuépeg.
Mnv KaToyOyEeTE.

DdvAdooete GTNV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1685/031
EU/1/22/1685/032

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

H artiohdynon ya va unv mepiinedei n ypaen Braille givan omodext.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAZ (2D)

A16O100TaTOC YPOUUU®TOS KOdKAG (2D) Tov gépel Tov TEPIANPOEVTO LOVOITKO aVIyVOPIOTIKO KOOIKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI (yopic Blue Box) nepieyopevo molvovokevaciog — PIAAIAIO MIAX
AOXHXZ

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 5 mg gvécipo dtiAvpa o€ PLOALd10

Tiplemation

| 2. IYNOEXIH XE APAXTIKH(EX) OYZIA(EL)

Kabe prorido mepiéyet S mg tiplenation o 0,5 ml dteAddpotog (10 mg/ml)

3. KATAAOTI'OX EKAOXQN

"Exdoya: Awdrpio poo@opikd 6&wvo entadopikd (E339), vatpilo yAwplovyo, vatpiov vopoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVATPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

1 proAidio. Ilepieyouevo moAvsvokevaciag, dev umopet vo Twindel Eeywpiotd.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

T pia pévo ypiion

Mia popd tnv efdopdda

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN (PNOT.
Ymodopla yprion

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZETTIZOYN TA MITAIAIA

Na purdooetal 6e BEom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

7. AAAH(EY) EIAIKH(EYXY) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov og Beppoxpacia younidtepn tv 30 °C yia €og kot 21 nuépec.
Mnv katoyoyeTe.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/031
EU/1/22/1685/032

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AITAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

H oitoddynon yo va unv teptaneBei n ypaen Braille sivor amodektn.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAATAIOY MIAX AOXHX

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

Mounjaro 5 mg éveon

Tiplemarion
Ymodopia yprion

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

Moptida

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

0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX IOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI — ®IAAIAIO MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 7,5 mg evécio d1dAvpa € LOAISI0

Tiplemation

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Kabe proridwo mepiéyet 7,5 mg tiplemation og 0,5 ml drodvpartog (15 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: Awvartplo poc@opikd 6&wvo entadopiko (E339), vatpio yAwplovyo, vatpiov vépoeidio,
TUKVO VOPOYA@PIKO 0ED, BOMP Yo eVESILO. AVaTPEETE GTO PVALO OONYIDV Y10 TEPICGOTEPES
TANPOoQOpiEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo dteiopa
1 proAidro

4 ploAido

12 groAioa

‘ S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo ypiion

Mia popd tnv efdopdda

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).
Ymodopla yprion

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

AEN ITPOZETTIZOYN TA MITAIAIA

ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI

Na pvrdooetal 6e BEon, Ty onoia dev PAETOLY Kot dev Tpooeyyilovy Ta TALddL.

7. AAAH(EY) EIAIKH(EYXY) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov og Beppoxpacia younidtepn tv 30 °C yia €og kot 21 nuépec.
Mnv katoyoyeTe.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/021
EU/1/22/1685/033
EU/1/22/1685/034

13. APIOMOZX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

H oitioAdynon yia vo, unv teptaneBei n ypoaen Braille sivon amodext.

17. - MONAAIKOX ANAI'NQPIZTIKOX KQAIKOX — AIXAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A160106T0TOC YPUUU®TOS KddKAS (2D) Tov gépel Tov TEPIANPOEVTO LOVASTKO aVOyVOPIOTIKO KMOTKO.
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI (ng Blue Box) — mohvovokevacio — PIAAIAIO MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 7,5 mg evécio d1dAvua € LOAISIO

Tiplemation

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

Ka0e prokidwo mepiéyet 7,5 mg tiplemation og 0,5 ml drodvpartog (15 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: Awvarplo poc@opikd 6o extadopikod (E339), vatpio yAwplovyo, vatpiov vépoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Yo EVESILO. AVOTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa

IToAvovokevacia: 4 (4 cvokevaocieg tov 1) eloAidia Tov 0,5 ml Staidpartog.
[MoAvovokevacio: 12 (12 cuokevaocieg Tov 1) eroridio tov 0,5 ml Srodvpatoc.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo ypiion

Mia @opd v gfdopdda

Awpaote 10 PUALO 0INYIOV XPNOTG TPLV-ATO TN YPNOT).
Ymodopia yprion

AEN ITPOZEITIZOYN TA ITAIAIA

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

Na pvidooetal o€ 0éom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TAldd.

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

‘ 8. HMEPOMHNIA AHEHX

AH

[1]

H
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9. EIAIKEX XYNOHKEX ®YAAEHX

dvidcoete og yoyeio.

Mmnopei va diatnpnOel ektog yoyeiov og Oepuokpacio youniotepn twv 30 °C ya €mg kot 21 nuépeg.
Mnv KaToyOyEeTE.

DdvAdooete GTNV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIO AYTA, EOOXON AIIAITEITAI

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

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

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1685/035
EU/1/22/1685/036

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

H artiohdynon ya va unv mepiinedei n ypaen Braille givan omodext.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAZ (2D)

A16O100TaTOC YPOUUU®TOS KOdKAG (2D) Tov gépel Tov TEPIANPOEVTO LOVOITKO aVIyVOPIOTIKO KOOIKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI (yopic Blue Box) nepieyopevo molvovokevaciog — PIAAIAIO MIAX
AOXHXZ

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 7,5 mg evécoo StdAvpa o€ Prodidlo

Tiplemation

| 2. IYNOEXIH XE APAXTIKH(EX) OYZIA(EL)

Kabe prokido mepiéyet 7,5 mg tiplemartion oe 0,5 ml drodvpartog (15 mg/ml)

3. KATAAOTI'OX EKAOXQN

"Exdoya: Awvatplo goc@opiko 6&wvo entaidpiko (E339), vatpro yhmpiovyo, vatpiov vdpoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVATPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

1 proAidio. Ilepieyouevo moAvsvokevaciag, dev umopet vo Twindel Eeywpiotd.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

T pia pévo ypiion

Mia popd tnv efdopdda

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN (PNOT.
Ymodopla yprion

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZETTIZOYN TA MITAIAIA

Na purdooetal 6e BEom, TV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

7. AAAH(EY) EIAIKH(EYXY) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov og Beppoxpacia younidtepn tv 30 °C yia €og kot 21 nuépec.
Mnv katoyoyeTe.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/035
EU/1/22/1685/036

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

H oitoddynon yo va unv teptaneBei n ypaen Braille sivor amodektn.

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

135



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

ETIKETA ®IAATAIOY MIAX AOXHX

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

Mounjaro 7,5 mg éveon

Tiplemation
Ymodopla yprion

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOZX ITAPTIAAX

Moptida

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

0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EZQTEPIKO KOYTI — ®IAAIAIO MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 10 mg evécyo ddAvua e LoAidto

Tiplemation

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

Ka0e proridio mepiéyet 10 mg tiplemation oe 0,5 ml dtodvpartog (20 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: Awvatplo poc@opikd 6&vo extadopiko (E339), vatpilo yAwplovyo, vatpiov vépoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Yo EVESILO. AVOTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa
1 plaAido

4 proAidw

12 giaAioia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo yprion

Mia @opd v gfdopdda

Awpaote 10 PUALO 0INYIOV XPNOTG TPLV-ATO TN YPNOT).
Ymodopia yprion

AEN ITPOZEITIZOYN TA ITAIAIA

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

Na pvidooetal o€ 0éom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TAldd.

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

‘ 8. HMEPOMHNIA AHEHX

AH

[1]

H
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9. EIAIKEX XYNOHKEX ®YAAEHX

dvidcoete og yoyeio.

Mmnopei va diatnpnOel ektog yoyeiov og Oepuokpacio youniotepn twv 30 °C ya €mg kot 21 nuépeg.
Mnv KaToyOyEeTE.

DdvAdooete GTNV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1685/022
EU/1/22/1685/037
EU/1/22/1685/038

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

H ottoAdynon yio vo, umy teptaneBei n ypapn Braille sivon amodekt.

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

A160106T0TOC YPOUUU®TOS KddKaG (2D) mTov pépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIGTIKO KOOKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EEQTEPIKO KOYTI (ng Blue Box) — mohvovokevacio — PIAAIAIO MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 10 mg evécyo ddAvua e LoAidto

Tiplemation

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

Ka0e proridio mepiéyet 10 mg tiplemation oe 0,5 ml dtodvpartog (20 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: Awvatplo poc@opikd 6&vo extadopiko (E339), vatpilo yAwplovyo, vatpiov vépoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Yo EVESILO. AVOTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa

IToAvovokevacia: 4 (4 cvokevaocieg tov 1) eloAidia Tov 0,5 ml Staidpartog.
[MoAvovokevacio: 12 (12 cuokevaocieg Tov 1) eroridio tov 0,5 ml Srodvpatoc.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo ypiion

Mia @opd v gfdopdda

Awpaote 10 PUALO 0INYIOV XPNOTG TPLV-ATO TN YPNOT).
Ymodopia yprion

AEN ITPOZEITIZOYN TA ITAIAIA

6. EIAIKH ITPOEIAOINIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEINEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI

Na pvidooetal o€ 0éom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TAldd.

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

‘ 8. HMEPOMHNIA AHEHX

AH

[1]

H
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9. EIAIKEX XYNOHKEX ®YAAEHX

dvidcoete og yoyeio.

Mmnopei va diatnpnOel ektog yoyeiov og Oepuokpacio youniotepn twv 30 °C ya €mg kot 21 nuépeg.
Mnv KaToyOyEeTE.

DdvAdooete GTNV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1685/039
EU/1/22/1685/040

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

H artiohdynon ya va unv mepiinedei n ypaen Braille givan omodext.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAZ (2D)

A1GO100TaTOC YPOUUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVayVOPIGTIKO KOOKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI (yopic Blue Box) nepieyopevo molvovokevaciog — PIAAIAIO MIAX
AOXHXZ

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 10 mg evéoyo Stddlvpa o€ Praridto

Tiplemation

| 2. IYNOEXIH XE APAXTIKH(EX) OYZIA(EL)

Kabe proridwo mepiéyet 10 mg tiplemation og 0,5 ml dtodvpatog (20 mg/ml)

3. KATAAOTI'OX EKAOXQN

"Exdoya: Awvatplo goc@opiko 6&wvo entaidpiko (E339), vatpro yhmpiovyo, vatpiov vdpoeidio,
TUKVO VOPOYA®PIKO 05D, VOMP Y1 EVESILO. AVOTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

1 proAidio. Ilepieyouevo moAvsvokevaciag, dev umopet vo Twindel Eeywpiotd.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

T pia pévo ypiion

Mia popd tnv efdopdda

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).
Ymodopla yprion

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZETTIZOYN TA MITAIAIA

Na purdooetal 6e BEom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

7. AAAH(EY) EIAIKH(EYXY) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov og Beppoxpacia younidtepn tv 30 °C yia €og kot 21 nuépec.
Mnv katoyoyeTe.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAETIAY KYKAO®OPIAX

EU/1/22/1685/039
EU/1/22/1685/040

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

H oitoddynon yo va unv teptaneBei n ypaen Braille sivor amodektn.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAATAIOY MIAX AOXHX

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

Mounjaro 10 mg éveon

Tiplemation
Ymodopla yprion

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOZX ITAPTIAAX

Moptida

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

0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX IOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI — ®IAAIAIO MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 12,5 mg evéoipo dtdhvpa og Proridto

Tiplemation

| 2. TYNOEXH IE APAXTIKH(EX) OYZIA(EX)

Ka0e prokidwo mepiéyet 12,5 mg tiplemation og 0,5 ml dtohdporog (25 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: Awvdrplo poc@opikd 6&wvo entadopiko (E339), vatpio yAwplovyo, vatpiov vépoeidio,
TUKVO VIPOYADPIKO 0ED, VWP Yl evESLUL. AVOTPEETE GTO PUAAO 0ONYIDV Y10l TEPLGGOTEPES
TANPOoQOpiEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo dteiopa
1 proAidro

4 ploAido

12 groAioa

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo xpiion

Mia popd tnv efdopdda

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).
Ymodopla yprion

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

AEN ITPOZETTIZOYN TA ITAIAIA

ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI

Na purdooetal 6e BEom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

7. AAAH(EY) EIAIKH(EYXY) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov og Beppoxpacia younidtepn tv 30 °C yia €og kot 21 nuépec.
Mnv katoyoyeTe.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO 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) AAETIAY KYKAO®OPIAX

EU/1/22/1685/023
EU/1/22/1685/041
EU/1/22/1685/042

13. APIOMOZX ITAPTIAAX

TToptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

H oitioAdynon yia vo, unv teptaneBei n ypoaen Braille sivon amodext.

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

A160106T0TOC YPUUU®TOS KddKAS (2D) Tov gépel Tov TEPIANPOEVTO LOVASTKO aVOyVOPIOTIKO KMOTKO.
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EEQTEPIKO KOYTI (ng Blue Box) — mohvovokevacio — PIAAIAIO MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 12,5 mg evéoipo dtdhvpa og Proridto

Tiplemartion

‘ 2. XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Ka0e proridwo mepiéyet 12,5 mg tiplemation og 0,5 ml dtohdporog (25 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: Awvarplo poc@opikd 6o extadopikod (E339), vatpio yAwplovyo, vatpiov vépoeidio,
TUKVO VOPOYA®PIKO 05D, VOMP Yo EVESILO. AVOTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa

IToAvovokevacia: 4 (4 cvokevaocieg tov 1) eloAidia Tov 0,5 ml Staidpartog.
[MoAvovokevacio: 12 (12 cuokevaocieg Tov 1) eroridio tov 0,5 ml Stodvpatoc.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo ypiion

Mia @opd v gfdopdda

Awpaote 10 PUALO 0INYIOV XPNOTG TPLV-ATO TN YPNOT).
Ymodopia yprion

AEN ITPOZEITIZOYN TA ITAIAIA

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HNPEINEI NA ®YAAXXETAI E OEXH THN OIIOIA AEN BAEIIOYN KAI

Na pvidooetal o€ 0éom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TAldd.

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

‘ 8. HMEPOMHNIA AHEHX

AH

[1]

H
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9. EIAIKEX XYNOHKEX ®YAAEHX

dvidcoete og yoyeio.

Mmnopei va diatnpnOel ektog yoyeiov og Oepuokpacio youniotepn twv 30 °C ya €mg kot 21 nuépeg.
Mnv KaToyOyEeTE.

DdvAdooete GTNV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1685/043
EU/1/22/1685/044

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

H artiohdynon ya va unv mepiinedei n ypaen Braille givan omodext.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAZ (2D)

A1GO100TaTOC YPOUUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVayVOPIGTIKO KOOKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI (yopic Blue Box) nepieyopevo molvovokevaciog — PIAAIAIO MIAX
AOXHXZ

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 12,5 mg gvécipo SidAvpa g Qroridio

Tiplemation

| 2. IYNOEXIH XE APAXTIKH(EX) OYZIA(EL)

Kabe proridwo mepiéyet 12,5 mg tiplemotion og 0,5 ml dtohdparog (25 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: Awvatplo oc@opiko 6&wvo entaidpiko (E339), vatpro yhmpiovyo, vatpiov vdpoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVATPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

1 proAidio. Iepieyouevo moAvsvokevaciag, dev umopet vo Twindel Eeywplotd.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

T pia pévo ypiion

Mia popd tnv efdopdda

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).
Ymodopla yprion

6. EIAIKH ITPOEIAOIIOIHEH XYM ®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZETTIZOYN TA MITAIAIA

Na purdooetal 6e BEom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

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

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov og Beppoxpacia younidtepn tv 30 °C yia €og kot 21 nuépec.
Mnv katoyoyeTe.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO 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) AAETIAY KYKAO®OPIAX

EU/1/22/1685/043
EU/1/22/1685/044

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

H oitoddynon yo va unv teptaneBei n ypaen Braille sivor amodektn.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOXZ TPAMMQTOX
KQAIKAX (2D)
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18. MONAAIKOX ANAI'NQPIXETIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAATAIOY MIAX AOXHX

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

Mounjaro 12,5 mg éveon

Tiplemation
Ymoodopla yprion

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOZX ITAPTIAAX

Moptida

5. HNEPIEXOMENO KATA BAPOX, 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

EZQTEPIKO KOYTI — ®IAAIAIO MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 15 mg evéoipo didlvpo og PLoAidlo

Tiplemartion

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

Ka0e proridio mepiéyet 15 mg tiplemation oe 0,5 ml drodvpartog (30 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: Awvarplo poc@opikd 6o extadopikod (E339), vatpio yAwplovyo, vatpiov vépoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Yo EVESILO. AVOTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa
1 plaAido

4 proAidw

12 giaAioia

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo ypiion

Mia @opd v gfdopdda

Awpaote 10 PUALO 0INYIOV XPNOTG TPLV-ATO TN YPNOT).
Ymodopia yprion

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

AEN ITPOZEITIZOYN TA ITAIAIA

IPOION HPEINEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI

Na pvidooetal o€ 0éom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TAldd.

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

‘ 8. HMEPOMHNIA AHEHX

AH

[1]

H
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9. EIAIKEX XYNOHKEX ®YAAEHX

dvidcoete og yoyeio.

Mmnopei va diatnpnOel ektog yoyeiov og Oepuokpacio youniotepn twv 30 °C ya €mg kot 21 nuépeg.
Mnv KaToyOyEeTE.

DdvAdooete GTNV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1685/024
EU/1/22/1685/045
EU/1/22/1685/046

13. APIOMOZX ITAPTIAAX

Moptida

‘ 14. TENIKH KATATAZH I'TA TH AIAOGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. ITAHPO®OPIEX XE BRAILLE

H ottoAdynon yio vo, umy teptaneBei n ypapn Braille sivon amodekt.

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

A160106T0TOC YPOUUU®TOS KddKaG (2D) mTov pépel Tov TEPIANPOEVTO LOVOITKO aVOyVOPIGTIKO KOOKO.
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18. MONAAIKOXZ ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

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

EEQTEPIKO KOYTI (ng Blue Box) — mohvovokevacio — PIAAIAIO MIAX AOXHX

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 15 mg gvéoyo didAvua e LoAidto

Tiplemation

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

Ka0e proridio mepiéyet 15 mg tiplemation oe 0,5 ml drodvpartog (30 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: Awvatplo poc@opikd 6&vo extadopiko (E339), vatpilo yAwplovyo, vatpiov vépoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Yo EVESILO. AVOTPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa

IToAvovokevacia: 4 (4 cvokevaocieg tov 1) eloAidia Tov 0,5 ml Staidpartog.
[MoAvovokevacio: 12 (12 cuokevaocieg Tov 1) eroridio tov 0,5 ml Srodvpatoc.

‘ 5. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

T pia pévo ypiion

Mia @opd v gfdopdda

AwPaote 10 PUALO 0INYIOV XPNOTG TPLV-ATO TN YPNOT.
Ymodopia yprion

AEN ITPOZEITIZOYN TA ITAIAIA

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

Na puidcoetal o€ 0Eom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

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

‘ 8. HMEPOMHNIA AHEHX

AH

[1]

H
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9. EIAIKEX XYNOHKEX ®YAAEHX

dvidcoete og yoyeio.

Mmnopei va diatnpnOel ektog yoyeiov og Oepuokpacio youniotepn twv 30 °C ya €mg kot 21 nuépeg.
Mnv KaToyOyEeTE.

DdvAdooete GTNV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. IAIAITEPEX IPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHHOAEIMMATQN I10Y ITPOEPXONTAI ATIO AYTA, EOOXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAETAY KYKAO®OPIAX

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

12. APIOMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1685/047
EU/1/22/1685/048

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TNAHPO®OPIEX XE BRAILLE

H artiohdynon ya va unv mepiinedei n ypaen Braille givar omodext.

17. MONAAIKOX ANATNQPIZTIKOX KQAIKOX — AIZAIAXTATOZ TPAMMQTOX
KQAIKAZ (2D)

A1GO100TaTOC YPOUUU®TOS KddKAG (2D) mTov gépel Tov TEPIANPOEVTO LOVOITKO aVayVOPIGTIKO KOOKO.
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18. MONAAIKOX ANAI'NQPIXTIKOX KQAIKOX — AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA

EXQTEPIKO KOYTI (yopic Blue Box) nepieyopevo molvovokevaciog — PIAAIAIO MIAX
AOXHXZ

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 15 mg evéoyo StdAvpa o€ Praridto

Tiplemation

| 2. IYNOEXIH XE APAXTIKH(EX) OYZIA(EL)

Kabe prorido mepiéyet 15 mg tiplenation og 0,5 ml dwodvpatog (30 mg/ml)

3. KATAAOTI'OX EKAOXQN

"Exdoya: Awvatplo oc@opiko 6&wvo entaidpiko (E339), vatpro yhmpiovyo, vatpiov vdpoeidio,
TUKVO VOPOYA®PIKO 05D, BOMP Y1 EVESILO. AVATPEETE GTO PUALO OONYIDV Y10 TEPIGGOTEPES
TANPOQOpiEC.

4. DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoipo didlopa

1 proAidio. Ilepieyouevo moAvsvokevaciag, dev umopet vo Twindel Eeywpiotd.

‘ 5. TPOIIOX KAI OAOX(0OI) XOPHI'HXHX

T pia pévo ypiion

Mia popd tnv efdopdda

Awfaote 10 PUALO 0INYIOV XPNOTG TPV OO TN YPNOT).
Ymodopla yprion

6. EIAIKH ITPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
ITPOION ITPEITEI NA ®YAAXXETAI XE OEXH THN OITIOIA AEN BAEIMTOYN KAI
AEN ITPOZETTIZOYN TA MITAIAIA

Na purdooetal 6e BEom, TNV onoia dev PAETOLY Kot dev Tpooeyyilovv Ta TALdd.

7. AAAH(EY) EIAIKH(EYXY) ITIPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EY)
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8.

HMEPOMHNIA AHEHX

AHZEH

9.

EIAIKEY YYNOHKEX OYAAEHX

dvrdoocete o€ Yoyeio.

Mmopei va dtatnpn0el extdc yoyeiov og Beppoxpacia younidtepn tv 30 °C yia €og kot 21 nuépec.
Mnv katoyoyeTe.

DdvAdcoete 6NV APYIKN] CLOKEVAGIN, Y10 VO TPOGTOTEVETAL OO TO PMC,.

10. TAIAITEPEX TIPO®YAAEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TOQN
YIHOAEIMMATOQN ITIOY NPOEPXONTAI AIIO AYTA, E©OOXON AITAITEITAI

11. ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12.

APIOMOZXZ(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1685/047
EU/1/22/1685/048

13.

APIOMOZX ITAPTIAAX

Moptida

| 14.

I'ENIKH KATATAZH I'TA TH AIAOEXH

| 15.

OAHT'TEX XPHXHX

| 16.

HHAHPO®OPIEX XE BRAILLE

H oitoddynon yo va unv teptaneBei n ypaen Braille sivor amodektn.

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

18. MONAAIKOX ANAI'NQPIZTIKOZ KQAIKOX - AEAOMENA ANAINQXIMA AIIO
TON ANOPQIIO
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX

ETIKETA ®IAATAIOY MIAX AOXHX

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

Mounjaro 15 mg éveon

Tiplemation
Ymodopla yprion

‘ 2. TPOIIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

AHEH

4. APIOMOZX ITAPTIAAX

Moptida

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

0,5 ml

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI - HIPOT'EMIZEMENH XYXKEYH TYIIOY IIENAX (KWIKPEN)
IHOAAATIAQN AOZEQN

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 2,5 mg/66om KwikPen evéciuo S10Ava G€ TPOYEUIGUEVT] GVGKELT] TOTTOL TTEVOC
Tiplemation

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

Kdabe d060om mepiéyer 2,5 mg tiplemation oe 0,6 ml dSrodvpatog. Kabe mpoyepicpévn cuokevn ToOmov
TéEVaGg MOALOTAGDY dOcewv Tepiéyel 10 mg tiplenarion o 2,4 ml (4,17 mg/ml).

3. KATAAOI'OX EKAOXQN

'Exdoya: E339, E1519, yAvkepoAn, otvorn, vATplo YAmplovyo, vatpiov vdpoleidio, Tukvo
VOPOYAPIKS 0ED, VWP Yo EVESIUA. AVOTPEETE GTO PUALO 0ONYIOV Y10 TEPLGGOTEPES TATPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa

1 ovokevn TOTOL TTEVOC (4 dOGELS)
3 6VoKELES TOTOV VG (KGBE GLVGKELN TVTTOL TTEVAG XOPNYEL 4 SOGELS)

Agv meplappavovtor Beloveg

‘ S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mia @opd v gfdopdda
AwPaote T0 PUALO 0INYIOV XPNOTG TPLV-OTO TN YPTOT).
Ymodopia yprion

Inueumote kabe d6om oL AapUPAVETE GTOV TOPUKATO TIVOKA.

Aodon 1 Adon2  Abon3 Aodon 4

Aéon1  Aéom2 Adon3  Adom 4

Xvokeun tomov mEvag 1
2vokeun TOTOV TTEVAS 2
2VoKeLT OOV TTEVHG 3
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6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

Na euAdooetor og 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadId.

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

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvidocoete og yoyeio.

Metd Vv TpadTN YP1OT PLAACGETE EKTOG Yuyeiov o€ Bepuokpacio yapuniotepn tov 30° C yio €mg Kot
30 nuépec. Amoppiyte TN GLOKELT] TOTOL TTEVAS 30 NUEPEG LETA TNV TTPDTN XPNON.

Mnv katoyoyeTe.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

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

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

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/22/1685/049 — 1 6uGKELN TOTOV TEVOG
EU/1/22/1685/050 — 3 cuokevég TOmOV TEVAG

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEZEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX
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‘ 16. ITAHPO®OPIEX XE BRAILLE

Mounjaro 2,5 mg/d6omn KwikPen

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

AGd1a0TOTOC YPOUU®TOS KddKaG (2D) mTov pépet Tov TEPIANPOEVTO LOVOITIKO avayVOPIOTIKO KOOTKO.

18. MONAAIKOX ANAI'NQPIZETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQITIO

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

ETIKETA IPO'EMIXMENHYX YXYXKEYHX TYIIOY IIENAX (KWIKPEN) [IOAAAITAQN
AOXEQN

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

Mounjaro 2,5 mg/66om KwikPen evéaipo didhvpa

Tiplemation
Ymodopia yprion

‘ 2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

TToaptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

2,4 ml
4 d60¢1g

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI - HIPOT'EMIZEMENH XYXKEYH TYIIOY IIENAX (KWIKPEN)
IHOAAATIAQN AOZEQN

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 5 mg/d6on KwikPen gvéoipo dtdlvpa o€ mpoyeicLEVT] GUGKELT TOTOV TEVAG
Tiplemation

‘ 2. XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kda0e d060om mepiéyer S mg tiplemation og 0,6 ml dodvpatoc. Kabe mpoyepuopévn cucikevt Tomov
TEVOG TOALOTTAGDY dOcewV Tepiéyel 20 mg Tplenarion o 2,4 ml (8,33 mg/ml).

3. KATAAOI'OX EKAOXQN

"‘Exdoya: E339, E1519, yAvkepoAn, poatvorn, vATPlo YAmplovyo, vatpiov vOpoleidio, Tukvo
VOPOYAPIKS 0ED, VWP Yo EVESIUA. AVOTPEETE GTO PUALO 0ONYIOV Y10 TEPLGGOTEPES TATPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoo dtdAvpa

1 ovokevn TOTOL TTEVOC (4 dOGELS)
3 6VoKELES TOTOV VG (KGBE GLVGKELN TVTTOL TTEVAG XOPNYEL 4 SOGELS)

Agv meplappavovtor Beloveg

‘ S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mia @opd v gfdopdda
Awfaote T0 PUALO 0INYIOV XPNOTG TPV OTO TN YPNOT.
Ymodopia yprion

Inueumote kabe d6om oL AapUPAVETE GTOV TOPUKATO TIVOKA.

Aodon 1 Adon2  Abon3 Aodon 4

Aéon1  Aéom2 Adon3  Adom 4

Xvokeun tomov mEvag 1
2vokeun TOTOV TTEVAS 2
2VoKeLT OOV TTEVHG 3
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6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

Na euAdooetor og 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadId.

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

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvidocoete og yoyeio.

Metd Vv TpadTN YPNOT PLAACGETE EKTOG Wuyeiov o€ Bepuokpacio yopuniotepn twv 30° C yio €mg Kot
30 nuépec. Amoppiyte TN GLOKELT] TOTOL TTEVAS 30 NUEPEG LETA TNV TTPDTN XPNON.

Mnv katoyoyeTe.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

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

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/22/1685/051 — 1 6uGKELT TOTOV TEVOG
EU/1/22/1685/052 — 3 cuokevég TOTOV TEVAG

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEZEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX
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‘ 16. ITAHPO®OPIEX XE BRAILLE

Mounjaro 5 mg/d6on KwikPen

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

AGd1a0TOTOC YPOUU®TOS KddKaG (2D) mTov pépet Tov TEPIANPOEVTO LOVOITKO aVoyVOPIOTIKO KMOTKO.

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

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

ETIKETA IPO'EMIXMENHYX YXYXKEYHX TYIIOY IIENAX (KWIKPEN) [IOAAAITAQN
AOXEQN

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

Mounjaro 5 mg/d6on KwikPen gvéoipo didlopa

Tiplemation
Ymodopia yprion

‘ 2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

TToaptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

2,4 ml
4 d60¢1g

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI - IPOTEMIZEMENH XYXKEYH TYIIOY IIENAX (KWIKPEN)
IHOAAATIAQN AOZEQN

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 7,5 mg/66om KwikPen evéciuo S10Avua G€ TPOYEUIGUEVT] GVGKELT] TOTTOL TTEVOC
Tiplemation

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

Kda0e 060om mepiéyer 7,5 mg tiplemation oe 0,6 ml dwodvpatog. Kabe mpoyepucuévn cuckeun tomov
TEVOG TOALOTTAGDY dOcewv Tepiéyel 30 mg tplenarion o 2,4 ml (12,5 mg/ml).

3. KATAAOI'OX EKAOXQN

"‘Exdoya: E339, E1519, yAvkepoAn, poatvorn, vATPlo YAmplovyo, vatpiov vOpoleidio, Tukvo
VOPOYAPIKS 0ED, VWP Yo EVESIUA. AVOTPEETE GTO PUALO 0ONYIOV Y10 TEPLGGOTEPES TATPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa

1 ovokevn TOTOL TTEVOC (4 dOGELS)
3 6VOKELES TOTOV VG (KGBE GLVGKELN TVTOL TTEVAG XOPNYEL 4 SOGELS)

Agv meplappavovtol Beloveg

‘ S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mia @opd v gfdopdda
AwPaote T0 PUALO 0INYIOV XPNOTG TPLV-OTO TN YPTOT).
Ymodopia yprion

Inueumote kabe d6om oL AapUPAVETE GTOV TOPUKATO TIVOKA.

Aodon 1 Adon2  Abon3 Aodon 4

Aéon1  Aéom2 Adon3  Adom 4

Xvokeun tomov mEvag 1
2vokeun TOTOV TTEVAS 2
2VoKeLT OOV TTEVHG 3
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6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

Na euAdooetor og 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadId.

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

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvidocoete og yoyeio.

Metd Vv TpadTN YPNOT PLAACGETE EKTOG Wuyeiov o€ Bepuokpacio yopuniotepn twv 30° C yio €mg Kot
30 nuépec. Amoppiyte TN GLOKELT] TOTOL TTEVAS 30 NUEPEG LETA TNV TTPDTN XPNON.

Mnv katoyoyeTe.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

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

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

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/22/1685/053 — 1 60GKELT TOTOV TEVOG
EU/1/22/1685/054 — 3 cuokevég TOTOV TEVAG

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEZEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX
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‘ 16. ITAHPO®OPIEX XE BRAILLE

Mounjaro 7,5 mg/66om KwikPen

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

AGd1a0TOTOC YPOUU®TOS KddKaG (2D) mTov pépet Tov TEPIANPOEVTO LOVOITIKO avayVOPIOTIKO KOOTKO.

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

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

ETIKETA IPO'EMIXMENHYX YXYXKEYHX TYIIOY IIENAX (KWIKPEN) [IOAAAITAQN
AOXEQN

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

Mounjaro 7,5 mg/66om KwikPen evéoipo didhvpa

Tiplemation
Ymodopia yprion

‘ 2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

TToaptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

2,4 ml
4 d60¢1g

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI - HIPOT'EMIZEMENH XYXKEYH TYIIOY IIENAX (KWIKPEN)
IHOAAATIAQN AOZEQN

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 10 mg/66on KwikPen gvécipo d1dAva G TPOYEUIGUEVT] GUGKEDT] TOTTOV TEVAG
Tiplemation

‘ 2. XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kabe 060om mepiéyer 10 mg tiplenation o 0,6 ml dtoddpotog. Kabe mpoyepiopévn cuskenn tTHmov
TEVOG TOALOTTAGDY dOcewV Ttepiéyel 40 mg Tplenarion o 2,4 ml (16,7 mg/ml).

3. KATAAOI'OX EKAOXQN

"‘Exdoya: E339, E1519, yAvkepoAn, poatvorn, vATPlo YAmplovyo, vatpiov vOpoleidio, Tukvo
VOPOYAPIKS 0ED, VWP Yo EVESIUA. AVOTPEETE GTO PUALO 0ONYIOV Y10 TEPLGGOTEPES TATPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoo dtdAvpa

1 ovokevn TOTOL TTEVOC (4 dOGELS)
3 6VOKELES TOTOV VG (KGBE GLVGKELN TVTOL TTEVAG XOPNYEL 4 SOGELS)

Agv meplappavovtol Beloveg

‘ S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mia @opd v gfdopdda
Awfaote T0 PUALO 0ONYIOV XPNOTG TPV AT TN YPNOT.
Ymodopia yprion

Inueumote kabe d6om oL AapUPAVETE GTOV TOPUKATO TIVOKA.

Aodon 1 Adon2  Abon3 Aodon 4

Aéon1  Aéom2 Adon3  Adom 4

Xvokeun tomov mEvag 1
2vokeun TOTOV TTEVAS 2
2ooKeLT| THTOL TTEVHG 3
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6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

Na euAdooetor og 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadId.

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

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvidocoete og yoyeio.

Metd Vv TpadTN YPNOT PLAACGETE EKTOG Wuyeiov o€ Bepuokpacio yopuniotepn twv 30° C yio €mg Kot
30 nuépec. Amoppiyte TN GLOKELT] TOTOL TTEVAS 30 NUEPEG LETA TNV TTPDTN XPNON.

Mnv katoyoyeTe.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

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

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

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/22/1685/055 — 1 60GKELN TOTOV TEVOG
EU/1/22/1685/056 — 3 cuokevéc TOmOV TEVIG

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEZEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX
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‘ 16. ITAHPO®OPIEX XE BRAILLE

Mounjaro 10 mg/d6on KwikPen

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

AGd1a0TOTOC YPOUU®TOS KddKaG (2D) mov pépet Tov TEPIANPOEVTO LOVOITIKO avayVOPIOTIKO KOOKO.

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

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

ETIKETA IPO'EMIXMENHYX YXYXKEYHX TYIIOY IIENAX (KWIKPEN) [IOAAAITAQN
AOXEQN

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

Mounjaro 10 mg/66om KwikPen gvécipo didivpa

Tiplemation
Ymodopia yprion

‘ 2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

TToaptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

2,4 ml
4 d60¢1g

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI - IPOTEMIZEMENH XYXKEYH TYIIOY IIENAX (KWIKPEN)
IHOAAATIAQN AOZEQN

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 12,5 mg/06om KwikPen gvécipo didAvpo o Tpoyelictévn GUGKEDT] TOTTOV TEVIG
Tiplemation

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

Ka0e 060om mepiéyer 12,5 mg tiplenation og 0,6 ml dweddpotoc. Kdbe npoyepiopévn cuokeumn tHmov
TEVOG TOALOTTAGDY dOcewV Tepiéyel S0 mg Tplenarion o 2,4 ml (20,8 mg/ml).

3. KATAAOI'OX EKAOXQN

"‘Exdoya: E339, E1519, yAvkepoAn, oatvorn, vATplo yAmplovyo, vatpiov vdpoleidio, Tukvo
VOPOYAPIKS 0ED, VWP Yo EVESIUA. AVOTPEETE GTO PUALO 0ONYIOV Y10 TEPLGGOTEPES TATPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa

1 ovokevn TOTOL TTEVOC (4 dOGELS)
3 6VOKELES TOTOV VG (KGBE GLVGKELN TVTOL TTEVAG XOPNYEL 4 SOGELS)

Agv meplappavovtol Beloveg

‘ S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mia @opd v gfdopdda
AwPaote T0 PUALO 0INYIOV XPNOTG TPLV-OTO TN YPTOT).
Ymodopia yprion

Inueumote kabe d6om oL AapUPAVETE GTOV TOPUKATO TIVOKA.

Aodon 1 Adon2  Abon3 Aodon 4

Aéon1  Aéom2 Adon3  Adom 4

Xvokeun tomov mEvag 1
2vokeun TOTOV TTEVAS 2
2VoKeLT OOV TTEVHG 3
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6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITATAIA

Na euAdooetor og 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadId.

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

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvidcoete og yoyeio.

Metd Vv TpadTN YPNOT PLAACGETE EKTOG Wuyeiov o€ Bepuokpacio yopuniotepn twv 30° C yio €mg Kot
30 nuépec. Amoppiyte TN GLOKELT] TOTOL TTEVAS 30 NUEPEG LETA TNV TTPDTN XPNON.

Mnv katoyoyeTe.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

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

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

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/22/1685/057 — 1 60GKELT TOTOV TEVOG
EU/1/22/1685/058 — 3 cuokevég TOmOV TEVIG

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEZEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX
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‘ 16. ITAHPO®OPIEX XE BRAILLE

Mounjaro 12,5 mg/d6on KwikPen

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

AGd1a0TOTOC YPOUU®TOS KddKaG (2D) mTov pépet Tov TEPIANPOEVTO LOVOITIKO avayVOPIOTIKO KOOTKO.

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

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

ETIKETA IPO'EMIXMENHYX YXYXKEYHX TYIIOY IIENAX (KWIKPEN) [IOAAAITAQN
AOXEQN

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

Mounjaro 12,5 mg/d6on KwikPen gvécipo didAvpa

Tiplemation
Ymodopia yprion

‘ 2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

TToaptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

2,4 ml
4 d60¢1g

6. AAAA XTOIXEIA
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ENAEIZEIX [TIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

EEQTEPIKO KOYTI - HIPOT'EMIZEMENH XYXKEYH TYIIOY IIENAX (KWIKPEN)
IHOAAATIAQN AOZEQN

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Mounjaro 15 mg/66on KwikPen gvécipo d1dAva 6 TPOYEUIGUEVT] GUGKEDT] TOTTOV TEVAG
Tiplemation

‘ 2. XYNOEXH XE APAXTIKH(EX) OYXIA(EX)

Kdabe 060om mepiéyer 15 mg tiplenation o 0,6 ml dtoddpotog. Kabe mpoyepiopévn cuskenm tHmov
TEVOG TOALOTAGDY dOcewV Ttepiéyel 60 mg tplenation og 2,4 ml (25 mg/ml).

3. KATAAOI'OX EKAOXQN

"‘Exdoya: E339, E1519, yAvkepoAn, oatvorn, vATplo yAmplovyo, vatpiov vdpoleidio, Tukvo
VOPOYAPIKS 0ED, VWP Yo EVESIUA. AVOTPEETE GTO PUALO 0ONYIOV Y10 TEPLGGOTEPES TATPOPOPIEC.

4. OAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

Evéoo dtdAvpa

1 ovokevn TOTOL TTEVOC (4 dOGELS)
3 6VOKELES TOTOV VG (KGBE GLVGKELN TVTOL TTEVAG XOPNYEL 4 SOGELS)

Agv meplappavovtol Beloveg

‘ S. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Mia @opd v gfdopdda
AwPaote T0 PUALO 0INYIOV XPNOTG TPLV- AT TN YPNOT.
Ymodopia yprion

Inueumote kabe d6om oL AapUPAVETE GTOV TOPUKATO TIVOKA.

Aodon 1 Adon2  Abon3 Aodon 4

Aéon1  Aéom2 Adon3  Adom 4

Xvokeun tomov mEvag 1
2vokeun TOTOV TTEVAS 2
2VoKeLT OOV TTEVHG 3
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6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI E OEXH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIAIA

Na euAdooetor og 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadId.

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

‘ 8. HMEPOMHNIA AHEZHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

dvidocoete og yoyeio.

Metd Vv TpadTN YPNOT PLAACGETE EKTOG Wuyeiov o€ Bepuokpacio yopuniotepn twv 30° C yio €mg Kot
30 nuépec. Amoppiyte TN GLOKELT] TOTOL TTEVAS 30 NUEPES LETA TNV TTPDTN XPNON.

Mnv katoyoyeTe.

10. TAIAITEPEX IPO®YAAZEEIX I'TA THN AIIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQN I10Y ITIPOEPXONTAI ATIIO AYTA, EOOXON AITAITEITAI

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

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

12. APIOMOX(OI) AAEIAYX KYKAO®OPIAX

EU/1/22/1685/059 — 1 6uGKELN TOTOV TEVOG
EU/1/22/1685/060 — 3 cuokevég TOTOV TEVAG

13. APIOMOX ITAPTIAAX

TToaptida

‘ 14. TENIKH KATATAEZEH I'TA TH ATAGEXH

‘ 15. OAHI'IEX XPHXHX
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‘ 16. ITAHPO®OPIEX XE BRAILLE

Mounjaro 15 mg/d6on KwikPen

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

AGd1a0TOTOC YPOUU®TOS KddKaG (2D) mTov pépet Tov TEPIANPOEVTO LOVOITIKO avayVOPIOTIKO KOOTKO.

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

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

ETIKETA IPO'EMIXMENHYX YXYXKEYHX TYIIOY IIENAX (KWIKPEN) [IOAAAITAQN
AOXEQN

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

Mounjaro 15 mg/66om KwikPen gvéoipo didAivpa

Tiplemation
Ymodopia yprion

‘ 2. TPOIIOX XOPHI'HXHX

Mia popd tnv efdopdda

3. HMEPOMHNIA AHEHX

AH

[1]

H

4. APIOMOZX ITAPTIAAX

TToaptida

5. HNEPIEXOMENO KATA BAPOZX, KAT' O'KO 'H KATA MONAAA

2,4 ml
4 d60¢1g

6. AAAA XTOIXEIA
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B. PYAAO OAHI'TQN XPHXHX
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@viro oonYLOV ypions: IIinpoopics Yo Tov a.c0evi)

Mounjaro 2,5 mg evécio O1GAVIO. GE TPOYEUIGUEVT] GUCKEDT] TOTOV TEVAG
Mounjaro 5 mg €vécipo S1GAVHA GE TPOYERIGUEVT] GUOKEDT] TUTOV TEVAS
Mounjaro 7,5 mg €véc0 O1GAV G, GE TPOYEUIGUEVT] GVGKEVT] TOTOV TTEVOG
Mounjaro 10 mg £véoipo o1GAV N0, GE TPOYEMGUEVT] GVGKEVT] TOTOV TTEVOG
Mounjaro 12,5 mg £vécipo 01GAVNE 6E TPOYEPIGUEVT] CVGKELT] TOUTTOV TTEVOG
Mounjaro 15 mg £véc1o o1GAV NG, GE TPOYEMGUEVT] GVGKEVT] TUTOV TTEVOG
Tiplemation

vTo QAPUOKO 0VTO TEAEL LTTO GLUTANPOUATIKY TOPAKOAOVONOT. AVTO B emtTpEWYEL TO YpTIyOpO
TPOGIOPIoUO VEOV TANPOPOPLOV acpdAeloc. Mropeite va fondnoete péow g avapopdg mlovmv
avemBoUNTOV EVEPYEIDV TOL EVOEXOUEVMG TTopovatalete. BA. T€hog g mapaypdeov 4 yio. Tov TpOmo
avaQopaiG avemllBOUNTOV EVEPYEIDV.

AwPacte TPOGEKTIKA 0AOKANPO TO PVLAO 0ONYIAOV YP1CNG TPV UPYICETE VO TAIPVETE AVTO TO

PappoKo, o10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

- Durdgte avtd TOo EOALO 0N YDV Yprione. Towg ypelaotel va to dtufdcete Eavda.

- Edv éyete mepoartépm anopiec, potnoTe TOV Y1oTpod, TOV VOGOKOHO 1 TOV QAPHOKOTOLO GOC.

- H ovvtayn yio ovtd 10 ¢approko xopnynnke amokAEIGTIKG Yio 60G. AgV TPEMEL VO SDGETE TO
@apuraKo o€ GAAOVC. Mmopel va Tovg TPOKAAEGEL PAAPT], AKOUO KoL OTOV TO GUUTTOUOTO TNG
acBévelog Tovg etvar 101 e ToL O1KA oag.

- Edv mapotnphoete Kamoto avemBOunTn evépyeia, EVIUEPMDOGTE TOV YIOTPO, TOV VOGOKOUO 1| TOV
QOPUAKOTOL0 GaG. AVTO 1oYVEL KOt Yia KAOe Thav| avemiBountrn evEPYELD TTOL OEV AVOQEPETOL
GTO TTAPOV PUALO 0dNYIDV Ypiong. BAére mapdypago 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

T eivon To Mounjaro kot mowa ivat 1 xpnomn Tov

T mpénel va yvopilete Tpv ypnoponomoete To Mounjaro
[Mog va ypnoyorooete 0 Mounjaro

[MBavég avemBounteg evépyeteg

[og va pvidcoete To Mounjaro

[epreydueva tng cvokevaciog Kot AOITES TANPOPOPIES

SUnh PN =

1. Th givar To Mounjaro kot oo, givar 1) (prien Tov

To Mounjaro mepiéyet pia dpactikn ovaia wov ovopdaletar Tiplemation Kot yxpnoiponoteitol yo tny
OVTILETOTIOT EVNAIKOV L cakyap®don dtofrtn tomov 2. To Mounjaro peidvel to, eminedo, yYALKOLng
GTOV OPYOVIGUO LOVO OTAV TO EMIMED OLTE vl LYNAGL.

To Mounjaro yprnoiomoteitor eniong yia tn Oepaneio evnAikmv pe mayvoapkio 1 vrepPdiiov Bépog
(ne AMX tovddyiotov 27 kg/m?). To Mounjaro emnpedlet t pOOuion g Opeéng, to onoio umopei va
cag fondnoetl 610 va TpOTE AYOTEPO PAYNTO KOl VO LELDCETE TO COUOTIKO GOG BApOC.

210 Pty TOIOV 2, To Mounjaro ¥pNGULOTOLEITOL:

- ¢ povobepamneio, dtav dev pmopeite vo AdPete pet@oppivn (§va GALO QAPLLOKO Yo TOV
dwafrn).

- 2 ouVOLOoUO UE AAAD PAPHLOKE, Y10 TOV O1aPN TN, OTOV JEV ETAPKOVV Y10, TOV EAEYYO TOV
eMmEdV YAVKOING 670 aipa Goc. Avtd Tor GAAL PAPUOKE LTOPEL VOL EIVOIL PAPLLOKO TTOV
Aappdvovtor amd To oTOU /Kot VGOLALVY TOL Yopnyeital pe Eveon.
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To Mounjaro ypnoHOTOlEITOL EMIONG G GUVIVAGHO LIE SLATPOPT KOl ACKTGT| Y10 TNV OTADOAELN

oOUATIKOV Bapovg kat yia va fondnoet ot dtathipnon tov Bapove vd EAeyy0 G€ EVAIKES, Ol 00101

&yovv:

- AMZX 30 kg/m? 1] peyaAdtepo (mayvoopkio) M

- AMZX tovAdyiotov 27 kg/m? aAld yauniotepo and 30 kg/m? (vrepPdiiov fapoc) kol tpofAnuata
vyeiag mov oyetiCovral pe 1o Bapog (6mwg Tpodafritng, StafrTng THmov 2, VYNATY aPTNPLOKY
mieon, U PLOLOAOYIKA EMIMESN MADV GTO QLo OVOTVELOTIKA TPOPANUOTO KOTA T SIAPKELN TOV
VIVOL OV OVOUALOVTOL «OTOPPOKTIKN VIVIKN GTVoloy 1 16TOPIKO KAPILOKNG TPOGBOANG,
EYKEQOAKOV 1 TPOPANUATO ALLOPOPOV OYYEI®V)

O AMZX (Agiktng Mélog Xopatog) eivat Eva p€tpo Tov Papovg oag e oyéon e To HYOG Gag.

e ao0eveig pe amo@pakTikn vVIVIKY dnvold (AY A) kou mayvoapkio, To Mounjaro pmopel va
ypnooromnbel pe M ywpig Oepameio Oetikng nicong aepaywnynv (PAP).

Eivar onuavtikd va cuveyicete va akolovbeite Tic cupPfoviéc mov cog Exovv dobel oyeTikd pe ™)
SL0TPOOT KoL TNV AoKN G amd TOV Y10TpO, TOV VOGOKOLO 1) TOV (POPUOKOTOL0 GO,

2. T péner va yvopilete mpy ypnoponounicete To Mounjaro

Mn ypnowpononicete To Mounjaro
- og nepimtoon aAiepylog otny Tiplemation 1 6€ 0OTOOIMTOTE AAAO OO TO GLGTATIKA AVTOD TOL
QopUAKOoV (AVOPEPOVTOL OTNV TAPAYPAPO 6).

IIposgidomoun|oelg kKo TPOPLAGEELG

AmevBuvieite oTov Y10Tpd, TOV VOGOKOLO 1] TOV POPUAKOTOLO GOG TPLV YPTCLLOTOGETE TO Mounjaro

G€ TEPIMTOON TTOV:

- €xete coPfopd TPOPANUOTO LE TNV TEYT TOV TPOPAOV 1 OL TPOPEG TOPAUEVOVY GTO GTOUAYL GOG
YOl TEPLGGOTEPO YPOVO OO TO PUGLOAOYIKO (GLUTEPTAOULPOVOUEVIC TG GOPapTg
YOGTPOTAPEST|G).

- glyate TOPOVCIAGEL KOTA TO ToPpeAOOV Taykpeatitidn (PAEYUOVY TOV TOYKPENTOC, 1) OTTOIN
propel va TPOKOAEGEL £VTOVO TOVO GTO GTOUAYL Kot TNV TAATY OV dEV VILOYWPET).

- €xete TpOPANUa pe T pdtia cog (dafntiky apeipAnotpoctdonddeia 1 oidnua @ypac KNALdAG).

- AapBdvete po, covApovurovpia (Eva GALO PAPLOKO Yio TOV d1afTN) 1 VOOVAIVY Y1 TOV
Sdwafrtn cog, kabmg umopel va eupavicete yopnid enxinedo yAvkoing aipatog (vroyAlvkaipia).
O y10tpdc oo pmopel va ypetaotel va aAAAEEL T 00T AVTOV TOV AAADV QOPUAK®OV TOV
Aappdvete yia va petmbet ovtdg o kivovvoe,.

Koazd v évapén g Bepamneiog pe o Mounjaro, 6€ OpIGUEVEG TEPUTTMOGELS UTOPEL VOL ELPAVIGETE
ATOAELL VYPAOV/ APLOATOOT, TT.Y. AOY® gLETOV, VavTiag 1)/Kot dtéppotag, Tov Uropel va 00Ny oEL G
UELOUEVT veQPIKT| Agrtovpyia. Eival onuovtiko va amopuyete TNV dpuddTt®oT HECH TNG KATAVAAWDGONG
TOAADV VYPOV. ETKOWVWOVIGETE IE TOV Y1ATPO GOG EAV EYETE EPOTNCELG 1] OVIOLYIES.

Edv yvopilete 6Tt mpokettar vo vtoPAndeite o yepovpykn enépfaocn pe avarsbnocio (Vvog),
EVNUEPMOOTE TOV Y1TPO oag OTL TalipveTe To Mounjaro.

oo kon £énpor
To @appaxo avtd dev Ba mpémet va, yopnyeital o€ Toudid kol eprifovg niikiog kdtw Tov 18 e1dv,
KaBmg devigyel peretndel o€ VT TNV NAKLOKT OLLAdQL.

AlNo. @appoke kor Mounjaro

Evnuepmote Tov yiotpd, T0V VOGOKOUO 1) TOV QOPLOKOTOLO GG EGV YPNOLLOTOLEITE, £XETE TPOCPATA
YPNOUOTOUOEL 1] LITOPEL VAL YPTCLUOTOCETE AALD (AP LLAKAL.
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Kinon

Edv elote éyxvog, vopilete o1 pumopel va glote €ykvoc 1} oyedtdlete va amokTnoeTe moudi, (nToTe )
GLUPBOVAN TOL Y1OTPOD GG TPV TAPETE AVTO TO PApuako. To eappako avtd dev Ba Tpémel va
YPTCULOTOLEITAL KAT T1) SLAPKELD TNG EYKVHOGUVG, KOOMG 01 EXIPACELG ALTOV TOV PAPUAKOL GE Eva
ayévvnto Tondi dev givor yvaootés. Katd cuvéneia, GuvioTatal va Yp1CLLOTOLELTE AVTICVAANYM Yo 6GO
SldoTnpa TOipVETE VTO TO PAPLLOKO.

Onioopdg

Agyv gival yvooto gbv 1 tiplenation mepvd oto untpikd yora. O kivdvuvog ota veoyévvnta/Ppéoen dev
umopel va amokAelotel. Eqv Onialete | mpoypappatilete va Onidoete, cul{ntiote e Tov yloTpd 6og
TPV YPNOYOTOMGETE aVTO TO PApuako. Eceig kat o yiotpog cag Oa mpénel va omopacicete edv Oa
TPENEL VO, OTAPATHCETE TOV InAacuod 1 vo kabvatepioete T ypnon tov Mounjaro.

001yN 01 Ko YEPLOROS PN AV LATOV

Eivar pédhov amibovo outd 10 pApLOKO Vo, ETNPEAGEL TNV IKAVOTNTO GOG VO, 00NYEITE Ko VoL
yewpileote unyoaviuoto. QotdG0, v XPNCLLOTOGETE T0 Mounjaro 6e GuvoLOCUO UE
coVvAQOVVAOLPIia 1 VGOVLAIVT, EVOE ETAL VO EpPavVIcETE YaUNAd emineda YALKOING aipoTog
(voyAvKoupio) ToV UITOPEL VO LELDGOLV TNV TKAVOTNTO CLUYKEVTPMOONC. ATOQEVYETE TNV 0ONYNOoN 7
TOV YEPIOUO UnNyovnudtov edv epeavilete onpeio yaunAov enmédoy yYAvkOInG aipotog, m.y.
TOVOKEPALO, voBpdtnTa, advvapia, (dAn, aicOnua neivag, oOyyvon, evepebiototnra, Yp1iyopo
KapdloKo Todpd Kot epidpmon (BA. mapdypago 4). BAéne napdypaeo 2, «IIpogidomomoelg Kot
TPOPLAAEELSY, Y10 TANPOPOPIEG GYETIKG, e TOV AENUEVO KIVOLVO EUPAVIOTS YOUUNADY ETLTESDV
yAvk6ing aipatoc. AtevBuvleite oTov YloTpO GOG Y10 TEPICTOTEPEG TANPOPOPIES.

To Mounjaro wepiéyel vaTpro

To eappaxo avtd mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd 666n, ival avtd Tov
ovopdlovpe «erebBepo vatpiovy.

3. og va ypnoiporoucete To Mounjaro

[Tavtote va ypNOYLOTOLELTE TO PAPLOKO AVTO AVGTNPE GOUPOVO, LE TIC 0ONYIES TOV YLOTPOV 1 TOL
Qopurakomolod cog. Eav éxete appiPoliec oxetikd e Tov TpOTO ¥PNoNG TOL PUPUAKOD aVTOD,

pPOTNGTE TOV YTPO 1) TOV POPLOKOTOLd GO,

IMow mocotTTO OO TPEMEL VO Y prioLROTOLELITE

o H d60m évapéng eivan 2,5 mg pio popd tnv efdopdda yio técoepic efdouddes. Metd amd Tig
té60ep1g efOopades, o YaTpog oag Ba avénocet ) 06on cag oe S mg pia popd v efdopdoa.
. O y10tpdcg oag umopel va awénoer t do6om cog pe Prnota Tov 2,5 mg oe 7,5 mg, 10 mg,

12,5 mg 7 15 mg pia gopd trv-€Bdopdda, edv to ypetdleote. Xe kdOe nepintmon, o yroTpdg
cag 0o oag mEL Vo TOPAUEIVETE G L0 GLYKEKPLUEVT] 00GT] Yio TOLAGYLeTOV 4 EBSoUddeg TPV
MEPACETE GE LYNAITEPT OOCT.

Mnv aAldlete T 060N OWG, EKTOG EAV GOG TO £XEL TTEL O YIATPOS GOC.

Kda0e svokevn tomov mévag mepiéyet pio d6om tov Mounjaro 2,5 mgn Smgn 7,5 mgn 10 mg 1,
12,5 mgn 15 mg.

Emoyn ™e opag ypiong tov Mounjaro

Mmnopgite vo ¥pNGILOTOLEITE TN GVOKELT TOTOL TEVAG OTOLAONTOTE MPO TNG NUEPAS, Lall pe o
yebpota 1 Oyl o TPEMEL VoL TO YpMoIpoToleite Ty 0w nuépa kabe efdopdda, edv givar epikto. [a
vo uropeite va, Bupdote mote va ypnoponoieite o Mounjaro, icmg va 0EXeTe va onUELOGETE TNV
nuépa g eRdouddag katd TV omoio Ba KAveTe TNV £vEoN TNE TPDOTNG 0OGNC GTO KOVTI OV TEPIEYEL
T GUGKELT] TUTOL TTEVOG 1) € EVOL NLEPOADYIO.
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Edv eivar amapaitnto, propeite va odddEete v nuépa ¢ efdopadiaing Eveong tov Mounjaro, apkel
va £YouV LecOAUPNGEL TOVAYIGTOV 3 NUEPES amd TNV TEAEVTAi0 EvEST GOC. META TNV EMAOYT LLOG
VEOG NUEPAG YOPTYNOTNG TNS d0c0A0YiaG, cuveyioTe Le yopnynon pia popd v efdoudda ™ véa
eketvn nuépa.

IIog va kavere v éveon Tov Mounjaro

To Mounjaro yopnyeitor pe £€vEoT KAT® amd To SEPO (VTOAOPLO EVECT)) GTNV TEPLOYT| TOV GTOUAYOV
(KooK TTEPLOYN) TOVAGYLGTOV 5 EKATOGTA OT0 TOV OUPUAD 1| GTO AV® UEPOG TOV TOd10V (UNPOC) 1
otov v Bpayiovd coc. Mmopel va ypelacteite tn fondeia kdmotov aAlov edv BEAeTE VO KAVETE TNV
éveon otov ave PBpoyiovd cog.

Edv 0éhete va kbvete €0gig TNV £vEOT, UTOPEITE VO YPNCIUOTOLEITE TNV 1010 TEPLOYN TOL CAOUAUTOS GG
Ké0e efoopdda. AALG PpovtioTe va emMAEYETE S1OPOPETIKO onpeio Eveong o€ avtn TV meployn. Edv
KAveTe EMIONG £VEGT IVGOLAIVIG, EMAEYETE dlaPOPETIKT BEOT Y100 EKEIV TNV €VeEoT).

Awpaote Tpocektikd Tig «Odnyieg Xpnone» yio T GLGKELT TOTOV TEVAG TPLV YPTCULOTOUGETE TO
Mounjaro.

"Eleyyog TV eEMEd®V YAVKOINS aipotog

Edv ypnowomnoteite to Mounjaro pali pe GovApovolovpia 1 VGOLALVY, EIVOL CTLOVTIKO VO EAEYYETE
TaL EMmESA YALVKOING aipaTog COLP®VA LE TIG 0OMYIES TOV YITPOV, TOL VOGOKAOLOV 1] TOL
Qapuokomolod cog (PAéne mapdypago 2, «IIpoeldonomoelg kot TPoPVAGEELSY).

Eav ypnowponouioete peyarvrepn 66on Mounjaro amé Ty Kavoviki

Edv ypnowonomoete peyorlvtepn d6om Mounjaro amd tnv kavovikr, 0o mpénel vo ansvbuvieite
apécmg oTov Y1oTpd 60G. YrepPorikn mocdHTNTA OO VTO TO PAPUAKO UTOPEL VO, EYEL MG ATOTEAEGLLA
YOUNAG emineda yAvkoing aipotog (voylvkopio) kot propet va 6og TpoKaAEGEL TAoN TPOG EUETO N
éuerto.

Edv Egyaoete va ypnopononicete To Mounjaro

Edv Eeydoete va kdvete Tnv éveon pag 600mg Kot

o €xovv mapérOet 4 N MyoTepes Nuépes and v nuépa Tov Ba Enpene Vo EYETE XPTCLLOTOUCEL
T0 Mounjaro, ¥pNGIUOTOMNGTE TO AUESHOC HOALG TO BuunBeite. Kavte tnv éveon tng emduevng
300G GO KAVOVIKA TNV TPOYPOLUUATIGUEVT] NUEPQ.

. Edv épovv mapédbel meproodTepes amo 4 nuépeg amod v nuépa mov Bu Empene vo ExeTe
ypnoonomcel o Mounjaro, mapoieiyte ) 66on mov Egyxdcate. Kavte v éveon g
EMOUEVNC OOOTG GOG KAVOVIKA TNV TPOYPULUATICUEVT TLEPQL.

Mnyv mapete SmAn 666m Yo va avorAnpacete Tt 0don mov Egydoate. O eldyiotog ypdvog petald ovo
docemv Oa mpémel va glvar TovAdy1oTOV-3 NUEPES.

Edv ctopoaticere va ypnoiponoteite to Mounjaro

Mn oTopaTioETE VO Ypnoiplonoleite To Mounjaro ympig va JUACETE e ToV Y1oTpo cag. Edv
OTOLOTNOETE VA Ypnoilonmoleite To Mounjaro, kot £yete dtofntn THmOL 2, To emineda YAVKOLNG 6T0
aipo cog uropei va ové&ndoiv.

Edv éxete meprocdTEpEG EPOTNCELG GYETIKA LLE TT) YPTOT AVTOV TOL PAPUAKOV, POTHOTE TOV Y1ATPO,
TOV VOGOKOLO 1 TOV POPLOKOTOL0 GOC.

4. MBavéig avemOBOuNTES EVEPYELEG

Onwg dha ta eapuroka, £T61 Kol aVTO TO QAPUOKO LITOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEC, AV

Kol Ogv Tapovcldlovtal 6 OAOLG TOVG AVOPMOTOLG,.
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Yopapég avemOBOUNTES EVEPYELEG

Oyt ovyvég (umopel va ennpedoovy £og kKot 1 ota 100 dtopa)

- D)Leypovn oto maykpeog (o&gia maykpeotition) Tov Ho PTopovGE Vo TPOKOAEGEL EVTOVO TOVO
GTO GTOLAYL Kot TNV TAATN TTov dev vtoympel. Oa mpénel va emiokepOeite apésme Evay yatpd
€0V TOPOVGIACETE TETOL0 CLUTTAOLLATA.

2ravies (unopel va emnpedoovy émg kot 1 ota 1.000 dropa)

- YoBapég aAlepykég avTIOPACELS (TT.Y. AVAPLAAKTIKY avTidpao, ayyerooidnua). Ilpénet va
AGPete queon wTpikn fondeta Kot va, eVUEPDCETE TOV YIATPO COG EAV AVTIUETOTIGETE
GUUTTAOLOTO OTOC OVOTVEVGTIKA TPOPATHATA, YPNYOPO TPNEO TOV YEMDVY, TNE YADOCCOG
/Kot Tov Ad1pov pe SVGKOAD GTNV KOTATOGT KOl YPTYOPO KAPIAKO TOAUO.

AdLeg avEMOVUNTES EVEPYELEG

11029 ovyvég (umopel va emmpedoovy meplocotepa amd 1 ata 10 dtopa)

- Téomn mpog éueto (vovtio)

- Aldppota

- Zropaykdg (Kotokdg) Tovog avaeépetal o€ acbeveig mov Aapfdavovv Bepomeio yio
dwyeipion Pépovg

- AtoOnuo vavtiog (épetog) avoaeépetat o acbeveig mov AauPavovy Bepameio yio T dlaysipion
papovg

- Avcrototta avoeépetot o aoheveig mov Aapfavovy Bepaneio yio T dwyeipion Papovg

AvTtég o avemBounteg evépyeleg dev eivar cuvnbmg coPapéc. H vavtia, 1 d1dppota kot 0 EUETOC
epupaviCovtol cuyvotepa KATA TNV TPMOTN XPNoT NG Tiplemationg oAAG HEIDVOVTOL LLE TNV TAPOSO TOV
1POVOL GTOVE TEPIoGOTEPOVG BGOEVEIC.

- Ta yopunia erineda yAvkolng aipotog (vmoylvkoio) givar moAd cuyvd dtav 1 tiplemation
YPTCLLOTOLEITAL GE GUVOVAGHO LE PAPLOKO TTOV TEPIEXOVY GOVAPOVVUAOVPIN 1)/KOL IVGOLAIVT).
Edv maipvete o covipovuiovpio 1 tvoovdivn yia dtafntn tomov 2, 1 d66m umopel va
ypelotel va petwbel katd ™ dibpketa g xpnong g tplemationg (Préne mapdypago 2,
«IIpogdomomoelg kot TPoPLAGEELS»). Ta cuurTOUATO TOV YOPNADY ETTEd®V YAVKOING
aipartog puwopel vo meptapfdvouy movoképaro, vobpotta, advvauia, (aAn, aictnua teivog,
oVYYVOT], EVEPENTTOTNTA, YPIYOPO KOPILOKO TaAUS Kot Epidpwor. O yiatpog cag Oa Tpénet va
GOG EVIUEPMGEL GYETIKA LLE TO TMG VO OVTIHETOTICETE TA YapNAL enimeda yAvkoing aipatog.

Zoyvég (umopei va emmpedoovy Emg Kot 1 ota 10 dropa)

- XopnAd erinedo yYAvkoing aipatog (voylvkopio) otov 1 tiplemation ypnolponoleitol yio
Stafritn THmov 2 g GLVOVAGLE TOGO LE PETPOPUIVI OGO KOl e EVOV OVOCTOAEN TOV
GUUUETOQOPED, VOTPiov-YAVKOING 2 (éva dAXO dpuoKo yio Tov dlapnTn)

- Alepyucn avtidpaon (vrepevaicincia) (w.y. e£avOnua, kvnopdc kot Eklepa)

- Z&dn avapépetar og acheveig mov Aapfdavovv Bepaneia yia dwyeipion Pépovg

- XounAn aptnplokn-wieon avapépetar o€ acbeveig mov Aapupavouv Bepaneia yio dwoyeipion
Bapovg

- Mewopévo aicOnua neivag (newwpévn 0petn) avapépetar oe acbeveic mov Aappdvovv Bepaneia
yia dta i tomov 2

- Yropayikog (Kothokdg) Tovog avaeépeton o aobeveic mov Aapfdavovy Bepameio yio dtaffmmm
Tomov 2

- AtcOnua vavtiog (€petoc) avagpépetal oe aobeveic mov Aappdvovv Bepameia yio dStapnn
TOTOV 2 — awTd CLVNOMG PEIDVETAL LE TNV TTAPOOO TOL YPOVOL

- Avokolio otnv méyn (dvomeyia)

- Avokotmdtto avagpépetal o aobeveic Tov Aapupdvovv Bepameio yio dtafntn tHmov 2

- dovoKmpo 6To GTOUAYL

- Peyipata (epuyéc)
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- Aépla (LeTeE®PIOUAC)

- TToAwdpounon M aicON e KaVooL (YVOOTH ETIONG KOl MG YUGTPOOICOPOYIKY| TOAVOPOUNOT) -
I'OII) — o vé60g oL TPOKAAEITOL OO TNV TOAVOPOUNGT] TV YUCTPIK®Y 0EEMV TOV
avefaivouv 6Tov AV amd TO GTOUAYL TPOG TO GTOUO GOG

- AmoAielo LoAM®V avaeépeTol o acbeveig Tov AapPavovy Bepameia yio dtoyeipion Bdpovg

- AicOnpa koTmong

- Avtidpacelg otn Béon éveong (.. Kvnopog n epubpotnra)

- AvEnpévog KopdtaKdg TOAIOC

- AvEnuéva enineda maykpeoTikdv eviOpmv (60mmwg N Amdon Kot 1 apvAdon) 6To oipa

- AvEnuéva enineda kaAoitovivng oto aipa o€ acbeveic mov Aappdvovv Bepameia yio
dwyeipion Bapovg.

Oyt ovyvég (umopet va ennpedoovy £mog kKot 1 ota 100 dtopa)

- XopnAd eminedo yYAvkOIng aipotog (voylvkopio) 6tov 1 Tiplemation ypnoonolEiToL o8
GLUVOLOCUO UE HETPOPUIVY Yia StafrTn TOmo 2

- [Tétpeg ot yoAn

- DLreypovi TS xoAndOYoL KVOTNG

- AndAelo copatikod Bapovg avapépetal o€ acbeveic mov Aapupdvovy Oepameia yio Stoprn
Tomov 2

- [T6vog ot Béom éveong

- AvEnuéva enimeda kaAcitovivng oto aipa o€ acleveic mov Aappdvouvv Bepaneia yio Stapntn
TOomov 2 1y AYA pe moyvoapkio

- Alhayn oty aictnon g yebong

- Aldayn| otV aicOnon Tov d€ppaTog

- Koabvotépnon oty kévmon Tov GToudyov

Ava@opd avemBOunTOV gvepyELOV

Edév mopatmpnoete kKamowo avemBOuntn evépyela, EVNLEPADGTE TOV YLOTPO, TOV VOGOKOUO 1] TOV
(QOPUOKOTOL0 GOG. AVTO GYVEL KOt Yo KAOe Thav avemBountn evEPYELD TOL OEV OVOPEPETOL GTO
TapOV OUAAO 00T YLDV Yprionc. Mmopeite emiong va avagépete avemBounteg evépyeleg amevbeiog,
HEC® TOV €6VIKOD GUOTNUATOG AVOPOPAS OV avaypapetat 6To [apdptua V. Mécm g avapopdg
OVETBOUNTWOV EVEPYEIDV UTOPELTE VO fonBNGETE 6T GLAAOYN TEPICCOTEPMV TANPOPOPIDV CYETIKE LIE
TNV AGQAIAELD TOL TAPOVTOG PAPLLAKOV.

5. IIog va pvridecete To Mounjaro

To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TOl TOdLA.
Na pn ypnoiponoteite avtd 10 PAPUOKO LETA TNV Nuepounvic ANENG TOL avapEPETAL TNV
EMONUAVOT TNG GVGKELNC TOTOL TTEVOS Kot 610 Kouti petd t AHEH. H nuepounvia AMéng eivarn

TEAEVLTOIO NUEPO TOL UIVOL TTOV. VOPEPETOL EKEL.

dvidocoete og yoyeio (2° C = 8° C). Mnv katoayidyete. Edv n cvokevn thnov mévag xetl katayvydei,
MHN TH XPHXIMOIIOIHZETE.

DdvAdooete 6NV AP)IKN] CLOKEVAGIO Y10, VO TPOGTATEVETAL OO TO PG,

To Mounjaroe pmopei va dtatnpn0ei ektog yoyeiov yio £mg kot 21 nuépeg abpoiotikd o Bepuokpacio.
yopnAotepn tv 30° C Kot 6T GUVEXELD 1] GUCKELT TOTOL TTEVAG TPEMEL VoL amoppLpOet.

Now 11 (p1OLHOTOMGETE AVTO TO PAPLLOKO EAV TAPOTNPNCETE OTL 1] GLCKEVT] TUTOL TEVAG EXEL VITOCTEL
@Bopd M 61 TO PEApUOKO Eivar BOLO, OTOYPOUATIGUEVO 1| TEPLEYEL COUATION.
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Mnv metdite @APUAKA GTO VEPD TNG OMOYETELONG N OTA OKLOK(A amoppitpoata. Potiote tov
QOPLOKOTOLO GOC YOl TO TS VO TETAEETE TOL PAPLLOKO TTOV OEV YpNoLHomToteite mo. Avtd To pétpa Ba
BonBnoovv oty Tpoctacia Tov mepPdiiovtog.

6. Ilepreydpeva TG GVGKEVLUGINS KUl AOUTES TANPOPOPIES

T epréyel o Mounjaro
H dpactikn ovoia givar ) tiplemation.
- Mounjaro 2,5 mg: Kabe mpoyelicévn cuokeun TOTOL TEVOS TEPLEYEL 2,5 mg Tiplenation o€
0,5 ml dredvparog (5 mg/ml).
- Mounjaro 5 mg: KdBe npoyeicpévn cuckevn tomov mévag mepiéyetl S mg tiplenation og 0,5 ml
dwdvpatog (10 mg/ml).
- Mounjaro 7,5 mg: KaBe mpoyeicuévn cuokeun TOTOL TEVOS TEPLEYEL 7,5 mg Tiplenation o€
0,5 ml drodvoparog (15 mg/ml).
- Mounjaro 10 mg: Kabe mpoyepicpévn cuokevn tomov mévog neptéyel 10 mg tiplenarion oe
0,5 ml dwoAvpotog (20 mg/ml).
- Mounjaro 12,5 mg: Kd&Be npoyepiopuévn cvokevn tomov mévag mepiéyet 12,5 mg tiplemotion oe
0,5 ml dredvopatog (25 mg/ml).
- Mounjaro 15 mg: Kd&Be mpoyepicpévn cuokevn tomov névag nepiéyetl 15 mg tiplenation oe
0,5 ml dreivpartog (30 mg/ml).

Ta dAAa cvuotatikd givar Svatpro pooeopkd 6&vo entabdpikd (E339), vétpio yAwplovyo, vatpiov
vopo&eidio (PAéne mapdypopo 2, dapio «To Mounjaro mepiéyel vaTplo» yio mePIocOTEPES
TANPOPOPIES), TLKVO VIPOYADPIKO 0ED Kol VOWP Y10 EVEGTUOL.

Epg@évion Tovo Mounjaro Kol TEpLeYOIeva TG GCVGKEVOGING

To Mounjaro givat €va S1avYEg, dypmuo g EAaPPA KITPVo EVEGILO OIAAVILO GE TPOYEUICLEVT
GUGKELY] TOTTOL TTEVOG,.

H mpoyepiopévn cvokeun tomov mévag €xet pua kpuen Peddva mov Ba sroayBel avtdpoTa 610 PO
otav meotel To TANKTPO £veons. H Peldva Ba voymprioel 6To ecmTEPIKO TNG TPOYEUGUEVNS
GLOKELNG TOTOL TTEVOG OTAV M £VEGT] OAOKATNp@OEL.

Kda0e mpoyepucpévn cuokeun tomov névog meptéyet 0,5 ml dtaAdpotog.

H mpoyepiopévn cvokeun| tonov mévag mpoopiletot yia pio povo ypron.

Yvokevaociec Tov 2, 4 ] tohvcvokevacia Tov 12 (3 cuckevacieg TV 4) TPOYEUIGUEVOV CUGKEVDV
TOTOV MEVAG. M7opel va, v KVKAOQOPOLY OAEG Ol GUGKEVAGIES GTN YDPO GOC.

Karoyog Adcrag Kvkiopopiag
Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, O Aavdic.

Hopookevaoti|g
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, I'oAAio

I"a omoladmoTe TANPOPOPIL GYETIKA LLE TO TOPOV PAPULOKEVTIKO TPOIOV, TAPAKAAEIGTE VO
amevBuvleite otov TomKd aviupdsmTo Tov Katdyov g Adstoc Kukiopopiag:

Belgique/Belgié/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Lietuva

Tel/Tel: +32-(0)2 548 84 84 Tel. +370 (5) 2649600
bbarapus Luxembourg/Luxemburg
TIH "Enu JIunu Henepnaun" b.B. - Bearapus Eli Lilly Benelux S.A./N.V.
Ten. + 359 2 491 41 40 Tél/Tel: + 32-(0)2 548 84 84
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Ceska republika
ELILILLY CR, s.r.o.
Tel: + 420 234 664 111

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

E)ALGoa
OAPMAXEPB-AIAAY A.EB.E.
TnA: +30 210 629 4600

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

France
Lilly France
Tel: +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

Kvbmpog
Phadisco Ltd
TnA: +357 22 715000

Latvija

Eli Lilly (Suisse) S.A Parstavnieciba Latvija

Tel: +371 67364000

Magyarorszag
Lilly Hungaria Kft.
Tel: + 36 1 328 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 20609 1270

Polska
Eli Lilly Polska Sp. z o.0.
Tel: +48 22 440 33 00

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

Roménia
Eli Lilly Roméania 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: +421220 663 111

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

Sverige
Eli Lilly Sweden AB
Tel: + 46-(0) 8 7378800

To mapév ¢vALo 00N IOV YpfioNS avadempOnKe Yo TELEVTALIN POPA OTIS
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Addeg TNYEG TANPOPOPLOV

Aemntopepeic TANpoopieg Yio T0 pAproKo avtd eival dtabéoipeg 6Tov dikTvakd TOTO ToL Evpmmaikon
Opyaviopov @apudxmv: http:// www.ema.europa.eu
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Odnyieg ypriong

Mounjaro 2,5 mg £véc1po O1GAVIA GE TPOYEULGUEVT] GUOKEDT] TOTOV TEVOG
Mounjaro S mg €vécio S1GAVPA OE TPOYEPIGUEVT] GUGKEDT] TUTOV TEVAS
Mounjaro 7,5 mg €vEécipo S1GAVIO. GE TPOYEULOUEVT] GUGKELT] TOTOV TEVOG
Mounjaro 10 mg gvéoio 1GAvp0 6€ TPOYEUOUEVT] GVGKELY] TOTOV TEVAG
Mounjaro 12,5 mg gvécio S1GAVU0 OE TPOYERIGUEVI] GUGKEDT] TUTOV TEVAS
Mounjaro 15 mg evéGLlo OLGAV IO, GE TPOYEULGUEVT] GUGKEDT] TOTOV TEVUG
Tiplemation

Inpovtikég TAnpoopisg mov 0a mpémel va yvopilete Tpv kKavete TV £veon Tov Mounjaro.

AP alete mPOoEKTIKA QVTESG TIS 00MYIES Y PNONS KAl TO GUAAO 00N VLMV Yp1ioNS TPV
APNOLUOTON|GETE TNV TPOYEMGUEVY] GVGKEVT TUTTOV TTEVAGS (TEva) Tov Mounjaro ka0s popad
7oV maipveTe pa véa TEva. Mropei va vapyovv véeg mAnpopopiec. Ot mAnpopopieg avTég dev
UTOPOVV VO, DVTTOKATAGTHGOVY TN GLLNTNGT LE TOV Y1ATPO, TOV VOGOKOWO 1] TOV QUPIOKOTOL0 GO
OYETIKA LE TNV WTplkn Tabnon cag N T Bepansio cog.

MUMGTE UE TOV Y10TPO, TOV VOGOKOUO 1) TOV QOPUOKOTOL0 GO GYETIKG [LE TOV 6MGTO TPOTO
YopNynong g éveong tov Mounjaro.

To Mounjaro givol o, TPoyEUIGUEVT] GLCKELT TOTTOL TTEVOC Uiog dOONG.

H méva éyxetl o kpoen Perdva tov o elcoybel avTopaTa 6TO dEPUO. GG OTOV TLECTEL TO
mAnKtpo éveong. H Peddva Oa voywproel 6To £00TEPIKO TNG TEVAS, OTOV 1) £vEON
oAoKANpmOEL.

To Mounjaro ypnoiwponoteitar 1 popd kdbe efoopddoa.

H éveon Ba mpémnet va yopmyeital povo Katw amd to déppa (VTodopPimg).

Eoeig 1 kdmolo dAlo dtopo propeite vo KAveTe TV £veoT) 6T0 GTopd)L (KOTAMOKY| TEPLoYN),
TO VO PUEPOG TOV KAT® GKpov (UNPAc) 1 Tov v Ppayiovd cog.

Mropei va, ypelacteite T fondela kamolov dALov, eGv BELETE VO KAVETE TNV EVECT] GTOV
avo Ppaylova cog.
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0onyog £apTNUATOV GLOKEVTG

R s Vo

AaxtOAog KAEWOMUOTOG
| i JT Agiktng
bt Kheidopa
' Eexheidopa
Ddépuaxo
Béion kot
Gxpo -
Perovag Aowync Béon
v I'kpt Kokt

Bdong

Ipoetopacia yia tnv £veon Tov Mounjaro
A@upéote TNV TEVO, 0o TO YLYELD.

Mnyv agaipeite to yKpt Komakt fdong Emg 6tov Ba giote £ToHog(-1) VO KAVETE TNV £VEon.

= 2
EAéyEte v eTikéTa TG

mévag ywo va feParmbeite 6Tt
£€YETE TO COGTO PAPLOKO KOt

TN 6®oTn 6601, KafdC Kot
OTL dev €xel mopEABeL 1 Huepopmvia 4®
nuepopnvio ANéng tov. ANENG

EmBsopiote Vv néva yo &
va BePorwdeite o1 dgv

TapoLvotalel Kamota PAAPT.

Beoawwbeite 6t1 10 pdppoko:

* dev &yel katayvyDel * givat dypopo £0g EMaPPOC KiTpvo
* dev givor BoAd * dev mEPIEYEL COUATIOW

Mvvete ta yépro cog.

202



Emié€te ™ 0éon ™G £veong

O y10tpog, 0 VOGOKOLOG 1} O POPLOKOTTOL0G G0 UTopEl va cag Pondncet va emiélete n O€om
€VEONC TTOV €lval KAADTEPT] Y10 EGAC.

Eoeig 1 kdmo1o dALo dtopo Pmopeite vo KAVETE TNV £VEGT TOV (OPLAKO
6T0 GTOLAYL (KOWMOKT TTEPLOYN) TOVAGYIOTOV 5 EKATOGTH A0 TOV OLLPOAO 1|

o TOV LUNpo GOC.

Kdamoto dAlo dtopo umopet va cog kévetl tny éveon otnv omictia TAsvpd
TOV Qv Ppoyiova cag.

AANGleTe (evolddooete) T BEom g Eveong Kabe efoopdada.

Mmropeite vo Yp1OLOTOCETE TNV 1d10 TEPLOYT] TOLV COUOTOC GOG, OAAY LNV
nmapoareiyete va emALEete Lo dStaupopetikn BEom Eveong og ekelvn v
mEPLOYN.

Brjua 1 A@upéoTe TO YKPL KaTdkL faong
Befoiwbeite 0T1 1| Téva ivarl kKAEWO®pE.
-
My Eekheldmaoete TV mEVO, E0G OTOL TOTOBETNOETE TN
"““ﬂ dtowyn Paon Tave 6To dEPUN GOG Kot EIGTE £TOLHog(-1)
VoL KAVETE TNV EVEOT).

|
\'L AQuipéoTe TO YKL KamaKL Baong pe pio kivnon kot
U ] METAETE TO.
Txpr
b

Komaky Mnv tomofetnoeTe Kot TAAL TO YKPL KOTTAKL fACNG 0T

Paomg 0éom 1oV — KATL T€T010 B0 LITOPOVGE VO TPOKAAEGEL
PAGPN ot Perdva.
Mnyv ayyi&ete ) Berova.

Tomo0eToTE T dLvYN) Pdon TAVE 6TO dEPNO CUG KL GTY| GUVELELN

Biipo.2 EeKAEWDDOTE TNV TV
Tomo0eT)oTE TN S1oawyn Pdon enineda v oo dépa cag ot BEon
™mg €veoTs.
1 ==
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EEKAEODGTE TEPLOTPEPOVTAG TOV dOKTUALO KAELODOTOC,

Bua 3  IMiéote kol kKpoToTe TOTNREVO TO TAMKTPO Yo £m¢ Kan 10 dgvTeporenTa

Miéote ko1 KPATHOTE TATNUEVO TO LOP TANKTPO £VEONG.

AxovTe Yo
= i) * [Ipmto Kk =1 éveon €xel Eekvnoet
* Agltepo KMK =1 éveon £xel oOLoKANpmOel

Ba yvopilete 6TL 1 £veon oag £xel oAoKANpwOel dtav To yipl EUPoro
glva opato.

I'epr

‘Eppoiro
Metd v éveon cag, TOTOOETAGTE TN YPNCILOTOMUEVT TTEVO. OE EVOV

MEPLEKTT OTOPPLYNG Y10 LY UN PG avTIKEILEVOL.

Amoppryn TG PN GLHOTOMPEVIG
TEVOG GOG

. Amoppiyte v méva cg Evav
€101KO TEPLEKTT AmOPPIYNG Y10l Ot uUnpd
OVTIKEILEVA 1] COUP®VA LLE TIG 00NYieg .

TOV Y10TPOV, TOL VOGOKOLOV 1] TOV b »
QOPULOKOTO0V Gag. Mnv anoppintete

[ '
TIC TEVEG GTOL OIKLOKE OITOPPILLLLATOL. J s

. Mnv avoKUKADVETE TOV YEUATO [

€101KO TEPLEKTT] Y10l ALY UM PA @ %
OVTIKEILEVOL. \ /
. Porote tov yiatpo, tov @

VOGOKOLO 1] TOV QOPLOKOTOLO GOG Y10l
T0 TG B0l TPEMEL VoL Ao pInTETE TA
QApHLOKO TOV OEV XPTCULOTOIELTE
TAEOV.

DOLaEN Ko yEpLopig

. IMa 0dnyies eOAAENG, TOPAKAAEISTE VO AVOTPEEETE OTNV TOPAYPAPO 5 TOL PVAAOV
0dNYIOV xpNoNS.

. H néva mepiéyet yoahiva pépn. Oa tpénet va 1 yepileote pe mpocoyn. Eqv n méva odic
TEGEL OE L0, OKANPY| ETLPAVELD, PNV T1] YPNCYLOTOMGETE. XPNGIUOTOUOTE Lol KOVoUpLa
TEVO, Y10 TNV £VECT] GOG.
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Yoyvéc EpOTNGELS

T 0a yiver €av 00 QUoAAIdES aEPA 6TV TEVE, POV
H mapovoio puoaiidov aépa ival puetoroyw.

T 0a yiver edv n Téva pov dev Ppiockeran og Oeppokpacio soportiov;
Agv givon amapaitro va Oeppdvete v méva £mg 6Tov PBAacel og Beppokpacio dwpatiov.

T 0a yivel edv EeKAEWB MG TNV TEVOE KO TECO TO PO TANKTPO éveong TPy TPUfEm Kal
aQUIPECH TO YKPL KaTdKkL Paong;
Mnyv apapécete 10 YKpL Komdxl Baonc. Amoppiyte TV TEVA Kol ¥PNCUYLOTOMCTE LI VEQ TEVAL.

T 0a yiver €av vrapyer puo otaydve vypov 6To aKpo TG Perovag 6Tav APUIPECH TO YKPL
Komaxu faong;
Mio otaydvo, vypod 610 dkpo TG Peddvag dev gival kdtt acvviBioto. Mnyv ayyiéete ) ferdva.

Xperaletal va KpaTd mMEGPEVO TO TAMKTPO £veoT|g £00¢ 6TOV 0AOKANP®OEL 1) éveon;
Kdrti této10 dgv eivan amapoitto, aAld pmopel va cag fondnoet va kpotdte v méva otadepn
VO 6TO OEPUA GOC.

AKOVGO TEPLEGOTEPO OO 2 KAK KATAE TN OLEPKELD TNG EVEGTS OV - VO L0 OVVATH KALK Kot
éva amaro. OLoKANpoOnke N £vect] pov;

Kdmolor aoBeveig pmopet vo akovcovy €vo amadd KAMK akplBdg Tpv amd To devTEPO duvatod
KAMK. AvTo glvan HEPOG TNG PLGIOAOYIKTG Agttovpyiog TNG TEVAS. MMV amopaKpOVETE TNV TEVA
a0 TO OEPUA 00G EMG OTOV OKOVGETE TO OEVTEPO TLO SVVATO KAIK.

"Exo apgiforisg 1o To Katd Ttéc0V 1] TEVE POV AELTOVPYOE COGTA.
EAéyEte yio va Samiotmoete v £xete AdPet T 06on cag. H doon cog
Tt €xel yopnynel cmwotd edv to yrpt EpPoro eivon opatd. Bhéme emiong to
Eufoho Bijpa 3 tov odnyidv.

e BN Edv dev pnopeite va deite to yrpt EuPoro, emkowvoviote pe ) Lilly yuo
TEPAUTEP® 00N YieC. XT0 HeTalD, amodnkedoTe TV TEVA GOG LE ACPAAEL
Y10 VoL 0oQUYETE KATOL0V 0KOVGLO TPAVUOTICUO omtd Toipmnue g
Perdvag.

T 0a yiver €av vrapyer puo otayove vypov 1 aipaTog 610 dEppRa pov petd Ty éveon;
A1 etvar ucloloyikd. [Tiéote éva koppdtt BapPakt 1 o yala otn 86om g éveong. Mnyv
tpiPete T B€om tng éveong.

Aldleg TAnpoPopisg

*  Edv éyete mpofAnpota Opoaong, pun pNCILOTOMGETE TV TEVA, oG Ywpic fondeta amd Kamolo
GTOWO TTOL Elval EKTALOEVUEVO GTT XPNoN TNG TEVAS Tov Mounjaro.

MoV propeite va padete meprocotepo.

. Edv éygete epotioeig 1 tpofiipota pe v méve Tov Mounjaro, extkotveoviote pe ) Lilly

N LE TOV.Y1TPO, TOV VOGOKOUO 1] TOV QOPLOKOTOLO GOG.

AvaBemp1Onke Yo TeELeVTALO QOPa 6TIC
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@vAiro oonYLOV ypions: IIinpoopics Yo Tov a.60evi)

Mounjaro 2,5 mg gvéoipo d1aiopa 6 Prarioto
Mounjaro 5 mg gvécipo S1divpa 6€ ProAioo
Mounjaro 7,5 mg evéoipo o1dAvopa 6€ QLoAidL0
Mounjaro 10 mg evéoipo orvdlopo 6€ QLoAidL0
Mounjaro 12,5 mg gvéoipo d1divpo 6 PraAiidolo
Mounjaro 15 mg gvéoipo ovdlvpo, 6€ QLoAioL0
Tiplemation

vTo QAPUOKO aVTO TEAEL LITO GUUTANPOUATIKTY TopaKoAoVONGT. AVTd Ba emttpéyel TO
YPNYOPO TPOGIIOPIGHO VEDV TANPOPOPIOV acPiAelag. Mropeite va fondnoete péocwm g
avaPopdc TOaV®Y aVETIOOUNTOV EVEPYEIDY TIOV EVOEXOUEVMG TTopovatalete. BA. Téhoc g
TOPOYPAPOL 4 Y10, TOV TPOTO AVOPOPAC OVETIOVUNTOV EVEPYEIDV.

A doTe TPOGEKTIKG 0AOKANPO TO PVALO 0ONYIAV YP1)ONG TPV APYICETE VU TALPVETE AVTO

T0 PAPRUKO, OLOTL TEPLAOUPAVEL ONUAVTIKES TANPOPOPIES Y10 GUG.

- DduvrdEre avtd TO POALO 03N YDV Ypomg. Tows ypewaotel va To Sufdcete Eava.

- Edv €xete meportépm anopiec, potoTe TOV Y10TPd, TOV VOGOKOHO 1| TOV QAPHOKOTOLO GOG.

- H ocvvtayn yio avtd 10 @approko xopnynnke omokAEIGTIKG Yio 60G. Agv TPETEL VO ODGETE
TO PAPUOKO GE AAAOVG. MTmopel vor Tovg TpokaAEoel PAGPN, akoOua Kot OTaV Ta,
cuuTTOpOTO TNG aoBévelag Tovg etvat idta pe Ta S1KA oag.

- Edv mopoatmpnoete Kamolo avemBOunt evEPYELN, EVILEPDGTE TOV YLOTPO, TOV VOGOKOLO 1
TOV QOPUOKOTTOL0 GOG. AVTO 1oYLEL Kot Yo KaOe mhavi avemBountn evépyela mov dgv
aVAPEPETOL GTO TTAPOV PUAAO 0dnytdv yprione. BAéne mapdypago 4.

T epLéyeL 10 TaPOV GUAAO 0ONYLOV:

T eivol Tto Mounjaro kol oo ivat 1 gpnon Tov

T mpénel va yvopilete Tpv ypnoponomoete to Mounjaro
[og va ypnoyoromoete To Mounjaro

[MBavég avemBounteg evépyeteg

[og va pvidcoete 1o Mounjaro

[epieydueva tng cuokevaGiog Kot AOITEC TANPOPOPIES

AN e

1. Th givan To Mounjaro kot oo, givar 1) p1ion Tov

To Mounjaro wepiéyet pia dpactikn ovaio wov ovopdletat Tiplemation Kot xpnoiponoleitol yio
TNV OVTHETOMIOT EVNAIKOV e oakyapmon dtoprtn tomov 2. To Mounjaro HEIDVEL TO ETITESA
YAVKO{NG oTov opyaviopd UoVo GTav To EMinedo aVTA ival VYNAQ.

To Mounjaro ypnoomoteitat eniong yio ) Oepaneio evniikmv pe moyvoopkio N veepPdirov
Bapoc (ne AME tovddyistov 27 kg/m?). To Mounjaro ennpedlet ™ poOuion g OpeEng, to onoio
umopel va cog Pondnoer oTo va TpdTe AYOTEPO PAyNTO KOl VO, LEIMGETE TO COUOTIKO G0G BAPOC.

210 St TOTOV 2, To Mounjaro ypNGILOTOLETAL:

- ¢ povobepamneio, 6tav dev pumopeite vo AaPete pet@oppivn (€va GBALO QAPLOKO Yo TOV
dwfnen).

- Ye ouVOLaCUO pE AL PAPLLOKD Y10, TOV O1aPN T, OTOV OV ETOPKOVV Yo TOV EAEYYO TOV
emmédmv YAVKOING 670 oipa 6oc. AvTtd To GAAO EAPIOKO UTOPEL VO, EIVOIL QAPLLOKOL TTOV
Aoppdvovtot amd To GTOUA 1)/KoL VGOVALIVI] TTOL yopnyeital e Eveon.
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To Mounjaro ypnoyLonoleitan Eniong o€ GLVOLACUO LLE SLOTPOPT KOl ACKNOT| Y1 TV OTDOAELN

COUATIKOV BApovg kat yia vo Bondncetl 61 010TipNnon Tov PApovg Vtd EAEYY0 G€ EVIAIKEG, Ol

omoiol €youv:

- AMZX 30 kg/m? 1] peyaiivtepo (mayvoopkio) 1

- AMZX tovAdyiotov 27 kg/m? adAd youniotepo amd 30 kg/m? (vaepPairov Bépog) kot
mpofApata vyeiag mov oyetiCovion pe 10 Bapog (dnwe TpodaPntng, dafnng Tomov 2,
VYNAN 0PTNPLOKT| TTEST), U] PUGIOAOYIKA EMIMESO MTOV GTO OO, AVATVEVGTIKE TPOPAN LT
KT T O18PKELD, TOV VTVOL TOV OVOUALOVTOL «OTOPPUKTIKT VIVIKN GITVOloy 1 16TOPIKO
KOPOLOKNG TPOSPOANG, EYKEPAAIKOD 1| TPOPANUATE QUOPOP®V ayYEI®V)

O AMZX (Agiktng Malog Zmpatoc) etvar Eva PHETPo Tov PAPOVG GaG GE OXECT LE TO VYOG GOG.

Ye aoBeveic e amo@paktikn vavikn dnvola (AYA) kot mayvoapkia, 1o Mounjaro pmopet va
ypnooron et pe N xwpig Oepaneia Oetucng Tieong aepaymymv (PAP).

Eivai onuoavtikd va cuveyicete va akolovbeite Tic cupfovréc mov cog £xovv 600el oyeTikd e ™)
STPOPn Kot TNV AGKNO™ 0o TOV Y1oTPd, TOV VOGOKOUO 1] TOV PUPLOKOTOW) GOG.

2. Tvnpéner vo. yvopilete mpiv yproyonomcere To Mounjaro

Mn ypnopononicete To Mounjaro
- og nepintwon adiepylag otny TIpLemaTion 1 6€ 0OMO10dNTOTE GAAO OO TO GLGTATIKA AVTOV
TOV QUPUAKOL (avapEPOVTaL GTNV Tapdypapo 6).

IIposgidomou)oels Ko TPOPLAGEELS

AmevBuvbeite 6TOV Y10TPO, TOV VOGOKOLO 1) TOV PUPLOKOTOLd GOG TPV YPTCULOTON|GETE TO

Mounjaro o€ mepinTOoN TOVL:

- éxete cofapd TPOPANUATO LE TNV TEYT] TOV TPOPDV N OL TPOPEG TOPAUEVOVY GTO GTOUAYL
00G Y10 TEPLIGGHTEPO YPOVO ATO TO PLGLOAOYIKO (cvuTEPAapPavopévng TG coPapng
YOG TPOTAPESTG).

- elyote Tapovoldosl Kotd o mopeldov Taykpeatitidn (GAEYUOVY] TOV TOYKPEATOG, 1| OTTOi0
propel vo TPOKOAECEL £VTOVO TOVO GTO GTOUAYL KOt TNV TAATT OV OV VIOYWPEL).

- éxete TpoOPAnUa pe To pdtia cog (dtafntikn apePAnotposidonddeia 1 oldnua wypas
KNALdaG).

- happdvete pa covipovorovpia (éva dALo GapuaKo Yo Tov d1afiTn) 1§ IVGOLAIVY Yo TOV
dwfnn cog, Kabmg pmopel va eppavicete yopnAd enimedo yAvkoing aipotog
(voyAvkapio). O yiatpog cag pumopet va ypelactet vo aAldEetl T 06N OVTOV TV GAA®DY
QOpUAK®OV TOL AapBaveTe yia vo uetmbel ovtdg o kivouvoc,.

Kotd v évapén g Bepamneiog pe 1o Mounjaro, € OpIGUEVEG TEPITTMGELS LTOPEL VAL ELOAVIGETE
OTMAELD VYPOV/ APLIATWOOT), 7.3 AOY® EUETOV, VOUTIOG 1)/KOL SIPPOLOG, TOL UTOPEL VoL 0N YOEL
o€ HEIUEVT VEPPIKN Aettovpyia. Eival onpavtikd va amo@iyete Ty apuddtmon LEG® TNng
KATOVAAWOGONC TOAADY VYPOV. ETikotvoviceTe Le Tov ylotpd oag edv £xETE EpMTNOEIG N
avnovyies.

Edv yvopilete 61t mpdketton va voPindeite oe yeypovpyikn enépPaon pe avorsnoio (Vvoc),
EVNUEPDGTE TOV-Y1aTPd cO¢ OTL Talipvete To Mounjaro.

Moo kot Epnpor
To @dppaxo avtd dev Bo Tpémet vo yopnyeitor o madd Ko eprifouvg niikiog katm TV 18 etdv,
kaBac dev Exel peketn el og avth TNV NAKLOKT OUAOL.

Alrho @dppoxa kot Mounjaro
Evnuepdote tov y10Tpod, TOV VOGOKOLO 1| TOV GOPLOKOTOL0 GaG 6V XpnoLonToteite, Exete
TPOGPATO. YPNCUYLOTOGEL 1] LTOPEL VA, YPNOLOTOINCETE AALN OAPLOKOL.
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Kdnon

Edv giote éyxvog, vopilete 6T pmopel va elote £ykvog 1) oxedlalETE VO ATOKTNGETE OO,
{ntote T cuUPOVAT TOL YIOTPOL GOG TPV TAPETE AVTO TO PApUaKo. To eapuako cvtd dev Oa
TPETEL VO YPNCLUOTOLEITOL KOTE TN JbPKELN TNG EYKVUOGHVNG, KABDG Ol EMOPAGELS VTOV TOV
QOPUAKOV og €val ayévvnto TTandi dev eivan yvmotéc. Katd cuvéneia, cuviotdrol va
YPNOUYLOTOLEITE OVTIGUAAN YT Y10 65O S1ACTN A TaipVETE AVTO TO PAPHOKO.

Oniaopdg

Agv gival yvooto edv 1 Tiplenation mepva oto pnTpiko yaia. O kivduvog ota veoyévvnta/Ppéen
dev pmopel va amoxietotel. Eqv Onialete 1 mpoypopparilete va Onidcete, culntnote pe tov
YOITPO GOC TPV XPNCLUOTONGETE aVTO TO PAPLaKko. Ecgic kat o ylotpdg cog O mpémet va
aropacioete €dv Oa Tpémel va oTapaTNoETE TOV ONAacuod 1 va kabvotepnoete T xpron Tov
Mounjaro.

Oonynon Ko YEPIGROS PNYOVRATOV

Etvor pdidov anifavo avtd 1o pApROKO VO EXNPEACEL TNV IKAVOTNTA GAG Vo 00nyeite Kol val
yewpileote unyaviuoto. Qotdco, €6V ¥PNCIULOTOIGETE TO Mounjaro 6e GuVOLAGUO LE
GOVAPOVVLAOVPIN 1] IVGOVLALIVY, EVOEYETAL VO ELPAVIGETE YaUNAQ etimeda YAVKOING aipaTog
(voyAvKoior) IOV UTOPEL VO LELDGOLV TNV IKAVOTITO CUYKEVIPWONC. ATOQEVYETE TNV 0d1yNoN
N TOV XEPIGUO PNyovNUATOV GV epeavifete onueia younAdv emmédmv yAvKoing oiptatog, m.y.
TOVOKEPOAO, voBpdtTa, advvauio, (AN, aicOnua weivag, cbyyvon, evepebictotnta, Ypryopo
KopdloKO TOAUO Kot pidpwon (BA. Tapdypago 4). BAére mapdypopo 2, «IIpogidonomoeig kot
TPOPLAAEELSY, Y10 TANPOPOPIES OYETIKA [LE TOV LENUEVO KivOLVO ELPAVIONG YOUNADV ETTES OV
YALVKOONG aipotoc. Amevbuvleite oTov YloTpd GO Yo TEPIOCOTEPES TANPOPOPIES.

To Mounjaro wepiéyel vaTpro

To @dppaxo avtd mepéyel Arydtepo amd 1 mmol vazpiov (23 mg) avd d6on, givar avtd mov
ovoudlovpe «erevBepo vatpiovy.

3. [Iag va ypnoponomeete To Mounjaro

[Tédvtote va ypnoYLOTOLEITE TO PAPLOKO AVTO OVGTNPA COUPMOVA LE TIC OOTYIES TOVL YLTPOL N
ToV PappoKoToloy cag. Edv £yete auiPorieg oyeTIKA [LE TOV TPOTO XPNOTNG TOV PAPUAKOV

oVTOV, POTNGTE TOV YITPO N TOV PUPHOKOTOLO GOC.

Howr TocoTNTO B0 TPEMEL VO Y proLRUOTOLEiTE

. H d60m évapéng eivan 2,5 mg pia opd trv efdopdda yia téooepig efdonddec. Metd and
TIg Téo0epic EROOUADES, 0 YloTpOg cag Ba avénoet tn 6001 Goc o€ 5 mg pio popd TNV
gpoopada.

. O ywatpog cag pmopel vor avénoet T 06 oag pe Puota Tov 2,5 mg oe 7,5 mg, 10 mg,

12,5 mg M 15 mg pia @opd v gfdopdada, dv to ypeldleote. Xe kdbe mepintwon, o
YTpOg Gag B GOC TTEL VO, TAPOUEIVETE OE 10, GUYKEKPLUEVT dOGT Y10t TOVANYIGTOV
4 efdopadec TPW TEPAGETE GE LYNAOTEPT dOON.

Mnv aAldleTe ™ 000N 600G, EKTOG €AV GOG TO EXEL TTEL O YIATPOS GUG.

Kda0e proridro mepiéyet pia 66om tov Mounjaro 2,5 mgn S mgn 7,5 mgn 10 mgn 12,5 mg 1
15 mg.

Emkoy g opag ypiong Tov Mounjaro

Mrnopeite va ypnoponoteite to Mounjaro omoladnmote dpa. tng Nuépac, uali pe ta yedbuato M
Oyl Oa Tpémel va 10 ypnoponoteite v 101 nuépa kdbe efdopdda, edv givor epikto. I'a va
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umopeite va Bupdote moTE Vo ypnoiponoteite To Mounjaro, icmg vo BEAETE Vo oMIELOCETE TNV
nuépa g efSopadag Kotd tnv omoia Ba kdvete TNV £veot TG TPDOTNG dO0NC 6€ Eva NUEPOAGY1O.

Edv givon amapaitnto, pmopeite vo aAldaéete trv nuépa tng efdopadiaiog Eveong tov Mounjaro,
apkel va Eyovv pecorafnoet TovAdytotov 3 Nuépeg amd v tedevtaia £veon cag. Metd v
EMAOYN LLOG VEOC UEPOS YOPTNYNONS TN 0050 0YIOG, cLVEXIoTE IE YOpTyNo™ Lo eopd TV
efdoudda tn véa ekeivn nuépa.

I ®g vo kavete v éveon Tov Mounjaro

Na ypnoyomoteite Tavia T0 Mounjaro axpifmg 0Tmg oag EYEL TEL 0 YoTpog cag. [Ipv
Eexwvnoete va ypnotponoleite To Mounjaro, Tavta vo SofAleTe TPOGEKTIKA TIG TAPOKATD
«Odnyiec XpMono» kot va WIAGTE UE TOV Y1UTPO, VOGOKOUO 1| PUPILOKOTOL0 GOC GV dgv gloTe
olyovpog GYETIKA LE TO GOGTO TPOTO £VEST|G TOL Mounjaro.

To Mounjaro yopnyeital pe €veon KAT® oo T0 6Eppa (VTOJOPLO EVECT)) GTNV TTEPLOYN TOV
oTOUAYOL (KOIAMOKN TTEPLOYN) 1| GTO AV UEPOG TOV TTOS10V (UNPAC) 1 6TOV v Bpayiovd cog.
Mmnopel va ypewaoteite T fondeta Kamoov aAlov edv OELETE VO KAVETE TNV £VEGT] GTOV AVQ
Bpayiovd cac. Mnv kdvete v éveon tov Mounjaro amgvbeiog oe pAEPRa, kabdg avtd pmopei va
aALG&eL T dpdiom Tov.

Edv 0éAete va kdvete goelg Vv €veon, umopeite va ypnoyLonoleite v idwa mepLoy 1oL COUNTOC
oag Kabe efdopdada. AAAG povTicTe va eMAEYETE OLOUPOPETIKO GNUELD EVECTG GE QLT TNV
nepoyn. Edv kavete eniong éveon voovivig, emAéyete dropopeTikn B€on yia exeivn v éveon.
Edv eiote TopAdG 1 €xeTe mpoPAnpata 6paong, Oa ypewaoteite ) forfeia Kdmotov dAlov yia vo
Kévete TNV £vESN GOC.

Odnyieg Xprong

1. Ilpdta TAdveTe TO XEPLO GOG LE GOTOVVL KOt VEPO.

2. EAéy&te 611 To Mounjaro 610 @olidlo @aivetot SlonyEG Kot Gypmuo £mg EAPPOS KiTpLvo.
Mnyv 1o ypnoonoteite edv elvar maympévo, BoAo N TePLEYEL COUATION.

3. A@o1péoTe TO TAUGTIKO TPOGTATEVTIKO TAOUM TOV GLAALSIOV, QAAG UMV APAIPECETE TO TMOUA
eloympnong. Kabapicte to T E10YDPNONG TOL ELOASIOV [E EVO LAKTPO KOl TPOETOUACTE
pa véa cvpryyo. Mn popaleste 1 emavaypnoiponoteite 11 Perova 1 cOpLyya oog.

4. Tpapnére o pkpn mocdta aépa ot ovupryya. [lepdote ) Pelova péoa omd 10 EAAGTIKO
OO IOV PpioKeTon GTNV KOPLEN ToL PLoAdiov Mounjaro kot £yy0GTE TOV 0€PO GTO
QLOAid10.

5. T'vpiote 10 QuoAidio Mounjaro Kot T cOptyya avamoda Kot TEGTE apyd to EUPoro g
oUPLYYOG TTPOG T KAT® Yo va Tpafi&ete 6Ao to dtdlvpa Tov Mounjaro and 1o eraiidro. To
PLOAI10 Elvar YEUATO Y Vo, emTPAmel M xoprynon wog doomng 0,5ml Mounjaro.

6. Edv vrdpyovv ucoorides aépa 0T GUPLYYO, YTUTNGTE TN CUPLYYR OTOAR LEPIKES POPES YLl

va avéBouv Tuxdv puoaAideg aépa otny Kopver. [Ti€ote apyd o éuporo mpog ta mhve puéypt

VoL UV VITAPYEL GAAOG 0EPAG GTN GUPLYYO.

Tpapn&re tn cVptyya 0md T0 TOUN ELGYDHPTONG TOL PLOALSI0V.

[Ipwv k@vete Vv €veon, Kabapiote To dEPLLO GOC.

. ITéote amadd Kot KPATAGTE Ho TTUYN TOL SEPUATOG OTOL Bl KAvETE TNV £VEDT).

O Kévete v éveon katw amd 1o déppa, OTmg cag £xel vtodelybel. Eyydote 6Ao to dtdivpa
amd T oVpLyya Yo va, AdPete po TAnpn d0on. Metd and v éveon cag, 1 ferdva Ba Tpémet
va, Topopeivel KAT® omd To dEPLO GOg Yio 5 0eVTEPOAETTA Y10 VO SloGPUAicETE OTL AauPdvete
v AP doom).

11. Tpopn&re ™ Perdva amd to dépua Gag.

12. Amoppiyte 10 QLoridlo, Tn ¥pNooToInuévn BeAdva Kat cOPYYo UECMG UETA 0o KAOE

éveon oe €va 6oyelo avBekTikd otn drdTpnon, 1 OTOG Gog £xl VITOdEL Dl amd ToV Y1aTPO,
VOGOKOUO 1] POPLLOKOTOO GAG.

S0 %

209



"EAeyy0g TV emmEd®V YAVKOLNG aipatog

Ed&v ypnowpomnoteite to Mounjaro poli pe covApovoiovpia 1 tvGovAivI, €ivol onUavTIKO Vo
eAEyYeTE TOl EMIMED D YAVKOLNG QULOTOC GUUPOVE, LLE TIG 0ONYIES TOV Y1OTPOV, TOV VOGOKOLOL 1)
TOV QPAPUOKOTO0V 60g (PAéme mapdypapo 2, «[Ipogidomomacelg Kot TpoPLAGEELDY).

Edv ypnowponomcete peyoivtepn 0001 Mounjaro owo Tnv KOVOVIKI)

Edv ypnowonomoete peyadvtepn d6on Mounjaro omd tnv Kovoviki, O mpénet va angvbuvieite
apEC®G 6TOV Y10TPd 600G, YTEPPOAKN TOGHTNTA OO OVTO TO PAPLOKO UTOPEL VO, £YEL MG
amotélecua younAd erineda yAvko{ng aipotog (vroyAvkopio) Kot Utopel va 6o TPOKOAECEL
Ao TPOG EUETO 1) EUUETO.

Edv Eeydoete va ypnopomomcete To Mounjaro

Edv Eeydoete va kdvete Tnv veon pog 606mG Kot

. &xovv mapérbet 4 1] Mydtepeg MuUEPES omd TV Nuépa oL Ou Empene vo Exete
YPNOLOTOMGEL TO Mounjaro, ¥p1GULOTOOTE TO APEC®S LOMG To BupunBeite. Kavte tnv
€VEGT NG EMOUEVNC BOGNG GOC KOVOVIKA TNV TPOYPUUUOTIGUEVT] NUEPO.

. Edv éxovv mapérBel meprocdtepes omd 4 nuépeg and v nuépa mov Ba Enpene va £xeTE
y¥pNoyLonolncel 1o Mounjaro, mapoleiyte tn 660m mov Eeydoate. Kavte v éveon g
EMOUEVNC SOCTG GO KAVOVIKA TNV TPOYPUUUATIGUEVT] NUEPAL.

Mnyv mépete SITAN 6061 Y10 VoL AVOTANPOGETE T 0601 oL Eeydoate. O eAdyloTog XPOVOC
peta&d dvo d6cewv Bo mpénet va eivol TOLVAGYIOTOV 3 MUEPEG.

Edav otapaticete va ypnoyponoieite o Mounjaro

Mn crtopaticete va ypnolonoteite to Mounjaro ywpig va (Ancete pe tov yurpod cog. Eav
CTOUOTNOETE VA ypnoiponoleite To Mounjaro, kot £xete dtafytn TOmOL 2, T emimeda YAvKOIng
070 aipo cag pmopel vo avénbovv.

Edv éyete meprocoTEpEg EPOTNOELG GYETIKA LLE TN XPTOT) AVTOV TOL POPUAKOV, POTNGTE TOV
Y10tpd, TOV VOGOKOLO 1) TOV QUPLOKOTOO GOG.

4. MBavég avemBOuNTES EVEPyELES

Onwg 6Aa To pAPLOKOL, £TCL KOL 0VTO TO PAPUAKO UTOPEL VO, TPOKAAEGEL AVETIOOUNTEG EVEPYELEG,
av kot dgv mapovctdlovrarl 6 GAOLG TOVS avOpMOTOLG,.

YoBapég avemOBOUNTES EVEPYELEG

Oy1 ovyvég (umopet va enmpedoovv émg kot 1 ota 100 dtopa)

- dLreypovn oto mhykpeog (o&ela maykpeaTitidon) Tov Ho UTopovGE Vo TPOKUAEGEL EVIOVO
TOVO GTO GTOMAYL KoL THV-TTAATN oV OV VIToY®pPEel. Oa Tpémel va. emiokepOeite apécmg
évav Y1atpd €6V TOPOVOIACETE TETOLN CUUTTOUATA.

2ravies (umopel va emnpedoovy £mg kot 1 ata 1.000 dropa)

- YoBapég aALEPYIKEC OVTIOPACELS (TT.Y. AVAPLAAKTIKY avTidpact, ayyelooionua). [Ipénet va
AGPete queom wTpikn fondela Kot vo eVUEPDGETE TOV Y1IATPO OUG EAV AVTILETOTIGETE
CUUTTOLOTO OTIMG OVOTVEVGTIKA TPOPANUOTA, YPIYOPO TPHELLO TV XEIADV, TNG
YADOGHG /KOl TOV AQLUOD PE SOVGKOAMA GTNV KOTATOGT KOl YPNYOPO KAPSIOKO TOAUO.

AdLres avemOOUNTEG EVEPYELES
o6 ovyvég (umopel va emmpedoovy teptocotepa ard 1 ota 10 dropa)
- Tdon mpog éueto (vovtio)

- Algppota
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Zropo kg (KotAakoc) Tdvog avaeépetol o acbeveic mov Aappdvovy Bepameia yio
dwyeipion Papovg

AioOnpo vavtiog (€petog) avapépetar o€ acbeveig mov Aapufdavovv Bepomeio yio ™
dwxeipion Pépovg

Avokotmdtrto avagépetal o aobeveic Tov Aapupdvovy Bepameia yia tn dtayeipion Bapovg

AvTég o1 avemBounteg evépyeteg dev givor cuviBwg coPapéc. H vavtia, n didppota Kot 0 EpeTog
eppavifovrol cuyvotepa KAt TNV TPMOTN ¥pNom g Tiplemationg aAld peidvovTal PE TNV
TAP0d0 TOL YPOVOL GTOVE TEPIGGATEPOVG aGbeVEiC.

Ta younid emxinedo yAvkolng aipotoc (vwoylvkoio) givar ToAd cuyva dtav 1 Tiplemation
YPTOUYLOTOLEITOL GE GUVOVOAGHO LE PAPLOKO TOL TEPIEYOVLV GOVAPOVLAOLPIA 1)/KOL
woovAivn. Eav maipvete pia covigovolovpia 1| tvaovAivn yio dafnitn tomov 2, 1 d6om
umopel va yperootel va petmbel katd tn didpkeia tng xpnong e tplenationg (PAéne
napdypoeo 2, «[Ipogidomomoelg Kot TpoPLAGEELSY). T CUUTTOHOTA TOV YOUNADY
eMmESV YAVKOUNG aiploTog umopel va mepthapufavouvy movoképaro, vabpotnta, advvapio,
LaAn, aicOnpa meivag, odyyvon, evepebiototnTa, Yp1yopo Kapdlokd TaAud Kot Epidpmaon.
O ywtpdc cag Bo TpEMEL VO GOG EVILEPDGEL GYETIKA L€ TO TMG VO AVTILETOTIGETE TA
YOUNAG emineda YALKOING aipoToc.

2oyvég (umopel va emmpedoovy émg kot 1 ota 10 dropa)

Xopunid emineda yAvkolng aipatog (vmwoyAvkopia) otov 1 tiplemation ypnotponoteiton yio
dtafnTn THmov 2 6 GLUVOVAGHO TOGO UE LETQOPIVI) OGO KOl LIE EVOV VOGTOAEN TOV
GUUUETOQOPED VATPIoV-YAVKOLNG 2 (éva dALO PApPHOKO Yo TOV S Tn)

AMkepywcn| avtidpaor (vrepevoicOnoia) (m.y. e€avOnua, kvnouds kot £kCepa)

76 avoaeépetar o acbeveig mov AauPavovy Bepameio yio dtayeipion Pépovg

XounAn aptnplokn wieon avoaeépetat o€ acbeveig mov Aaufavouvv Bepancio yio dwyeipion
Bapovg

Meiopévo aicOnpa meivag (pewwpévn opeln) avapépetar o€ acbeveig mov Aappdvouv
Oepamneia yio SaprTn THTOL 2

Yropoaykds (Kothokdg) movog avapépetan o aobeveic mov Aapfdavovy Bepaneia yio
dwafTn tomov 2

AioOnuo vavtiog (€petoc) avapépetat o€ acbeveig mov Aapupdavouvv Bepamneio yio dtafrtn
OOV 2 — 0L TO GLVNOMG UEIDVETAL LE TNV TTAPOOO TOL YPOVOL

Avokolio oty méyn (dvomeyia)

Avokototnto avaeépetal o€ acbeveig mov Aapupdavouvv Oepaneia yio Sapntn THmov 2
®ovoK®U GTO GTOUAYL

Peyipata (epuyéc)

Aépua (peTe®PIopoC)

HoAwdpounon 1 aicOnpa Kovoov (YvooTh ETIGNE Kol MG YOOTPOOICOPAYIKT
waAvdpounon - I'OIl) — o vécog mov mpokoAeitor amd TV TAAVIPOUNGT| TOV YOSTPIKOV
o&émv mov avePaivouyv GTOV-GOANVA OO TO GTOUMYL TPOG TO GTOUN GOLG

Andhelo poAMdv avapépetal o€ acbeveic mov Aappdvouv Bepaneia yia diayeipion Pépovg
AioOnuo KOTmoNg

Avtidpdoelg otn B€on éveong (m.y. kvnouog i epuBpdTNTaL)

AvEnuévog kapdlokog TaAUog

Avénpéva eminedo ToyKpeaTIK®V EVEOUOV (OTT®G 1 MITdon Kot 1) GUVANCT]) OTO aipol
AvéEnpéva eninedo kadcttovivng 6to aipa o€ acbeveig mov Aapfdavovy Bepomeia Yo ™
owayeipion Papovc.

Oyt cvyvég (Lmopel va emmpedoovy £o¢ kot 1 ota 100 dtopa)

XounAd eninedo yALKO(NG aipotog (voyAvkoio) otav 1 Tiplenation ypnoiponoleitol o
GUVOLOCUO [E LETPOPUIVY Yia SrafnTn TOmOoL 2.
[Tétpeg otn oA
DdAeyuovn g YoANdGYoV KOGTNG
Andreln copatikod Bapovg avapépetal o€ acbeveic mov Aappdavouvv Oegpaneio yio dtoprTn
Tomov 2
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- [T6vog ot Béom €veong

- AvéEnpéva enineda kadcttovivng oto aipa o€ acbeveig mov Aapfdvovv Bepomeia yio
drafnn tomov 2 My AY A pe mayvoapkio

- AAloyn oty aicBnon tng yevong

- AAlayn oty aicBnon tov dépuaTog

- KabBvotépnon oy kévmor Tov GToUdYoL

Ava@opd avemOounTOV EVEPYELOV

Edv mapotnproete Kamoo avemOOunT evEPYELD, EVILEPDOTE TOV YIUTPO, TOV VOGOKOLO 1 TOV
(OPLOKOTTOL0 GOG. AVTO 1GYVEL KOt Yio KAOe Thavi avemBountr evEPYELo TOL dEV AVOPEPETAL
GTO TTOPOV PUALO 0dNYIOV YpNoTg. Mropeite eniong va avoaeEpete avemBounTteg EVEPYELEG
amevbeiog, péom Tov €6VIKOD GLOTHUATOS AVAPOPAS OV avaypaeetal 6To [apdptmue V. Mécw
NG VOPOPAG OVETIBOUNTOV EVEPYEIDV UTTOpEiTe va fonONcETE 6T GLALOY TEPIOCOTEPOV
TANPOPOPLOV GYETIKE LLE TNV AGPAAELD TOV TAPOVTOC PUPAKOV.

5. [®g va pvracoete To Mounjaro

To @apuako ovtd TPETEL Vo PUAACCETOL GE UEPT) OV OgV TO PAETOVV KoL dgv TO POAvVOLY TOl
Toudid.

Na pn gpnoponoleite avTd T0 PAPLAKO HETA TNV UEPOUNVIC ANENG TOV OVOPEPETAL GTIV
EMONUAVON TOL ELoAdiov kot 610 Kouti puetd ™ AHEH. H nuepounvia Aqéng etvon n tedevtaio
NUEP TOV UNVO, TTOL OVOPEPETOL EKEL.

dvidocete og yoyeio (2° C — 8° C). Mnyv katayvyete. Edv to grolidio £xel katayvydei, MHN
TO XPHZIMOIIOIHXETE.

DdvAdoceTe 0NV OPYIKT CLCKEVOAGIN Y10 VO TPOGTATEVETAL OO TO PG,

To Mounjaro pmopei vo datnpnBei ektog yoyeiov yuo €mg kot 21 nuépeg afpoloTikd oe
Oepuokpacio younidtepn tov 30° C kot otn cLVEYELD TO PLOAISI0 TPETEL VO omoppLebEi.

No pn ¥p1NOUOTOGETE 0VTO TO PAPHOKO EAV TAPATPNOETE OTL TO PLAAISI0, 1) GPPAYIOT 1] TO
TOUO EYEL VTOGTEL POOPA 1 OTL TO PAPUOKO gival BOAD, ATOYPOUATIGUEVO ) TEPIEYEL COUATION.

Mnyv metdte APLOKA GTO VEPD TNG OMOYETEVOTG 1] GTA OIKIOKA amoppippata. Potiote tov
(POPLOKOTOLd GOG Y10 TO TTMG VO TETAEETE TOL PAPLOKA TOL OEV YPNCLUOTOIEITE M. AVTA TOL
uétpa Bo Bondncovv Ty TpocTacio TOL TEPIPAAAOVTOC.

6. Iepreydpeva TG 6VOKELAGIUG KL LOUTEG TANPOPOPIEg

T epréyer o Mounjaro
H dpactikni ovoia givarn tiplemotion.
- Mounjaro 2,5 mg: Kabe proridio mepiéyet 2,5 mg tiplemartion oe 0,5 ml dtodvpartog
(5 mg/ml).
- Mounjaro 5 mg: Kabe proido mepiéyet S mg tiplenation og 0,5 ml Stohdparog
(10 mg/ml).
- Mounjaro 7,5 mg: KaBe proridio mepiéyet 7,5 mg tiplemartion oe 0,5 ml Stoddpartog
(15 mg/ml).
~ Mounjaro 10 mg: Ké&Be praridio mepiéyel 10 mg tiplenarion og 0,5 ml Stoddpoarog
(20 mg/ml).
- Mounjaro 12,5 mg: KaBe orolidio mepiéyet 12,5 mg tiplenarion o 0,5 ml dtoAdpotoc
(25 mg/ml).
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- Mounjaro 15 mg: KéBe proridio nepi€yet 15 mg tiplemation o 0,5 ml dtoddpatog
(30 mg/ml).

Ta dAAa cvotatikd gival Svatplo @ooEopikd 6&vo entadopikd (E339), vatpio yroprovyo,
vatpiov vVOpo&eidto (PAEre mapdypapo 2, eddpro «To Mounjaro mepiéyel vaTplo» yio
MEPLEGOTEPEG TANPOPOPIES), TLKVO VOPOYAMPIKO 0EL Kol VOWP Yo EVEGILAL.

Epg@avien Tov Mounjaro kot TepLe(OUEVA TS GVOKEVUGTOG

To Mounjaro givai €va S100YEG, Gyp®UO MG EAAPPA KiTPVo, EVESIHLO S1GALIO GE PLOAidLO.
Kd&0e proridro mepiéyet 0,5 ml droddpatoc.

To @laiidio Tpoopiletal yio pia uévo ypnon.

Yvokevaoieg Tov 1 praadiov, 4 praidiov, 12 proldiov, ToAvcvoKevasio IOV TEPLEYEL

4 (4 ovokevacieg Tov 1) prodidio 1| ToAvsvokevacia ov mepiEyet 12 (12 cvokevaoieg tov 1)
QloAidle. Mmopel va unv KokAo@opohv OAEG Ol GUGKEVOGIEG GTN YDPU COG.

O1 Berdveg kan 1 GVPLYYQ OV TAPEXOVTOL GE QUTH TN CLCKELOGIOL.

Karoyog Adsrog Kvkhogopiag
Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, OAlavdia.

Hopaockevaoctiig
Eli Lilly Italia S.p.A.,Via Gramsci 731/733, 50019, Sesto Fiorentino, Firenze (FI), ItaAia
Lilly S.A., Avda. De la Industria, 30, 28108 Alcobendas, Madrid, lomavia

[Ma omoladmoTe TANPOPOPia GYETIKA UE TO TOPHV POPUAKEVTIKO TPOIOV, TOPAKOAEIGTE VO
amevBuvleite otov TOMIKS avTmpdsmmo Tov Katdyov g Adstoc Kukhopopiag:

Belgique/Belgié/Belgien Lietuva

Eli Lilly Benelux S.A./N.V. Eli Lilly Lietuva

Tél/Tel: + 32-(0)2 548 84 84 Tel. +370 (5) 2649600
Bbbarapus Luxembourg/Luxemburg
TII "Enu JIumn Henepnasn" b.B. - bearapus Eli Lilly Benelux S.A./N.V.
Ten. + 359 2 491 41 40 Tél/Tel: + 32-(0)2 548 84 84
Ceska republika Magyarorszag
ELILILLY CR, s.r.o. Lilly Hungaria Kft.

Tel: + 420 234 664 111 Tel: + 36 1 328 5100
Danmark Malta

Eli Lilly Danmark A/S Charles de Giorgio Ltd.
TIf.: +45 45 26 60 00 Tel: + 356 25600 500
Deutschland Nederland

Lilly Deutschland GmbH Eli Lilly Nederland B.V.
Tel. +49-(0) 6172 273 2222 Tel: + 31-(0) 30 60 25 800
Eesti Norge

Eli Lilly Nederland B.V. Eli Lilly Norge A.S.

Tel: 4372 6 817 280 TIf: +47 22 88 18 00
EA0MGoa Osterreich
OAPMAXEPB-AIAAY A.EB.E. Eli Lilly Ges.m.b.H.

TnA: +30 210 629 4600 Tel: +43-(0) 1 20609 1270
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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

Kvmpog
Phadisco Ltd
TnA: +357 22 715000

Latvija

Eli Lilly (Suisse) S.A Parstavnieciba Latvija

Tel: +371 67364000

Polska
Eli Lilly Polska Sp. z o.0.
Tel: +48 22 440 33 00

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

Roménia
Eli Lilly Roméania 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 220663 111

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

Sverige
Eli Lilly Sweden AB
Tel: + 46-(0) 8 7378800

To mapdov eVALo 00OV YprioNg avade®pOnke Yo TeEAEVTAIN POPA OTIG

AdLeg TNYEG TANPOPOPLOV

Agmtopepeic TANPoPopieg Yo TO0 PAPHOKO AVTO ivol SIHOEGIIES GTOV SIKTVOKO TOTO TOV
Evponaikod Opyavicpov @appdakov: http:/www.ema.europa.eu
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@viro oonYLOV ypions: IIinpoopics Yo Tov a.c0evi)

Mounjaro 2,5 mg/66o1 KwikPen gvécipo o1dAvpo 6€ TPOYEMGHEVY] CVGKEVT] TOTOL TEVAG
Mounjaro 5 mg/66on KwikPen gvéoipo o1divpo 6€ apoysiopév) cveKevT] TOTOL TEVAG
Mounjaro 7,5 mg/66on KwikPen gvéoilo o1GAvpa 6€ TPOYEUIGREVT] GUGKEDVT] TOTOV TTEVOG
Mounjaro 10 mg/66on KwikPen gvéoipo otaAvpo 6€ TPOYEMIGREVT] GUGKEDT] TOTOV TEVOG
Mounjaro 12,5 mg/d66n KwikPen gvéoipo d1diopa 6€ Tpoyepiopévi) 6uGKeLY] TOTOL TEVAG
Mounjaro 15 mg/66on KwikPen gvéoipo otaAvpo. 6€ TPOYEMIGUEVT] GUGKEDT] TOTOV TEVOG
Tiplemation

vTo QAPUOKO 0VTO TEAEL LTTO GLUTANPOUATIKY TOPAKOAOVONOT. AVTO B emtTpEyeL TO YpIyopo
TPOGIOPIoUO VEOV TANPOPOPLOV acpdAeloc. Mropeite va fondnoete péow g avapopdg mbovmv
avemBOUNTOV EVEPYEIDV TIOL EVOEXOUEVMG TTopovatalete. BA. Téhog g mapaypdeov 4 yio. Tov Tpomo
avaQopaiG avemllBOUNTOV EVEPYEIDV.

AwPacte TPOGEKTIKA 0AOKAN PO TO PVLAO 0ONYIAOV YP1CNG TPV UPYICETE VO TEIPVETE AVTO TO

PappoKo, o10TL TEPLAGUPAVEL GNUAVTIKES TANPOPOPIES Y10 CUG.

- Durdgte avtd TOo EOALO 0dN YDV Yprone. Towg ypelaotel va to dtufdcete Eavda.

- Edv éyete mepoartépm anopiec, potnoTe TOV Y1oTpod, TOV VOGOKOHO 1 TOV QAPHOKOTOLO GOC.

- H ovvtayn yio ovtd 10 ¢approko xopnynnke amokAEIGTIKG Yio 60G. AgV TPEMEL VO SDGETE TO
@apuraKo o€ GAAOVC. Mmopel va Tovg TPOKAAEGEL PAAPT], AKOUO KoL OTOV TO GUUTTOUOTO TNG
acBévelog Tovg etvar 101 e ToL O1KA oag.

- Edv mapotnphoete Kamoto avemBOunTn evépyeia, EVIUEPMDOGTE TOV YIOTPO, TOV VOGOKOUO 1| TOV
QOPUAKOTOL0 GaG. AVTO 1oYVEL KOt Yia KAOe Thav| avemiBountrn evEPYELD TTOL OEV AVOQEPETOL
GTO TTAPOV PUALO 0dNYIDV Ypiong. BAére mapdypago 4.

T epLéyeL 1o Tapov GUAAO 00N YLOV:

T eivor o Mounjaro KwikPen kot mowa givan 1 yprion tov

T mpénet va yvopilete mpv ypnopomomoete to Mounjaro KwikPen
[Mog va ypnoworomaoete to Mounjaro KwikPen

[MBavég avemBounteg evépyeteg

[Mog va pvidcoete to Mounjaro KwikPen

[epreydueva tng cvokevaciog Kot AOITEC TANPOPOPIES

QAP =

1. Th givan To Mounjaro KwikPen ko wova givor 1 pfion tov

To Mounjaro mepiéyet pia dpactikn ovaio mwov ovopdaletat Tiplemation kot ypnoiponoteitol yo Ty
OVTILETOTIOT EVNAIKOV pEe cakyap®don dtofrtn tomov 2. To Mounjaro peidvel to, eninedo, YALKOLNg
GTOV OPYOVIGUO LOVO OTAV TO EMIMEDA OLTE vl LYNAGL.

To Mounjaro yprnowomoteiton eniong yia tn Oepaneio evnAikmv pe mayvoapkio 1 veepPdiiov Bépog
(ne AMX tovddyiotov 27 kg/m?). To Mounjaro emnpedlet t pOOuion g Opeéng, to onoio umopei va
cag fondnoetl 610 va TpOTE AYOTEPO PAYNTO KOl VO LELDCETE TO COUOTIKO GOG BApOC.

210 Pty TOIOV 2, To Mounjaro ¥pNGULOTOLEITOL:

- ¢ povobepamneio, dtav dev pmopeite vo AdPete pet@oppivn (§va GALO QAPLLOKO Yo TOV
dwafrn).

- 2 ouVOLOoUO UE AAAD PAPHLOKE, Y10 TOV O1aPN TN, OTOV JEV ETAPKOVV Y10, TOV EAEYYO TOV
eMmEdV YAVKOING 670 aipa Goc. Avtd Tor GAAL PAPUOKE LTOPEL VOL EIVOIL PAPLLOKO TTOV
Aappdvovtor amd To oTOU /Kot VGOLALVY TOL Yopnyeital pe Eveon.
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To Mounjaro ypnoHOTOLEITOL EMIONG G€ GUVIVAGUO LLE SLATPOPT KOl ACKTGT] Y10 TNV OTADOAELN

oOUATIKOV Bapovg kat yia va fondnoet ot dtathipnon tov Bapove vid EAeY 0 G€ EVAIKES, Ol 00101

&yovv:

- AMZX 30 kg/m? 1] peyaAivtepo (mayvoopkia) M

- AMZX tovAdyiotov 27 kg/m? aAld yauniotepo and 30 kg/m? (vrepPdiiov fapoc) ko TpofAnuato
vyeiag mov oyetiCovral pe 10 Bapog (6mwg Tpodafrtng, StafrTng THmoL 2, VYNAT aPTNPLOKY
mieon, U PLOLOAOYIKA EMIMESN MADV GTO QLo OVOTVELOTIKA TPOPANUOTO KOTA T SIAPKELN TOV
VIVOL OV OVOUALOVTOL «OTOPPOKTIKN VIVIKN GTVoloy 1 16TOPIKO KAPILOKNG TPOGBOANG,
EYKEQOAKOV 1 TPOPANUOTO GLLOPOPOV OYYEI®V)

O AMZX (Agiktng Mélog Xopatog) eivar Eva pétpo Tov Papovg oag e oyéon e To HYOG Gag.

e ao0eveig pe amo@pakTikn vVIVIKY drvold (AY A) kou mayvoapkio, To Mounjaro pmopel va
ypnoorondel pe M ywpig Oepameio Oetikng nicong aepaywnynv (PAP).

Eivar onuavtikd va cuveyicete va akolovbeite Tic cupPoviéc mov cog Exovv dobel oyeTikd pe ™)
S0TPOOT KoL TNV AoKN G amd TOV Y10TpO, TOV VOGOKOLO 1) TOV (POPUOKOTOL0 GO,

2. T péner va yvopilete npy ypnoponounicete To Mounjaro KwikPen

Mn gpnopononicete 70 Mounjaro KwikPen
- og nepimtoon aArepylog oty Tiplemation 1 6€ 0OTOOIMTOTE AAAO OO TO GLGTATIKA AVTOD TOL
QopUAKOoV (AVOPEPOVTOL OTNV TAPAYPAPO 6).

IIposgidomoun|oelg kKo TPOPLAGEELG

AmevBuvieite oTov Y10Tpd, TOV VOGOKOLO 1] TOV POPUAKOTOLO GOG TPLV YPTCLLOTOGETE TO Mounjaro

G€ TEPIMTOON TTOV:

- €xete coPfopd TPOPANUOTO LE TNV TEYT TOV TPOPAOV 1 OL TPOPEG TOPAUEVOVY GTO GTOUAYL GOG
YOl TEPLGGOTEPO YPOVO OO TO PUGLOAOYIKO (GLUTEPTAOULPOVOUEVIC TG GOPapTg
YOGTPOTAPEST|G).

- glyate TOPOVCIAGEL KOTA TO ToPpeAOOV Taykpeatitidn (PAEYUOVY TOV TOYKPENTOC, 1) OTTOIN
propel va TPOKOAEGEL £VTOVO TOVO GTO GTOUAYL Kot TNV TAAT IOV dEV VILOYWPEL).

- €xete TpOPANUa pe T pdtia cog (dofntiky apeipAnctpostdonddeia 1 oidnuo ypac KNALdG).

- Aappdvete po. covApovorovpia (Eva GALO PAPLOKO Yo TOV d1ef)TN) 1 VOOVAIVY Yo TOV
dwafrtn cog, kKabmg umopel va eppavicete yapnid exineda yAvkoing aipatog (vroyAlvkaipia).
O y10tpdg oo pmopel va ypetaotel va AALIEEL T 00T AVTOV TOV AAADV QOPUAK®OV TOV
Aappavete yo va petmBel avtog o kivovvog,.

Koz v évapén g Bepamneiog pe 1o Mounjaro, 6€ OpIGUEVEG TEPUTTOGELS UTOPEL VOL ELPAVIGETE
ATOAELD VYPDOV/ APLIATOOT, TT.Y. AOY® EUETOV, VAVTIOG 1)/Kat SLIPPOLIC, TOV UITOPEL VoL 00N YNOEL OE
LEL®UEVT VEPPIKT| AgrTtovpyia. Eival onuovTiko va amopuyete TNV dpuiATOoT LECH TNG KATAVAAWDONG
TOAADV VYPOV. ETKOWVWOVIGETE LIE TOV Y1ATPO GOG EAV EYETE EPOTNOELG 1] OVIOLYIES.

Edv yvopilete 6Tt mpdkettar vo vtoPAndeite o yepovpyn enépfoocn pe avarsbnoio (Vvog),
EVNLEPMOOTE TOV Y1TPO oag OTL TalipveTe To Mounjaro.

IMoord ko Epnpor
To @appaxo ovtd dev Ba mpémet va, yopnyeitar o€ Todid kol eprifovg niikiog kdtw Tov 18 eTmv,
KaBmg devigyel peretndel o€ VT TNV NAKLOKTY OLLAdOL.

AlNo @appoke kor Mounjaro

Evnuepmote Tov yiatpd, T0V VOGOKOUO 1) TOV QOPLOKOTOLO GG EGV YPNCLLOTOLEITE, £XETE TPOCPATA
YPNOLOTOUOEL 1] LITOPEL VO YPNCLUOTO|GETE AAAO AP LLOKOL.
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Kinon

Edv elote éyxvog, vopilete o1 pumopel va glote €ykvoc 1} oyedtdlete va amokTnoeTe moudi, (nToTe )
GLUPBOVAN TOL Y1OTPOD GG TPV TAPETE AVTO TO PApuako. To eappako avtd dev Ba Tpémel va
YPTCULOTOLEITAL KAT T1) SLAPKELD TNG EYKVHOGUVG, KOOMG 01 EXIPACELG ALTOV TOV PAPUAKOL GE Eva
ayévvnto Tondi dev givor yvaootés. Katd cuvéneia, GuvioTatal va Yp1CLLOTOLELTE AVTICVAANYM Yo 6GO
SldoTna TOipVETE OVTO TO PAPLLOKO.

Onioopdg

Agyv gival yvooto gbv 1 tiplenation mepvd oto untpikd yora. O kivdvuvog ota veoyévvnta/Ppéoen dev
umopel va amokAelotel. Eqv Onialete | mpoypappatilete va Onidoete, cul{ntiote e Tov yloTpd 6og
TPV YPNOYOTOMGETE aVTO TO PApuako. Eceig kat o yiotpog cag Oa mpénel va omopacicete edv Oa
TPENEL VO, OTAPATHCETE TOV InAacuod 1 vo kabvatepioete T ypnon tov Mounjaro.

001yN 01 Ko YEPLOROS PN AV LATOV

Eivar pédhov amibovo outd 10 pApLOKO Vo, ETNPEAGEL TNV IKAVOTNTO GOG VO, 00NYEITE Ko VoL
yewpileote unyoaviuoto. QotdG0, v XPNCLLOTOGETE T0 Mounjaro 6e GuvoLOCUO UE
coVvAQOVVAOLPIia 1 VGOVLAIVT, EVOE ETAL VO EpPavVIcETE YaUNAd emineda YALKOING aipoTog
(voyAvKoupio) ToV UITOPEL VO LELDGOLV TNV TKAVOTNTO CLUYKEVTPMOONC. ATOQEVYETE TNV 0ONYNOoN 7
TOV YEPIOUO UnNyovnudtov edv epeavilete onpeio yaunAov enmédoy yYAvkOInG aipotog, m.y.
TOVOKEPALO, voBpdtnTa, advvapia, (dAn, aicOnua neivag, cOyyvon, evepebiototnra, Yp1iyopo
KapdloKo ToApd Kot epidpmon (PA. mapdypago 4). BAéne mapdypaeo 2, «IIpogidonmomoelg Kot
TPOPLAGEELSY, Y10 TANPOPOPIES GYETIKG, e TOV AENUEVO KIVOLVO EUPAVIOTS YOUUNADY ETLTES OV
yAvk6ing aipatoc. AtevBuvleite oTov YloTpO GOG Y10 TEPICTOTEPEG TANPOPOPIES.

To Mounjaro KwikPen wepiéyel vatpro
To @appaxo avtd mepiEyel Aydtepo amd 1 mmol vatpiov (23 mg) avd 666n, ival avtd Tov
ovopdlovpe «erebBepo vatpiovy.

To Mounjaro KwikPen wepiéyer Beviviki aikooin
To eappaxo avtd mepiéyel 5,4 mg Peviviikng aAkodAng oe Kabe doomn Tmv 0,6 ml. H Bevivin
oAK0OAN pmopel va TPoKAAEGEL OAAEPYIKES OVTIOPAGELS.

Potote tov ylotpd, voGoKono 1 @apuakorold oag yio cuUPBovAn eav eiote £ykvog 1 OnAalete N edv
€XETE NIATIKN 1] VEPPIKT VOc0. AvTtd 0@eidetal 610 YeYovdg OTL LeyAAes TOcOTNTEG PEVELAKNG
OAKOOANC UTOPEL VO GUGGMPEVTOVY GTO GO GOG KoL UTOPEL VO TPOKAAEGOVV TAPEVEPYELEG (TTOV
ovopdlovtol «UETOPOAKT 0EEDOT»).

3. Mog va ypnoiponomoete To0 Mounjaro KwikPen

[Tavtote va ypnoyLomoleite T0 PAPHOKO ALTO AVGTNPE GOUPOVA e TIS 0dNYiES TOL YLOTPOV 1 TOL
Qopurakomolod cog. Eav éxete apgiPoliec oxetikd pe Tov TpOTO ¥PNoNG TOL PUPLAKOD aVTOD,
POTACTE TOV YUTPO 1 TOV PUPHAKOTOLO GOG.

M pkpn TocotnTe opLaKov UTopel va mopapeivel 6T GLGKELT] TOTOL TEVOG LETE TN COGCTY
YOPNYNo™ OA®V T®V.006emV. M1V TPOcTaONGETE VO YPNCUYLOTOGETE TNV EVOTOUEIVAGO TOCOTNTA
QOPUAKOV. METE T1) YOpP1IYNON TOV TEGGAPOV SOCEWMY, 1| GLCKEVT TUTOV TEVOAC TPETEL VOL
oamoppintetol KaTdAANAL.

ITowo mocoTNTO OO TPEMEL VO Y P1CLROTOLEITE

o H 8601 évapéng eivan 2,5 mg pio popd tnv efdopdda yia técoepic efdouddes. Metd amd Tig
T666€EP1g EPOOAdES, 0 YIaTPOG oag Ba avénoetl T 06on cag o€ 5 mg pia popd v efdoudda.
. O y1atpocg oag umopel va avénoet t 60601 cog pe Puoto tov 2,5 mg oe 7,5 mg, 10 mg,

12,5 mg 7 15 mg pia gopd v efdopdda, edv to ypeidleote. Xe kabe mepintmon, o yroTpdg
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c0¢ O cag el vo TopapeiveTe o€ pia cLYKEKPLUEVT 000N Yo TOLAGYIoTOV 4 EBdoAdES TPV
MEPAGETE GE LYNAITEPT OGO

Mnv aAldlete T 060N 0aG, EKTOG EAV GAG TO £XEL TTEL O YIATPOG GOC.

Emoyn ¢ opag ypiong Tov Mounjaro

Mmropeite vo Yp1OLLOTOIEITE TI GUGKELT TUTOV TEVOAG OTOLUONTOTE P TNG NUEPAG, Lall pe Ta
vevpota N oxl. Oa TPEMEL va TO ¥PNOLUOTTOLEITE TNV 1010 NUéEPa KGOe eBdopdda, edv givar piktod. [Ma
va umopeite va, Bupdote moTe va ypnoponoleite 1o Mounjaro, icmg v OEALETE va TO OTUEIDCETE G
éva nueporOY1LO.

Edv givar anapaitto, unopeite vo aAldtete v nuépa g efdopadiaiog Eveonc tov Mounjaro, apkel
va £ouv HecOAPnoeL TOVAGYIoTOV 3 NUEPEG amd TNV TedevTaia £veon oag. MeTd v emhoyn piog
VEOG MUEPAG YOPTYNONG TNS d0G0AOYING, cuvEXIoTE LE yopnyNnon pia popd v fdoudda t véa
eketvn nuépa.

g va kdvere v éveon Tov Mounjaro KwikPen

To Mounjaro yopnyeital e £veor KAt amd To dEPLL (VTOSOPLL EVECT)) GTNV TEPLOYT TOV GTOUNYOV
(KooK TTEPLOYN) TOVAGYLIGTOV 5 EKATOGTA OT0 TOV OUPUAD 1| GTO AV® UEPOG TOV TOd10V (UNPAOC) 1
otov v Bpayiovd cog. Mmopel va ypelacteite tn PonBeia kdmoov GAiov edv BELeTE VO KAVETE TNV
éveon otov ave Ppoyiovd cog.

Edv Béhete va kdvete 0gig TNV £vEOT, UTOPEITE VO YPNCYLOTOLEITE TNV 1010 TEPLOYN TOL CAOUAUTOS GOLG
KkéOe efoopdda. AALG Ppovtiote va emAEyeTe S1OPOPETIKO onpeio Eveong o€ avtn TV meployn. Edv
KaveTe eMiong £VECT IVGOLAIVIG, EMAEYETE OlOPOPETIKT BEoT YO0 EKEIVN TNV €VveoT).

Awpdote Tpocektikd T1g «Odnyleg Xpnong» yio T GLGKELT TOTOV TEVAS TPLY YPTCLLOTOGETE TO
Mounjaro KwikPen.

"Ehgyyo¢ TV emméd®V YAVKOLNG aipatog

Edv ypnowomnoteite to Mounjaro padi pe GovApovolovpia 1 VGOLALVY, EIVOL CTUOVTIKO VO EAEYYETE
T0 EMimEd A YAVKOING aipatog COUPMVA LE TIG 00MYIEC TOVL YITPOV, TOL VOGOKOLOV 1] TOV
eappakomolod cog (PAéne mapdypago 2, «IIpogidonomoelg kot TPoPVAGEELSY).

Eav ypnowponomocete peyorivtepn 000 Mounjaro awd TNV KEVOVIKI)

Edv ypnowonomoete peyorlvtepn d6om Mounjaro amd tnv kavovikr, 0o mpémel va angvbuvoeite
apécms otov yTpd oag. YrepPorkn) mocdTTa 0md aVTo TO PAPLOKO UTOPEL VoL EYEL MG ATOTEAEGLLA
yopunAd emineda yAvkoing aipotog (voylvkoio) kot propel va 6og TpoKaAEceL TAon TPog EUETO N
éuero.

Edv Egyaoete va (pnopononicere To Mounjaro

Edv Eeydoete va kdvete Tnv £veon (og S0omg Kot

. &yovv apélOet 4 1 MyoTEpEg NUéPES amd TNV NUEPA oL Ba Empene Vo £YETE YPNCUYLOTOINCEL
0 Mounjaro, ypnGIUOTOMNGTE TO AUECSHOS POALG TO BuunBeite. Kavte tnv éveon tng emduevng
d006MNC GO KOVOVIKA TNV TPOYPULLATICUEVT] NLLEPA.

. Edv &yovv mapéhbel meprocdtepes amd 4 nuépeg amod v nuEPa mov Ba Empene va £xete
YPMOLOTOmcEL To Mounjaro, mapoieiyte tn 060m mov Eeydoate. Kavte tnv éveon tng
EMOUEVNCOO0TG GOG KAVOVIKA TNV TPOYPULUATICUEVT] TJLEPQL.

Mnv wépete dSutAn] 666N Yo va avarmAnpdcete T 8001 mov Eeydoate. O eAdyioTtog ¥pdvoc HETaED dVO
docemVv Ba mpémel va glvar TovAdyiotov 3 NUEPES.

218



Edav otopotiocete va ypnopomroreite To Mounjaro

Mn otapatiogte va ypnoponoteite 1o Mounjaro ywpig vo LWANGETE Le ToV Ylotpo cog. Edv
OTOHOTNOETE VA ypnoiponoteite To Mounjaro, kat £xete dtofrtn THmov 2, T emineda YALKOLNG 6TO
aipa cog propet va avé&nbovv.

Edv éyete mep1ocdtepeg epMTNGELS GYETIKA LLE T YPTOT OVTOV TOL PAPUAKOV, POTHOTE TOV YIATPO,
TOV VOGOKOLO 1 TOV QOPUOKOTTOL0 GOLG.

4. IMBavéig avemOOpNTES EVEPYELEG

Onwg dha To eAppaKa, ETGL KOL GVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEC, OV
Kot 6gv Tapovcldlovtal 6€ OAOLG TOVG AVOPMOTOLG.

YoPapég avemOBOUNTES EVEPYELEG

Oyt ovyvég (umopel va enmpedoovy £og Kot 1 ota 100 dtopa)

- dLeyuovn oto maykpeog (o&eia maykpeotition) Tov Ho uTopPovGE Vo TPOKOALGEL EVTOVO TOVO
GTO GTOUAYL Kot TNV TAGTN oV dev voywpel. Ao Tpénel va entokepheite auécmg Evav YaTpo
€0V TOPOVGIACETE TETOL0 GCLUTTAOLLATA.

2ravies (Unopel va emnpedoovy émg kot 1 ota 1.000 dropa)

- YoPapég arlepykég avTIOpAcELS (LY. AVAUPLAOKTIKY avTidpao, ayyeooidnua). Ilpénet va
AdPete Gueon wrpikn fondeta Kot va evUEPDCETE TOV Y1ATPO OGS EAV AVTILETOTIGETE
CUUTTOUOTO OTIMG OVOTVEVSTIKA TPOBANUATO, YPIYOPO TPHELLO TOV XEIADV, TNG YADCCAG
/Kot TOV Ad1oD PE SVGKOAID GTNV KOTATOGT KOl YPTYOPO KAPIIAKO TOAUO.

AlLec avemBOuNTEG EVEPYELES

11029 ovyvég (Lmopetl va emnpedoovy mepiocotepa amd 1 ota 10 dtopa)

- Téon mpog épeto (vavtio)

- Aldppota

- Sropaykog (Kothokdg) Tovog avaeépetal o€ aobeveig mov AauPavovy Bepomeio yio ™
Swyeipion Papovg

- AtoOnpo vavtiog (épetog) avaeépetar og aobeveig mov Aaupdavovy Bepoameio yio T dayeipion
Bapovg

- Avcrotiotta avaeépetat oe acheveig mov Aapfdavovy Bepansio yia T dwoxeipion Pépovg

Avtég o1 avemBounteg evépyeteg dev eivar cuvnBmg coPapés. H vavtia, 1 déppota ko 0 EUETOG

eupaviCovtol cuyvotepa KATA TNV TPAOTN. (PNo™ TG TIpLemaTiong oAAG LEIDOVOVTAL LE TNV TAPOSO TOV

1PSVoL 6TOVG TEPIoGHTEPOVG BGOEVEIC:

- Ta younida eminedo yAvk6{ng aipotog (voylvkoyio) givarl oAb cuyva étav 1 Tiplemation
YPT|CULOTOIEITAL GE GLVOVOGHO LE QPAPLOKO TTOV TEPIEXOVY GOVAPOVVAOVPIN 1)/KOL IVGOVAIVT.
Edv maipvete pia covipovorovpio 1 tvoovdivn yio dwaffrjtn tomov 2, ) 66on pmopet va
ypeotel va pewwbel katd ™ didpketo TG ypnong g tiplemationg (PAéne mapdypapo 2,
«IIpoedomonoelg Kot TPOPLVAAEELS»). Ta CUUTTOUATO TOV YOUNADY ETTEd®V YAVKOING
oipatog pmopel va meptiapfdvouy tovokéeaio, vaobdpotnta, advvopio, Cain, aicOnua neivac,
GOYYLON, EVEPEDIGTOTNTA, TP YOPO KapdlokO TOALS Kot @idpmon. O ylotpog cog Bo mpémetl va
C0G EVIUEPMGEL GYETIKA LE TO TMG VO OVTIHETOTICETE TA YOPUNAL emimeda yAvKko{ng aipatog.

2vyvés (umopel va ennpedoovy éo¢ kat 1 ota 10 dtopa)

- Xopunid eminedo yYAvkolng aipotog (vwoylvkopio) 6tov 1 Tiplemation ypnoonoleitol yio
Staf1ytn THmov 2 g GLUVOVAGHO TOGO LE PETPOPIVI OGO Kal LE EVOV VOGTOAEN TOV
GUUUETOPOPED vaTpiov-yYAVKOING 2 (éva dALo pdpuako yio Tov dlaPnTn)

- AlMepycn avtidpaon (vrepevaicOncia) (w.y. eEavOnua, kvnoudc kot Exlepa)

- Zédn avapépetar o€ acbeveig mov Aapfavouvv Bepaneio yia dwoyeipion Pépovg
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XoapunAn aptnpokn wieon avoaeépetol oe acbeveic mov Aapfdavouvv Bepameio yio dayeipion
Bépovg

Mewwopévo aicOnua meivag (Letwpévn opetn) avapépetar o€ acbeveic Tov Aappdvovv Bepaneia
v drefyTn tomov 2

Zropoy1kog (KOaKog) Tovog avapépetal o€ acbeveig mov AapPavouvv Bepomeia yio dtofntn
Tomov 2

AloOnpo vavtiog (épetog) avaeépetat og acbeveig mov AapPavovy Bepameio yio St
TOmov 2 — awtd cLVNOMG PEL®VETAL LUE TNV TTAPOOO TOL YPOVOD

Avcxorio oty wéym (dvomeyio)

Avckototnta avaeépetol og acheveig mov Aapfavovv Bepamneio yio dtaprytn tomov 2
DovoK®ua 6T0 GTOUAYKL

Peyripata (epuyéc)

Aépra (petempiopodc)

[MoAwdpounon 1 aicOnpa kavcoov (YvmoTy| ETIONG Kol MG YOGTPOOICOPAYIKT TAAVIPOUNCT| -
I'OII) — po vé60g 0w TPOKAAEITOL OTd TV TAALVOPOUNGT] TV YUCTPIK®Y 0EEMV TOV
avefaivouv 6Tov cOAVO amd TO GTOUAYL TPOG TO GTOUO. GOG

AndAelo LoAMOV avapépetar o€ acbeveic mov Aappdvouv Bepaneia yio dioyeipion fapovg
AicOnuo koT®ONC

Avtiopacelg otn 0éon éveong (.. Kvnopog i epudpodTTa)

AvEnuévog kopdlakdg maApnog

AvEnuéva enimeda mayKpeoTikdV eviOUmV (0Tmg 1 Aumdon Kot 1) apuAdon) 6To aipo
Avénuéva eninedo koAottovivng oto aipa o€ acbeveic mov Aapupdvovv Bepameia yio
dwyeipion Papovg.

Oyt coyvég (Lmopel va emnpedcsovy £og kot 1 ota 100 dtopa)

XounAd eminedo yYALKOING aipotog (voyAvkoupio) o0tav 1 Tiplemation ypnoIoToIEiToL GE
oLVOLOCUO LE HETPOPUIVY Yia Stafrtn THmo 2

[Tétpeg otn yoAn

dLeypovn ¢ YoANdOY0L KOOTNG

Andrewn copatikod Bapovg avapépetal og acBeveic mov Aappdvovv Bepameia yio dSapr
THmov 2

[Tovog ot Béom éveong

Avénuéva enineda kaAottovivng oto aipa o€ acbeveic mov Aappdvouvv Bepaneia yio Sapntn
tomov 2 M yuo AY A pe moyvoopkio

Alhayn oty aicOnon g yedong

Alhayn oty aicnon Tov d€ppoTog

Koabvotépnon oty kévmon 1ov 6Topdyov

Ava@Qopd avemOounToVv evepyEL@dV

Edév mopatmpnoete kKamowo avemBOunn evépyeln, EVILEPADGTE TOV YLOTPO, TOV VOGOKOUO 1| TOV
QOpUOKOTOLd Gag. AVTO WoYLEL Kot Yo KEOe mbavr| avemBountn evEPyeLa TOL OEV OVAPEPETOL GTO
Tapov OAAO 01 YLDV YpRonc. Mropeite emiong va avapépete avemBOuNTEG evépyeleg amevbeiog,
Uéc® Tov €6VIKOD GLOTNUATOS OVOPOPAS OV avaypapetar 610 [apdptnuo V. Mécm g avapopdg
avemBounTov evepyeldv uropeite va fonbnoete ot GLALOYT TEPIOCOTEPWOV TANPOPOPLOV CYETIKA [IE
TNV AGQAIAELD TOL TAPOVTOC PAPLLAKOV.

5.

Hog va gvraccete 10 Mounjaro KwikPen

To @apuoko 0vTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TOL TOdLA.

Now i1 ¥p1OUOTOLEITE AVTO TO PAPLOKO KETE TNV NUEPOUNVia AENG TTOL AVOPEPETOL OTNV
EMONLOVGT] TNG CLGKELNG TOTOL TEVAG Ko 6To KouTi petd t AHEH. H nuepopnvia Anéng etvou n
TEAEVTAIO NUEPO TOL UIVOL TTOL OVOPEPETOL EKEL.
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dvrdocete o yoyeio (2° C — 8° C). Mnv katayvyete. Edv 1 cuokevn Tomov mévag £xet katonyvyoei,
MHN TH XPHZIMOITOIHXETE.

To Mounjaro KwikPen pumopei va dtotnpnet extog yoyeiov yia €wog kon 30 nuépeg o€ Oeppoxpacio
yopnAdtepn T@v 30° C PETA TNV TPAOT YPNOT KO GTN GUVEXELD 1) GLGKELT] TOTOV TEVOAG TPETEL VL
omoppLpbet.

No pn ¥pMOLHOTOGETE AVTO TO PAPLLOKO EAV TAPOTNPNCETE OTL 1] GVCKEVT] TUTOL TEVAG EXEL VOO TEL
@Bopd M OT1L TO PApuOKO Elvar BOLO, OTOYPOUATIGUEVO 1| TEPLEYEL COUATION.

Mnv metdite @APLAKA GTO VEPD TNG AMOYETELGNG 1| GTA OKLOK(A aroppippata. Potote tov
QOPLLOKOTOLO GOG Y10 TO MG VO TETAEETE TO, PAPUOKO TTOV dEV ¥PNOLULOTOlEiTE T AvTd T pétpa Oa
BonBnoovv oty Tpoctacia Tov mepPdAiiovtog.

6. IIepreydpeva TG GVOKEVLUGLOS KOl AOUTES TANPOPOPIES

T egpréyer o Mounjaro KwikPen
H dpactikn ovoia givar ) tiplemation.

- Mounjaro 2,5 mg/o6on KwikPen: K&fe d6on mepiéyet 2,5 mg tiplenarion og 0,6 ml
dwdvpatog. Kabe mpoyepuouévn cuokeun Tomov névog ToAAamimv ddcewv mepiéyet 10 mg
Tiplemation oe 2,4 ml (4,17 mg/ml). Kabe cuskevn thnov mévag yopnyel 4 06ce1g Tov 2,5 mg.

- Mounjaro 5 mg/66on KwikPen: K&Be d6om mepiéyet 5 mg tiplenarion og 0,6 ml dStodvporog.
Kd&0e mpoyepiopévn cuokevun TOmoL TEVOS TOAATADY ddcewV TepiEyel 20 mg Tiplenation o€
2,4 ml (8,33 mg/ml). Kabe cucokevn tomov mévag yopnyel 4 666€1g TV 5 mg.

- Mounjaro 7,5 mg/doon KwikPen: Ka0e 06om mepiéyet 7,5 mg tiplemation oe 0,6 ml
Swdvpartog. Kabe mpoyepicpévn cuokeun Tomov névog ToAanmimv docewv mepiéyet 30 mg
tiplemation og 2,4 ml (12,5 mg/ml). KaBe cuokevn thnov mévag yopnyel 4 d66ce1g TV 7,5 mg.

- Mounjaro 10 mg/doon KwikPen: KaBe doon nepiéyel 10 mg tiplenarion og 0,6 ml dtoAdpotoc.
Kd&0e mpoyepiopévn cuokevun TOmov mévag Tolamidv d6cewv mepiéyel 40 mg Tiplenation oe
2,4 ml (16,7 mg/ml). K&Be cuokevn thmov mévag yopnyel 4 d6ceig v 10 mg.

- Mounjaro 12,5 mg/doon KwikPen: Kd&fe 66om mepiéyet 12,5 mg tiplemotion o€ 0,6 ml
SwAvpatog. Kabe mpoyepicpévn cuokevn TOmov tévog ToAamA®v ddcewv mepéyel S0 mg
tiplemation oe 2,4 ml (20,8 mg/ml). KaBe cuokevn tomov mévag yopnyel 4 06ceig tov 12,5 mg.

- Mounjaro 15 mg/ooon KwikPen: KaBe doom nepiéyel 15 mg tiplenarion og 0,6 ml dtoAdpotoc.
Kabe mpoyepicpévn cuokevn TOTOL TEVOC TOAATADY d0cEwV TTepiEyel 60 mg Tiplemation o€
2,4 ml (25 mg/ml). KaBe cuokevr| tomov névag yopnyet 4 60ce1g twv 15 mg.

Ta dAAa cuotaTikd givar Svatplo poo@optkd 6&vo entabdpikd (E339), Beviviwn aikooin (E1519)
(BAéme mapaypaeo 2, edaplo «To Mounjaro KwikPen mepiéyet feviuiikr] oAkoOAn» Yo mepiocOTEPES
TANPOQOPIES), YAVKEPOAT], PULVOAT], VATPLO YA®Plo0Y0, vatpiov vopoeidio (PAéme mapdypapo 2,
€040 «To Mounjaro TepiEyeL VATPLO» Y10 TEPIGGOTEPES TATPOPOPIES), TLKVO VIPOYADPIKO 0EL Kot
VO®P Y10 EVEGU.

Ep@davion Tov Mounjaro Kol TEPIEYONEVA TG CVCKEVAGIOG

To Mounjaro givat £va-0100YEG, dp®UO MG EAAPPDG KITPIVO EVEGIO OGAVA GE TPOYEUIGLEVT
ovokevn tomov évag (KwikPen).

Kabe KwikPenzepiéyet 2,4 ml evéoipov draddpartog (4 d6ceig tov 0,6 ml), ko tepicosio TocoOTNTA
Y0 TV TPOETOLLOGTAL.

O1 Beroveg dev meprlapfavovral.

Yvokevaoieg pe 1 ko 3 KwikPens.

Mmopei va, Py KokAo@opoOV OAEC 01 GLOKEVAGIEG GT YDPO COC.

Kéroyog Adsrag Kvkhogopiag
Eli Lilly Nederland B.V., Papendorpseweg 83, 3528 BJ Utrecht, O Aavdia.
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IMopaockevaotic

Eli Lilly Italia S.p.A.,Via Gramsci 731/733, 50019, Sesto Fiorentino, Firenze (FI), [toAia
Lilly S.A., Avda. de la Industria, 30, 28108 Alcobendas, Madrid, loravia

Lilly France, 2, rue du Colonel Lilly, 67640 Fegersheim, ['aAAio

Millmount Healthcare Limited, Block 7 City North Business Campus, Stamullen, K32 YD60,

Iphovdia

Millmount Healthcare Limited, IDA Science And Technology Park, Mullagharlin, Dundalk, Co.

Louth, A91 DETO0, IpAavdia

INo omoladnmote TANPOPOPIO. GYETIKA LE TO TOPOV POUPUOKEVTIKO TPOIOV, TAPUKOAEISTE VO
amevBuvbeite otov Tomikd aviumpoésmno Tov Katdyov g Adstoc Kukiogopiag:

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

Bbuarapus

TII "Enu Jlunmu Henepnaug" b.B. - bearapus

Ten. + 359 2 491 41 40

Ceska republika
ELILILLY CR, s.r.o.
Tel: +420 234 664 111

Danmark
Eli Lilly Danmark A/S
TIf.: +45 4526 60 00

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

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

E)ALGoa
OAPMAXEPB-AIAAY A.EB.E.
TnA: +30 210 629 4600

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

France
Lilly France
Tel: +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

222

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 1 328 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 20609 1270

Polska
Eli Lilly Polska Sp. z o.0.
Tel: +48 22 440 33 00

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

Roménia
Eli Lilly Roméania S.R.L.
Tel: +40 21 4023000

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



island Slovenska republika

Icepharma hf. Eli Lilly Slovakia s.r.o.

Simi + 354 540 8000 Tel: + 421 220 663 111

Italia Suomi/Finland

Eli Lilly Italia S.p.A. Oy Eli Lilly Finland Ab

Tel: + 39- 055 42571 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 wapdév @UAA0 00N IOV Yp1ioNS avaOe®P1)ONKE Y10 TEAELTOIO POPE GTIS
Alleg INYEG TANPOPOPLAOY

Aemtopepeic TANPoPopies yio 10 PapuaKko avto gival d100écieg oTov dIKTLaKO TOTO Tov Evpomaikod
Opyaviopov @apudrmv: http:// www.ema.europa.eu
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Odnyieg ypnong

[Ipoyepicuévn ouokeLun TOTOL TEVOC TOAAUTA®Y OCGEMY
Kda0g ovokevn tomov wévag mepiéyel 4 otabepésg 600s1g, pe pia 06on Aappavopevn
efoopadraing.

Mounjaro 2,5 mg/66on KwikPen gvécipo o1divpa o€ TPoyEPIGREVI] GVGKELT] TOTOL TEVAG
Mounjaro S mg/6661m KwikPen gvécipo 010 Avpa 6€ TPOYEPIGUEVY] GVOKEVY] TUTTOV TEVAG
Mounjaro 7,5 mg/d6on KwikPen gvéoipo o1GAvpo 6€ TPOYEUIGREVT] GUGKEDT] TOTOV TEVOG
Mounjaro 10 mg/66on KwikPen gvéoipo o1Ghvpa 6€ TPOYERIGUEV] GUOKEDT] TUTOV TEVAG
Mounjaro 12,5 mg/666m KwikPen gvéoipo o1GAvopa 6€ TPOyEUIGUEVT] GVGKEVT] TOTOV TEVAG
Mounjaro 15 mg/66on KwikPen gvécipo ordivpa 6€ TpoyspIGUEVY) GVOKEVT] TOTOV TEVAS
Tiplemation

O1 001MYieg ypNone mepEYovy TANPOPOpieg oYETIKA e TOV TPOTO Eveong Tov Mounjaro KwikPen

_
B =0

Inpovtikég Tapoopisg mov 0a mpémer va yvopilete tpv kavete TNV £veon Tov Mounjaro
KwikPen.

Awfalete TPOoEKTIKG AVTEG TIC 001 YIS ¥PIONG KOl TO PUALO 0dNYIDV XPNONG TPV KAVETE TNV £VEoT
tov Mounjaro KwikPen kot ké6e popd mov maipvete po kavodplo cuckevn Tomov mévag. Mropei va
VIAPYOVY VEEC TTANPOPOpiec. Ot TANPOPOPIES AVTEG dEV LTOPOVY VO VITOKATOGTHCOVV T1 cu{fTnon Ue
TOV Y10TPO, TOV POPLOKOTOLO 1] TOV VOGOKOUO GG GYETIKA e TNV 1TPIKN ThOnor| cog 1 tn Oepameio
oG,

To Mounjaro KwikPen eivat pio moAAGmAdV dOGE®V TPOYEUIGUEVT] GUGKEDT] TOTTOV TEVOS LIOGC
xpnons. H cvokevi] Tomov mévag mepiréyel 4 otalepéc d6oe1g, pe pio 66on Aapfavéopevny
gfoopadaing. Kavere pio efdopadiaio £veor, KAt amd 10 dépa (VTOd0PIMG).

Mertéd ¢ 4 d0o¢etic, metatte (amoppiyTe) TN GUOKELT| TOTOV TEVUCS, CLUTEPIAAUPAVOLEVOL TOV [N
YPNOLOTOOVUEVOL Ppappdkov. H cuskeun tomov névag Ba oag anotpéyel amd v emavapvion
piog mAnpovg d6eMC 0pod £xeTe YOPNYNGEL 6TOV £00TO cog 4 efdopadiaieg docelc. M1y gviete 0
@aploKo Tov Exel omopeivel. Mn LETOPEPETE TO PAPLLAKO OO T GLOKELN TOTOV TEVOS GOG GE
oLpLyYO.

Mn popaleote 0 Mounjaro KwikPen pe dAlo dropa, axdun kot e@v 1 feEAOVL TS GVGKELNC TOTOL
mévag xel aAdayBel. Mmopel va petapépete pia coPapn Aoipumén oe GAAM GTOUM 1) VO OTOKTOETE
cofopn Aoipwén and avtd.

Atopa mov etvon TVEAG 1 €xovv TpoPAnpata dpacng € Ba TPETEL VA, YPTGILOTOLOVV T1 GUCKELN

THmov mévag ympic T -Pondeta vog atdpov mov £xet ekmadevbel 6N ¥PNON TNG CLGKEVTG TOTOV
TEVOLG.
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OMyodg aptnudTeV cVOKEVTG

Mépn Tov Mounjaro KwikPen

Komndit mévog

KMk komwokion

oEpaylon

e .
Kokkivn ecotepikn

@

Ymodoyn Zopo Agilkng
duciyylo  ouotyyiov TEVOG W ole
T ] —{ = —5
I [l E) o
|k : 1
"Eppoh ! !
HPOAO : ; Emoyéa
(xwvetton Tpog Ta Etucéra Hapg@vpo 56 70
; v doong oong
eUTPOG Le KAbe Eveon)
Mépn Berdvog TG GVOKELVNS TOTOV TEVOG
(On Berdveg ogv meprrapfdavovran)
Eéwtepikn ) )
GEpayLon Ecmr’spmn BeAdvo Xgptwo
Berdvag oQpaylon KAV
Belovag

00%

| = £

Behova cvpPatr pe KwikPen (Edqv d¢ yvmpilete moto feldva vo ypnOLUOTOICETE
Y10 TY) GLOKEVT] TUTOV TEVAG, EMIKOIVOVIOTE LUE TOV EMAYYEALOTIO VYELOG)

Amnapaitnrtes mpoun0eies Yo 1 yopNynon g VeS| 6ag

- Mounjaro KwikPen

- Belova cvpPartni pe KwikPen (Edv o yvopilete mowa BeAdva va pnOLOTOMGETE Yl
T1 GLOKELN TOTOL TTEVOC, EXKOIVOVIOTE LIE TOV ETAYYEAUATIO VYELOC)

- Madxkrpo, yala 1 ToAvmo Poppokiod

- Teptékng amdppYNg CLUNP®OV OVTIKEILEVOV 1 OTKLOKOG TEPLEKTNG

IHpoerowpacia yra tnv £veon tTov Mounjaro KwikPen

4 ©O© )

\ J

4 Mn xpnctuonowits\
VTA TO OTHASIYL MG

‘:j deikteg Yo T d60M

—
\ J

Bipa 1:
o [I\ovete ta ¥€plo GOg LE GATOVVL KO VEPO.

Bripa 2:
e AQOIpECTE TO KATAKL TNG GVCKEVNG TOTTOV
TEVAG.
o Embempnore Tn 6UoKELT TOTOL TEVOG KOt
v etikéto. MV {p1CLLOTOGETE EAV:
- 7O Gvoud TOL APUAKOL 1M
TEPLEKTIKOTNTO TG dOGNG OeV Touplalet
LLE TT1] GLVTAYT GOG.
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a. EEoTepukn

B. Ecotepucn

oppayon ocppayon
Perovag perovag
f

- &yeL mapéAbel | nuepounvia ANEng g
ovokevng Tomov mévag (AHEH) 1 powalet
Oapuévn.

- 10 QapuOKO £xel KoTonyvyDel, Tepiéyet
couatiow, eival BoAo 1
amoypouoticpuévo. To Mounjaro tpénet
va. gtvat Gypopo £mg eEAappdS KiTpvo.

Bipa 3:
o  KoaBapiote TV KOKKIVI ECOTEPIKT] GEPAYION
He €va PaKTpo.

Bnipa 4:

o  EméCte mo xowvovpra feréva yio
GVOKELY] TUOV TTévac. No ypnoiponoleite
TAVTO KOvovplo BEAOVO, Y10 T GUGKED
TOTOV TEVAG Yo KAOe Eveon yio TNV TPOANYM
AOLLMEEMV KO OTTOPPAYLEVDV BELOVAV.

o A@oipéoTe T0O YAPTIVO KAALUUO aTd TNV
eEmTepiKn oPpaylon g Perdvag.

Bipa 5:
o [Tiéote v kaAvppévn Perdva amevbeiog
TOV® GTI CLOKELT TOTTOV TEVOC Kol
neploTpéyte T Peldva péxpt vo opietl.

Bipa 6:

o) Aoaipéote TV £MTEPIKN COPAYIOT TNG
Bedovag kot kpatnote Tnv. Oa
emavaypnotpomoinoel.

B) A@aipéote TNV E0MTEPIKY COPAYIOT TNG
Berdvag ko amoppiyte Tnv.

Bipa 7:
o [lepiotpéyte apyd Tov emAoyén dOOTG LEXPL
V0, 0KOVGETE 2 KAMK KOl VO ELPOVIGTEL 1|
EKTETOUEVT] YPOUUN GTO TAPABLPO TNG
doomng. Avty givar 1 0¢on mpogTopaciog.
Mmnopel va d1opBmBel mepioTpépovtog Tov
emoyéa dOoMNG 6€ 0mOLNONTOTE Kortevhuven
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Kavovtag tnv éveon tov Mounjaro KwikPen

s = N

e

a. EptpocOa 6yn p. OricOwa 6yn
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€wg 0tov 1 Béom TpoeToaciag
evBuypoppiotel pe v EvogiEn g 060mC.

Bipao 8:

Kpamote ) cvoskevn tOmov mtévag e
BeAdva Tpog Ta TavVE.

XTUmNOTE OTAAQ TNV VTOJOYT TOV PVOLYYIOL
Y0 VoL GUYKEVTPOOODY 01 PUCAAIdEG aEPO GTO
EMAV® PEPOG.

Bipa 9:

AmelevbepmoTe Lia TOCOTNTO TOV PUPLLAKOD
oTov aépa mELOVTAG TOV EMAOYEN TS 006G
TIPOG TO PEGOH, UEYPL VO CTOUATIOEL, ETELTO
HETPNOGTE GPYa PEYPL TO S5 EVO KPUTATE
ratnuévo Tov emioyéa Tng 00ong. H
évoeldn fo/ npénel va eppavifeTon 6To
mopabupo g d6onc. Mnyv kdvete Tnv £veon
GTO GO0 GOC.

H npoetonacio aropaxpover aépa ond 1o
Quoiyylo Kot Befatmdvel OTL 1] GLGKEVT GOG
TOmoV TEvVaG Aettovpyei cwotd. H cuokeun
G0G TOTOV TTEVOG EYEL TPOETOLLACTEL EQV
LKPY] TOGOTNTO QOPUAKOL Byaivel amd Tnv
axpr NG PEAOVAG TNG CLGKEVTG TOTOV TEVAG.

- Edv o¢ PAénete pdppoko, emavorapete
Ta Prjpata 7-9, yio oy teplocdTEPES
amo 2 emmpocheteg opéc.

- Edv e&okolovbeite va un Prénete
@appoko, aALGETE TN PELOVA TG
GLOKELTG TOTOV TEVOS KoLl
enovolafete To fRpata 7-9, yuo oyt
neplocoTEPO 0o 1 emmpochetn popd.

- Edv eEaxolovBeite vo pun Prémete
QAPLOKO, ETKOIVOVIOTE LLE TO TOTKO
vpoapeio Lilly mov avaypdeetor 6to
@OALO OONYLDV YPHONC.

Bijpa 10:
EmiiéEte ) Béom g éveonc.

a) Eoeign kdnowo dAio dtopo umopei va
KGAVEL TNV €VEGT] TOL PAPAKOV GTO UNPO
c0¢ 1 TO oTOUdYL (KOTAMOKT TEPLOYN)
TOVAGYIGTOV 5 EKATOGTA OTtO TOV OLLOAAD.

P) Kamowo dAlo dtopo mpémel va cog KAveL
TV €veon 610 Tow PEPOS TOV Ve
Bpoyiova.
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AlraCete T B€om g Eveong kdBe efoopada.
Mmnopeite vo ypnoiponoleite Ty 1010 eployn
TOL CONATOS GaG, AALA povtileTe va,
eMAEYETE dlapopeTIKT BEom NG £veong o€
VTN TNV TEPLOYN].

Bipa 11:

T'vpiote TOov emAoyén TG 06GNG LEYPL VOl
GTOUOTICEL KO VO, ELPAVICTEL M) éVSSE
070 Tapabvpo g doong. H évoaitn
1600vvapEl pe pia wApn 6001,

Bijpa 12:
a) Ewsdyete m Perdva oto dépa oag.

B) Kavete v €veon tov eapudkov méLovtag

TOV EMA0YEN TNG 0006MC TPOG TO. pPéca LEYPL
VO GTOHOTNGCEL KOl £TELTO PETPIOTE aPYd
REYPL TO 5 VA KPOTATE TATNUEVO TOV
gmioyéa g 000nG. H évoeiln fo] TPETEL VAL
gpeaviletor oto Tapabvpo TG 0O6GNG TPV TNV
amoudkpouven tng Pelovag.

Bijpa 13:
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Amopoxpodvete T Peddva and TO dEPUA GUG.
Mia otaydva eoapudkov 6To akpo TG feAdvag
glval puotodoyikn. Aev Ba emnpedoet T dOom
oG,

EmpePormote 011 1 €vdedn £o] Bploxetar ot0
mapdavpo g dOomC.

Edv o¢ite v évdeién £0/ st0 apdbopo,
€yete AaPet v mAnpn doom.

Edwv dev deite v évdeiln /0] sto mapabupo
NG 060NG, EIGAYETE TN PEAOVA GTO SEPUA GOG
K0l OAOKANPADGTE TNV éveoT cag. Mnv
enavapvuicete ™ do6om.

Edv e&axolovbeite va miotevete 0Tt dg AdPate
™V TAPN 600N, Uy EEKIVAGETE Old TV
apyn M unv eravorapete v éveon. BAéne
mapoypapovg «®viatn tov Mounjaro
KwikPen» 1 «Zvyvég ep@Thoeio» yia
TEPLOCOTEPEG TANPOPOPIES.



Meta v éveon Tov Mounjaro KwikPen

4 ' Bijpa 14:
e Edv deite aiplo apov amopoKPOVETE T
BeAdva amd to dépua Gag, MESTE ELUPPDS
|:> T 0€om ¢ €veong e yala 1 ToAdmo
Bappaxiod. Mnyv tpifete ™ 0éon g
éveong.

Bipa 15:
e Enavatomofetiote mpoceKTIKd TNV
eEmTepkn oepaylon g Perovag.

Bipa 16:

o  Eefidmwote TNV KaAvppévn Beadva kat
tonofetnote T Perdva og Eva TEPLEKTN
omdpPYNG Yo oLy Unpd avTikeipevo
(BA. «Amoppiyn tov Mounjaro KwikPen kot
TOV PEAOVAOV TNG TEVOCH).

M QUAGGGETE TN CLOKELT] TOTTOV TEVAG LE
N Perdva TomobeTNUEV Y10 VO ATTOTPEYETE
T Sappon], TNV amoPpasn tn Perdvag Kot

TNV €i0000 a€Pa TN CLOKELVT TOTOV TEVAG.

- ~N Bijpa 17:
¢ Enavatomofetiote 10 KOmdKL TG CLGKELNG

TOTOL TTEVAG.
Mn QUALGGETE TN GLGKELT] TOTTOV TEVOG

YOPIG TO KOTAKL TNG CLGKELNG TLITOL TTEVOG
I TomofeTnévo.

9 s

®Yraén Tov Mounjaro KwikPen

Mn (pNGLHOTOMUEVES CVGKEVES TUTOV TEVOGS:

o  DuvAdoocete pn YPNOPUOTONREVES GUOKEVEG TOTTOV TTEVHG 6T0 Yoyeio petad 2 °C ko 8 °C.

e Mn (pNGOTOUEVEG GUOKEVEG TOTOV TEVAG UTOPEL VO, XPNOLULOTOINO0VV EmG TNV TLIOUEVT
nuepopnvicr ANENG otV €TIKETA £V 1] GLOKELT TOTOV TEVAG £xeL dlatnpnBel oTo Yuyelo.

o Mnyv Koty OYETE TN GLGKELT Gag TUTov évag. [leTdéte (amoppiyte) T GVoKELN TOTOL TTEVOS EGV
&xetl Kotonyoydet.
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Xpnopomomnpéveg 6VGKEVEG TOTOL TEVAG:

e  Mrmopeite va UAACGCETE T1| YPNCIHOTOMUEVI] GUCKEVT] TOTOV TEVAG LETA TNV EVEGT] GOG OF
Ogppokpacia dmpatiov yopniotepn tov 30 °C.

e Kpamote T cvokevn THnov mévag kot Tig Pehdveg cag og BEom v omoia dev fAETOVV Kal dgv
npooeyyilovv Ta madld.

e Amoppiyte 1 cvokeLT] TOTOL TEVAG 30 NUEPES LETA TNV TPAOTN YPTOT OKOUN Kot eV EXEL
OTOUEIVEL PAPLOKO GTN CLGKELN TOHTTOV TTEVOC.

o  Amoppiyte T GVOKELT TOTOL TEVAG APoV AdPeTe 4 efdopadiaieg dooels. H mpoomdBeia Eveong
Qopuaxov Tov £xel amopeivel Bo pTopovGE v 0NYNOEL GE NULTEAT 0OGT OKOLA KOl EAV EXEL
OTOUEIVEL PAPLLAKO GTT) GLGKELN TOTOV TEVOC.

Dappaoko wov £l ATOpEIVEL:

o A@ov &ete oOAOKANPOCEL TNV TETAPTY £vEo cog, Oa deite
KATO10 TOGOTNTA PAPLLAEKOL TOV EYEL AmOUEIVEL Kot avTd gival
@VO10A0Y1KO. AVTO TO PAPLOKO TTOV £YEL AMOUEIVEL SooPoAlel
OTL 1] GUGKELT TUTOV TEVAG AEITOVPYEL GOOTA.

- Amoppiyte TN GLGKELT] TOTOV TEVOC. —t

- TTopdro mov 1 cuokev TOTOL TTEVOC eEakoAoVOEl Vo TEPLEYEL
PAPLLOKO, UMV EMYEIPNCETE VO KAVETE TNV £VEGT] TOV
papudiov mov &yl amopeivel. H mpoondOeia Eveong
papudiov Tov £xel amoueivel Oa pmopovce vo, 00Ny oEL 8
nurteAn doon.

DappoKo wov
&xer amopeivel
\ y; (0ev amoTehel
d6om)

Anoppryn Tov Mounjaro KwikPen kot Tov fehovev TG cv6KeVNG TOTOV TEVAG

o TomobemoTe TIC YPNCILOTOINUEVEG PELOVEG TNG GLUGKEVTG GOG TOTTOV TEVAS GE EVOL TEPLEKTN
AmOPPIYNG Y UM PE ovTIKEIEVE 1 O€ £Va. GKANPO TAAGTIKO TEPIEKTY UE OCPUAEC KOTAKL.

e  Mnyv netdre (amoppintete) avorytéc PEAOVEG TG GLGKEVTG TVTOL TEVOG GTO OIKLOKE GOG
amoppippota.

o AmoppiyTe TN YPNCILOTOMUEVT GUCKELT] TOTTOL TEVOC OTIMG GOG £XEL VTTOdELDEL o TOV
emoyyeApatio vyeiog.

e P®toTe TOV EMOyYEALOTIO VYEING OYETIKG LUE TIG EMAOYEC KATAAANANG OTOPPIYTG TOV TEPLEKTN
ATOPPIYNG YU POV OVTIKELLEVDV.

o Mnv avaKVKADVETE TOV TEPLEKTT AMOPPIYNS TOV YPTCLUOTOUNUEVOV OLYUNPAV OVIIKEWUEVOV GO,
Yoyvég epOTIOELS

o Edv dev pumopeite vo apuipECETE TO KATAKL TG GLOKEVTG TOTTOV TTEVOG, TEPLOTPEYTE UTAAL TO
KOTAKL TNG GVOKELNG TOTOV. TEVAG TPOC T EUTPOC KOl TG, Kot EXELTA TPOPNETE TO KATAKL TNG
GLGKELNG TOTOL TTEVOC TPOG TO. EEM.

e Edv dev pmopeite va yopioete tov emhoyéa TG d0oMG HEXPL VO ELOAVICTEL 1] EvOeIgn 1] 610
mapdBupo g 06oNG:
- amoppiyTe TN ' CLOKELT THTTOV TEVAS, GUUTEPTAAUPAVOLEVOL TOV 1] XPTCLULOTOUULEVOL
QopudKov: Mmopel va, unv vdpyel apketd PAPIOKO GTI) GLGKEVT TUTOV TEVOG Y10 VO

yopnynOet pa mAnpng 0661. MV enyelpnGETE VA KAVETE TNV £VEGT] TOL QOPLAKOV TOV EYEL
OmOUETVEL.

e Edv o gmoyéag g doong givor dhokoro va watnOet:
=mélovtag Tov eMAoYEa dOoNG o 0pYa ol SlEVKOAVVEL TNV EVeEDT).

— 1 Berova cag umopel va €xet amoppdel. Tomobetnote (o Kavovpila Behdva Kot TpoeTondoTe
T1 GLGKELT] TOTTOV TEVOC.
— umopel va VITAPYEL GKOVT], POyNTO 1| LYPO LEGO GTN GLGKELY| TOTOL TEVAS. ATtoppiyTe )
GUGKELT TUTOV TEVAG KOl TPOUNOEVTEITE Lial KOVOLPLEL GUGKELT] TUTTOV TTEVOLG.
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o  Edv éyete emmpdobetec epwtoeic | mpoPAnuata pe to Mounjaro KwikPen, emikotvoviote pe ™
Lilly 7 tov yiotpd, VOGOKOUO 1] GOPHAKOTOLO GOG.

Hpeporéyro pappaxov

Xpnoonoteite Mounjaro Kavo v gfdopadiaio Eveon Tig nUEPOUNVIES TAPAKATO.
KwikPen 1 @opd v
efdoudoa.

INUEWOOTE TNV NUEPQ TNG
efdouddag mov emAEYETE VOl
Kkévete v éveon. Kdvete v
&veon auTnyv TV nuépa Kabe
epooudoa (Mapaderypa:
Agvtépa).

(Huépa/Mnvog) (Huépo/Mnvag) (Huépa/Mnvog) (Huépoa/Mnvag)

AvaOsopiOnke 1o TEAEVTOIO POPE GTIG
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