ITAPAPTHMA 1

NEPIAHYH TON XAPAKTHPIZTIKQN TOY ITPOIONTOX



vTo QApILOKO 0VTO TEAEL LITO CLUTANPOUOTIKT TOPaKoAoVONGT. AvTtd Ba emiTpéyel TOV Yp1yopo
TPOGOOPITUO VEDV TANPOPOPIDY OGPAAELNC. ZNTeital amd TOVG EmayyeLaTiES VYElg Vo avapépouy
0T01E0ONTOTE TOAVOLOYOVUEVESG avemBOUNTEG EVEPYEIEG. BA. Topdypapo 4.8 yia Tov TpOTO ovapopas
avEmBOUNTOV EVEPYEIDV.

1. ONOMAZIA TOY ®APMAKEYTIKOY ITPOIONTOX

Wegovy 0,25 mg evécilo S10AVLL0 GE TPOYEUIGHEVT] GLGKEVT] TOTOV TTEVOG

Wegovy 0,5 mg evéoylo d14AvLa GE TPOYEUGUEVT] GUOKELT] TUTTOV TEVOG

Wegovy 1 mg evécio S1AVUO O TPOYEUGUEVT] GUGKELT] TUTTOL TTEVOG

Wegovy 1,7 mg evéoylo d14AvLe. GE TPOYEUGUEVT] GUOKELT] TUTOV TEVOG

Wegovy 2,4 mg evéoylo S10AVUO, GE TPOYEUIGUEVT] GUOKELT TOTTOV TEVOG

Wegovy 0,25 mg FlexTouch gvéoyio d1dAlvpa 6€ TPOYEUIGUEVT GUOKEVT] TOTOL TEVOG
Wegovy 0,5 mg FlexTouch gvéoio d1dAvpa 6€ TPOYEUIOUEVT] GLGKEVT TUTTOL TEVOG
Wegovy 1 mg FlexTouch gvéoipio d1dAvpa 6€ TPOYEUIOUEVT] GLGKEVT TUTTOV TEVOG
Wegovy 1,7 mg FlexTouch gvéoio d1dAvp0 GE TPOYEUIGUEVT] GUGKEVT] TUTTOL TEVOG
Wegovy 2,4 mg FlexTouch evéoyio d1dAvpa 6€ TPOYEUIOUEVT] GLCKEVT TUTTOL TEVOG

2. HOIOTIKH KAI ITOXOTIKH XYNOGEXH

IIpoyemouévn cvokevn TUTOL TEVAS, EQamas doon

Wegovy 0,25 mg evéoiuo didivuo
Kabe mpoyepopévn cvokeun thmov névag epdmas 06ong mepiéyet 0,25 mg cepoyrovtiong* oe 0,5 mi
dradvparog. ‘Eva ml dwoddpatog mepiéyet 0,5 mg cepoayrovtiong*.

Wegovy 0,5 mg evéaiuo didloua
Kabe mpoyepuopévn cvokeun tomov névog epamas 66ong mepiéyet 0,5 mg cepayhovtionc* o 0,5 mi
drAvpartog. ‘Eva ml dwoddpatog mepiéyet 1 mg cepoyrovtiong*.

Weqgovy 1 mg evéoiuo diddouo
Kabe mpoyepiopévn ocvokenn| tomov mévag epama doong nepiéyet 1 mg oepayiovtiong* og 0,5 ml
dwAvpartog. ‘Eva ml duoddpartog mepiéyet 2 mg cepoyAovtiong*.

Weqgovy 1,7 mg evéaiuo diadvua
Kabe mpoyepuopévn cvokeun tHmov névag epdmas d6ong mepiéyet 1,7 mg oepayrovtiong* o 0,75 ml
draAvparog. ‘Eva ml dioddpatog mepiéyet 2,27 mg oepaylovtiong*.

Weqgovy 2,4 mg evéoiuo didhvua
Kabe mpoyepopévn cvokeun tHmov névag epdmas d6ong mepiéyet 2,4 mg oepayrovtiong* o 0,75 mi
dradvparog. ‘Eva ml dioddpatog mepiéyet 3,2 mg cepoaylovtiong*.

[poyeuopévn cvokewn tonov tévag, FlexTouch

Wegovy 0,25 FlexTouch mg evéoiuo diddvua

Kabe mpoyepiopévn ocvokevn Tomov mévag meptéxel 1 mg cepayrovtione* og 1,5 ml diahvpartoc. ‘Eva
ml dtodvpotog mepiéyetl 0,68 Mg cepoyrovtiong*. Mia TpoyEHIGUEV GLGKELT TOTOL TEVOGS

nepiéyel 4 dooeig tov 0,25 mg.

Wegovy 0,5 mg FlexTouch evéoiuo didloua

Kabe mpoyepiopévn ocuokenn Tomov mévag meptéyetl 2 mg oepayiovtione* og 1,5 ml diahvpartoc. ‘Eva
ml dtodvpotog mepiéyet 1,34 mg cepoyrovtiong*. Mia Tpoyepicévi GLGKELT TOHTOL TEVOS

nepiéyel 4 dooeic tov 0,5 mg.




Wegovy 1 mg FlexTouch evéoo diddvua

Kabe mpoyepopévn cvokeun tomov névog mepiéyxet 4 mg cepoyiovtionc* oe 3 ml Swddvpartog. 'Eva ml
Sodvpatog mepiéyet 1,34 mg oepoylovtiong®. Mia Tpoysiopévn cuGKELT TOTTOV TEVAG

nepiéyel 4 dooeig tov 1 mg.

Wegovy 1,7 FlexTouch mg evéoiuo didAvua,

Kabe mpoyepiopévn ocvuokenn Tomov mévag mepiéxet 6,8 mg ocepayrovtiong* oe 3 ml diaivpartoc. ‘Eva
ml dtodvpotog Tepéyet 2,27 Mg cepoyAovtiong*. Mia TpoyepiGéEVT GUOKELT TOTTOL TEVOG TEPLEXEL 4
docelc Tov 1,7 mg.

Wegovy 2,4 mg FlexTouch evéouo diddvua

Kabe mpoyepiopuévn ocuokent| Tomov mévag meptéyetl 9,6 mg oepayrovtionc* oe 3 ml diaAdporog ‘Eva
ml dtodvpotog mepéyet 3,2 Mg oepaylovtiong*. Mio mpoyeUIGUEVT GLGKEVT] TOTTOV TEVOG TEPLEXEL 4
dooelg Tov 2,4 mg.

*avaAoyo ™G avBpdTIvNg oppovng «yAvkayovopopeo mentiotn-1 (GLP-1)» mov napaockevdleton pe
xpNo”n TG Texvoroyiag avacvvdvacévov DNA og kottapa Saccharomyces cerevisiae.

IMa tov TApn Katdhoyo TV ekdoymv, PA. Tapdypapo 6.1.

3. PAPMAKOTEXNIKH MOP®H

Evéoo didivpa (éveon)
Alvyég Kot dyp®po 160TovViKS diddvpa, pH=7 4.

4. KAINIKEX TAHPO®OPIEX

41 OgpamevTikég evoeifelg

Evileg

To Wegovy gvdeikvutal yio yp1ion ®G COUTANPOUATIKT ay®yn o€ o dionta yopniov Oeppidwv kot

o€ AVENUEVT] GOUOTIKT OpacTNPLOTNTA LE GKOTO T1 010 ElP1oT TOL PAPOVS, cupmepAapUPavouévng

™G OmOAELNG BApous Kat TG dathpong oL Papovs, o€ evihikeg e apyikd Agtktn Malog Zopatog

(BMI)

. >30 kg/m? (mayvoapkio) M

. >27 kg/m? ¢ <30 kg/m? (vrepBopdTal) Tapovsic ToVALIGTOV pitg cuvvoonprg TéONoNg
oyetlopevng pe 1o Bapog, Omwg .y, dvoyAvkoytio (Tpodafng 1 cakyopmdng dtapnTng
TOMOL 2), VIEPTAGT), SVCAMTIO AL, ATOPPOKTIKY ATVOL0 VITVOL 1] KPS0y YELOKT VOGOC.

"EonBot (=12 g1dv)

To Wegovy gvdeikvutal yio yp1ion ®G COUTANPOUATIKT oy®yn o€ o dionta yopniov Oeppidwv kot
o€ avénuévn copatikn dpactnpiotra pe okond TN dlayeipion Tov Pfapovg oe eprfoug niikiog

12 gtov ko Gvo pe

. moyvoapkio* Kot

. oOUATIKO Bapog dve tov 60 Kg.

H Oepaneia pe Wegovy npénet va, dtakdmteTon kKo va exavosioroyeital edv 1o BMI tov epnfov
acBevav dev &gl pelmbel TovAdyiotov kotd 5% petd and 12 fdopndades og d6om 2,4 mg 1 ot
LEYIOTI aveEKTN d00T).

*Tayvoopkio (BMI>95° gxatootnudplo) dnwg opiletat ota draypdappato avénong BMI avaloya pe to ¢dro ko tnv nhikio
(CDC.gov) (BA. Mivaxa 1).



IMivoxag 1 Opro BMI 1o v Ttayvoapkio (>95° ekatootnuopro) ava ¢oio ko nAkia yio
o0 TPIKOUG a60eveic nhkiag 12 eTdv ko peyaivtepovg (kprrijpro. CDC)

. BMI (kg/m°) 670 95° Exatostnuépio
Hiaxia (éwn) Ayopua Kopitowa
12 24,2 25,2
12,5 24,7 25,7
13 25,1 26,3
13,5 25,6 26,8
14 26,0 27,2
14,5 26,4 27,7
15 26,8 28,1
155 27,2 28,5
16 27,5 28,9
16,5 279 293
17 28,2 29,6
175 28,6 30,0

4.2  Aocoloyio Kor TPOTOG YOPIYNONG

Aocoloyia

EviiAikeg

H 860m ovvtipnong g cepayioutiong 2,4 mg anaé efdopadiaing emruyydveral Eekvavtag e 60om
0,25 mg. [Tpoxepévon va peimbel 1 mBavoTTo ELPAVIONG YOSTPEVIEPIKAOV GUUTTONATOV, 1| 600T) Ha
npénel va avEdvetor KAMpokmtd o€ d1dotnpa 16 gfdopddov Emg tn 6001 cuvtpnong 2,4 mg dmaé
efdopadiaing (BA. [Tivoxa 2). X mepinTmON CNUAVTIKOV YOOTPEVIEPIKOV GCUUTTOUATOV, EEETAGTE TO
evogyopevo KaBuotépnong e KAMUAK®ong g 000mG 1 HEImoNS otV Tponyovuevn d0on Uéypt va
BeAtiwBovv o cupmtdpaTe. Ag cuviotdvton Efdopadiaies 0ol peyolvTepES TV 2.4 mg.

Mivakog 2 Xpovodidypappo KMpakmong s6ong

Kupdaxkoon 66ong | Efdopadiaio 66om
EBdopdda 1-4 0,25 mg

EBdopdda 5-8 0,5 mg

EBooudda 9-12 1 mg

EBooudda 13-16 1,7 mg

Aéon ocvvtipnong | 2,4 mg

"Eenpot

Mo gpnPovg nhkiog 12 etdv Ko dve, Tpénet va epaproleTol To 1010 oYL Yo TV KAAK®OCT TNG
d0om¢ 6mm¢ Yo Tovg evidikeg (BA. Tivaxa 2). H d6om mpémet va avn&aveton £mg ta 2,4 mg (56om
oUVTIPNONG) N LEXPL Va emTevyBel 1 LEYIOTN aveKTr dOOM. Ag cuvicTOvTan ERdopadiaies dOGELG
peyarvtepeg twv 2,4 mg.

Aabeveic pe drafijy tomov 2

Katd mv évapén g oepaylovtidng oe acBeveig pe S tomov 2, npémet va eEetaleTon To
EVOEYOLEVO UEI®ONG TNG 60GNG TNG GUYYOPYOVLEVIG IVGOVAIVIIG 1] EKKPITAY®Y®MY VGOLAIVIG (OT®™G
glvat o1 GovApovLAoLPiEg) TPOKEIEVOL VO pelmBEl 0 Kivduvog vrtoyAvkapiog, PA. Tapdypapo 4.4.

LHopdieryn 66ong

Eév mapareipbei po 6o, avt Ba tpénet va xopryeitor 10 GUVTOUOTEPO SLUVATO KO EVTOG S MUEPDV
amd Vv TapdAienym g doone. Edv &xovv moapélBet mepiocodTepes amd S nuépeg, 1 66on TPEMEL VoL
TOPOAEITETOL OPIOTIKA KoL 1) EXOUEVT] SOCT] VAL YOPTYEITOL KATA TNV TPOYPOULATIGUEVT) IUEPOUTVIDL.
Ye KGBe mepintmon, o1 acheveic LTOpPovHV EMELTA VO GUVEXIGOVV TO GUVNOEG TPOYPALLLLO TNG OO
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efdopadiaing yopnynons. Eav napaieipbovv nepiocdtepeg d6cels, Bo mpénel va eEetaleton T0
EVOEYOLEVO pelmoNG Tng 0001 KaTd TNV enavEvapén.

E101xoi wAnBoouol

Huriouévor (265 etwv)

Agv amonteitan Tpocappoyn g 60ong Pdoet tg nAucioc. H Bepamevtikn eunepia og acBeveic nikiog
>75 etmv elvon meplopopévn kat dev pmopel vo amokAelotel peyardtepn evacOncio opiopévev
ATOL®OV LEYOADTEPTG NAIKIOG.

Aobeveic ue veppixn dvolgitovpyio

Agv amotteital Tpocapproyn g 60ong o€ acbeveig e Nma 1 pétpla veppikn dvcietrtovpyia. H
gumepia e ™ xpnon g oepayrovtiong o€ acbeveig pe coPapn veppikn dvoiettovpyia etvol
nepropopévn. H oepayrovtion de cuviotdton yio yprion o€ acbeveic pe cofapn veppn
dvcherrovpyia (eGFR <30 ml/min/1,73m?) copmepihapfovopuéveov Tov achevay [ie veppomddeio
telMkoD otadiov (BA. mapaypdpovg 4.4, 4.8 ko 5.2).

Aobeveic ue nrotikn dvoiertovpyio

Agv amotteital Tpocappoyn g 00ong o€ acbevelg e Nmia 1 péTpla Nratikn dSvciertovpyio. H
gumepia e ™ xpnon g oepayrovtiong o€ aobeveig pe coPapn nratiky dvoiertovpyia etvol
nepropopévn. H oepoyrovtion de cuviotdton yia yprion o€ acbeveic pe coPaprn nrotikn
dvodettovpyia Ko Oo TPETEL va YPNCIUOTOLEITOL [LE TPOGOYT o€ 0cbevelg Le oL 1] LETPIAL NTOTIKY
dvoiertovpyia (PA. Tapaypdpovg 4.4 kot 5.2).

THoudrozpiros minBoouog

Agv amouteitanl Tpocappoyn g 60ong Yo epnfoug niiog 12 etdv kot dveo.

H acpdieio kot omoteleopaTikdTnTo TG CELOYAOVTIONG 6€ Tond1d NAIKiag KAt Tov 12 e1dv dev
€yovv TekunpLmbet.

Tpbdmoc yoprynong

Y7odopa ypron.
To Wegovy yopnyeitan dmaé efdopadiaing omodnmote dpa g NUEPOS, LE 1) Ympig yedHOTA.

Xopnyeitor vrodopimg pe Eveon GtV KOG, Tov Unpd 1 1o dve pépog tov Ppayiova. H Béon g
éveong pmopel vo aAracet. Aev Tpémel va yopnyeiton EvOOPAEPLA 1] EVOOUVIKA.

H nuépa g efdopadiaiog yoprynong uropei va aArdéel, edv etvor anapaitnto, EpOGoV 10 146 TN
oL pecorofel petald twv 8o ddcemv givar tovAdyiotov 3 nuépeg (>72 opeg). Metd v emloyn
VENG NUEPAS YopYNoNG, Oa Tpénet va cuveyiotel 1o Tpdypappa ™ dma efdopadiing xopniynone.
Katd ™ yop1ynon tov Wegovy mpoyepIGUEVT] GUGKELT] TOTOL TEVOCS Yid Lol XPTION, 1| GUGKELT] TUTTOV
névag Oa mpémet vo mEleTan otafepd TAVED 0TO dEPLLA PEYPL VA CTAULOTNGEL VO KIveiTan 1) KiTpivn

papdoc. H éveon dwapket mepimov 5-10 devtepdrenta.

Ot acBeveig Ba mpémetl va evnuepdvovTot vo 010 fAS0VV TPOGEKTIKA TIG 0ONYIES XPTIOTG TTOL
TePLApPAvovToL GTO GUAAO 0ONYIDV YPNONG TPV GO T YOPTIYNOT TOV QOPLOKEVTIKOD TPOIOVTOG,

[No TeprocdTEpEc TANPOQPOPiES TPV amd TN YopNyNomn, PA. Tapdypapo 6.6.
4.3  Avtevositeaig

YrepevoioOnoia ot dpactikn ovoia 1 o€ Koo amd to £KO0YA TOL AVUPEPOVTUL GTNV TAPEYPUPO
6.1.



4.4  E101kég TPOEIBOTOMGELS KO TPOPVAGEELS KATA TN (p1on

Iyniacdmra

ITpoxeévou va, fertimbel n yyyNAaSOTNTO TOV POAOYIKMOV QOPUAKEVTIKMOV TPOTOVI®MV, TO GVOLLO
Kot 0 0ptOpHOG TOAPTISOS TOL YOPTYOVLEVOD (UPLLAKOV TPETEL VO KOTOYPAPETOL LIE GOPNVELD.

A@uddrtoon

H ypfion ayovictov tov vrodoyéa GLP-1 evdéyetol va cuoyeTIoTEL e AVEMIBOUNTEG EVEPYEIEG TOV
YOOTPEVIEPTKOV TOL UTOPOVV VO, TPOKOAEGOVV OPUIATOOT, 1] OTOi0 GE CTMAVIEG TEPITTAOCELS LTOPEL VL
00NYNoEL o€ EMOEIVOOT) TNG VEPPIKNG AEITOVPYiOG.

O1 acBeveig Bo mpEMEL VO EVILLEPDVOVTOL Y10, TOV EVOEYOLEVO KIVOLVO apuIATMOTNG, O 0T010G
oyetiletan pe TIg avemBOUNTEG EVEPYELEC TOV YOOTPEVTEPTKOV, KOl VAL AAUBAVOVY TPOANTTIKE PéTpal

Y10 TV 0ITOQLYN TNG EALEWYNG VYPOV.

Oé&elo maykpeotitidon

"Exer mopatpnei o&eia maykpeatitidoa katd T ypnon ayoviot®v tov vrodoyéo GLP-1 (BA.
wapdypao 4.8). Ot acbeveic Bo TPEMEL VO EVILEPDVOVTOL Y10t T YOPAKTIPICTIKA GUUTTOUATO TG
o&elag maykpeatitidag. Eqv vrdpyet vmoyio mayKpeatitidog, 1 oeUayAonTion TpEmet Vo S1oKOTTETOL.
Edv avtm emPePorwbet, n Oepomeio pe cepoyrovtion dev npénel va Eekvioet Eavd. Oa mpémet vo
dtveton Tpocoyn o€ acbeveig e 10Top1Kd TayKPEATITIONG,

E@pdoov dev vrdpyovv dAla onpeia kol copmtdpate o&elog Taykpeatitidag, ot avENCEIS TV
TOYKPEATIKOV EVEOU®V 0O LOVEG TOVG OEV OMOTEAOVV TPOYVOGTIKO TOPAyovTa Y10, o&gla
TOYKPEATITION.

AocBgveic ue dwafritn tomov 2

H oepayiovtion o€ Oa mpémetl va ¥pnoYoTolEiTtol Mg VITOKATAGTATO VGOVAIVIG o€ 0o0eVEIG e
Sapntn oMoV 2.

H oepayiovtion o€ Oa mpénetl va ypnoylonoieitol 6e Guvovacud e GAAL TPOIOVTO TOV TEPIEXOVY
ayoviot Tov vrodoyéa GLP-1. Aev éxel a&lorloynBel kon Bewpeiton mbavn 1 vmapén avEnuévou

KIvOOVOU EUOAVIOTG AVETIHVUNT®V EVEPYELDY AOY® VITEPOGOAOYING.

Yroyivkouio og acBeveic pue dwofntn tomov 2

H wooviiv kar 1 sovkpovurovpia gival yvootd 6Tt Tpokaiovy vroyAvkoipio. Ot acBeveig mov
AQpUPAvoLY GELOYAOLTION GE GUVOLAGUO LE GOVAPOVVAOLPIN 1] LLE VOOVAIVY EVOEXETAL VO, EYOVV
avEnpévo Kivouvo vroyAvkaiag. O kivouvog voyAvkapiog propel va ehattobet pe peimon g
80601 TS cOVAPOVVAOVPIAG 1 TNG VCOVAIVIG, Kot TNV évapén tng Bepaneiag Le aymvioT Tov
vrodoyéa GLP-1. H npocOrkn Wegovy oe acBeveig vmo Bepaneio pie vovivn dev €xet a&roroynOet.

AwfBntikn opeiPAncposwwondbein oe acheveic ue dwfnen tomov 2

e aoBevelg pe dfntikn apeBinotposidonddeia vitd Bepoameia pe cepaylovtion, £xel mapatnpnOel
awENUEVOS KIvOuVog avanTuéng ermmAokmv dafnTikng apeipinotposwdonddeiac (PA. mopdypapo 4.8).
H toayeio fertioon tov eléyyou g YALKOLNG £XEL GLOYETIOTEL LE TPOCOPIVY EMOEIVOGT TNG
SPnTikng apePANGTPOEdOTAREINS, OLMG OEV LTOPOVV VO ATOKAEIGTOVV GALOL Lnyovicpoi. Ot
aoBevelg pe dwPntikn apEPANcTPoEdonadEln TOV YPNCILOTOVY GeEPayAoVTiON Ba Tpémel va
mapokoAovBovVTUL GTEVA KO va AapPdvouy Bepameio oL@V LE TIG KAVIKEG KOTEVOUVTIPLES
oomnyieg. Agv vmapyel epnepio pe o Wegovy oe acbeveic pe dwafntn tomov 2 pe un ereyydpevn i
dvvntikd aotadn dSwfntikn apeiPAnctposidonddeia. Xe avtovg Tovs 0cbeveic, o€ GVVICTATOL
Oepancio pe Wegovy.



[IAnOvopoi mov dg peretnOnkay

H aopdieia kot 1 amotelecpaticotnta tov Wegovy dev Exovv diepevvndel o acbeveig:

- 1o Bepaneio pe GAAa Tpoidvta yia T Sioyeipion Tov Papovg,

- pe dtapntn tomov 1,

- pe cofapn| veppin dvcsiertovpyia (PA. mopdypapo 4.2),

- pe coPapn nratiky dvsiertovpyia (BA. Tapdypoeo 4.2),

- LLE CLUUPOPMTIKN Kopdlakn averdpkela otadiov IV odppava pe v tagvouncn kard NYHA
(New York Heart Association).

H ypfion oe avtovg Toug 0cbevelg 6 cuvioTdral.

Yrdapyet nepropiopévn epmelpio pe to Wegovy oe acBeveic:

- niwiog 75 etmv M peyakvtepng (BA. mapdypapo 4.2),

- pe N 1 LéTpla nratiky] dveiettovpyia (BA. mapdypapo 4.2),
- LLE PAEYLOVOON VOGO TOV EVTIEPOU),

- e SN TIKN YOoTPOTTAPEDT).

No xp1olLonolEital e TPOoOYN 0 AVTOVG TOVG acOeVELS.

Iepiektikdmro og véTplo

To papuokevtikd avtd TPO1dV TEPIEXEL ArydTePO amd 1 mmol vatpiov (23 mg) avd 666m, dniadn eivar
OVTO OV OVOLALOVLE OVCLUCTIKA «EAEVBEPO VaTpiovy.

4.5 Allemdpaocealg pe GAho QOPRAKEVTIKG TPOTOVTA KoL GALES HOPPEG OAMAETIOPOONG

H oepayrovtion kabvotepel ) yaotpn kévmon kKot 8o pmopovoe SuvnTikd vo, ennpedoetl Tnv
AmopPOPNOT OO TOL GTOLOTOG GLYYOPTYOVLEVOV PUPLAKEVTIKOV TPOIOVTOV. Agv TapatnpninKe
KAMVIKG ONUOVTIKY] ETLOPOCT] 6TOV pLOUO YOOTPIKNG KEVOGONC LE TN GERayAoVTION 2,4 mg, mhoavdg
AOY® 1T midpaong oty avekTikoTTa. H oepayrovtion Oa mpémet va yprolonolgitol e TPocoyn G
aoBeveilg mov AapPdvouy amd oV GTOUOTOC PUPLOKEVTIKE TPOIOVTA, T 0010 AToTOvV ToYElD

YOO TPEVIEPIKT] AOPPOPNON).

Hopaxetopoin

H oepayrovtion kabuvotepel Tov puBpod yooTpikng KEVMong, OTMG eKTYLATAL BAGEL TG
(QOPLOKOKIVITIKNG TNG TOPOKETOUOANG KOTA T O1GPKELD LOG SOKIUNG LE YPNOT] TUTOTOULLEVOL
yeopatog. H AUCo-somin k0t 1] Cimax TNG TOPOKETAPOANG petmdnay katd 27% kot 23%, avtictorya,
UETA TN SvyYopyNnomn oepayiovtiong 1 mg. H cuvoiikn ékBeon oty mapoxetopuddin (AUCo-sn) dev
emNpedotKe. Agv mopoTnpnonKe KAVIKG GNUOVTIKY ETIOPACT) GTNV TOPOKETULUOAN LE TN
GEUOYAOVTION. Agv amotTeiTol TPOGAPLOYT TNG 0OCNC TN TAPUKETAUOANG OTav yopnyeitan pall e
oepayAovTion.

Am6 10V GTOUOTOC AVTIGCVAANTTTIK

H cepayrovutidn dev avapévetal vo LEWOGEL TNV OTOTEAEGHOTIKOTITO TOV OO TOV GTOUATOG
AVTIGLAANTTIKOV. Ag petéPare og KAMvVIKA onpovtikd Badpd tn cuvolikn ékbBeomn g
a1BtvoAo1eTPadIOANG Kot TG AEBOVOPYESTPEANG KATA T1 GLYYXOPTYNOT £VOG and GTOUATOG
OVTIGLAANTTTIKOD QUPULOKEVTIKOV TPOidvTog cuvdvacov (0,03 mg aibivvrototpadioing/0,15 mg
AePovopyeotpéng) e oepoyrloution. H ékBeon g abvuroiotpadioing dev ennpedoTnKe.
[Mapamnpndnke avénon kotd 20% oty £xbeomn g Aefovopyeotpéing oe otabepn| kotdotaon. H Cmax
dev enNPedoTNKE Y10 KOpio omd auTég TIG OVoies.

AtopPactativn

H cepayiovution de petéfare ™ cvvorikn EkBeon g atopPactativng LeTd amd Yop1ynon epanas
d0omg atopPactativig (40 mg). H Cmax ™g atopPaoctativing peimbnke katd 38%. H peiowon avt d¢
BewpnOnKe KAMVIKA OMLOVTIKT.



Aryo&ivn

H oepoylovutidn de petéfaie tn cuvorkn €kbeom 1 T Cmax TG dtyo&ivng Hetd T yopnynon eeamnos
doomng oryo&ivng (0,5 mg).

Metpopuivn

H cepayiovutidn de petéfare ™ cvvorikn EkBeon 1 ™ Cumax TNG LETQOPUIVIG LETE aTO TN YOPYNON
500 mg dv0 Qopéc nuepnoimg yio S1dotua 3,5 NUepoVv.

Bapopoapivn ko AL Top Oy oy o KOVLLOPIVIC

H ogpaylovtion de petéfare ) ocvvorkn €kbeon i 1 Cmax ™G R- ko g S-Papeapivng petd and
epamag 60om Pappapivng (25 mg), eved o1 PoPLOKOSVVALIKES EMOPAcELS TNG Bappapivng, OTwg
petprinkov pe Baon 1o d1ebvég kavovikomompévo tniiko (INR), dev ennpedotray g KAk
onuovTikd Pabuo. Qotdco, Exovv avapepbel tepimtmoelg petwpévov INR katd tn cuyyopnynon
AKEVOKOLLLAPOATG Kot aepayAouTidng. Katd v évapén Bepoaneiog pe oepayiovtion oe acbeveic mov
Aappavooy Bapeapivn 1 Ao Tapdywyo Kovpapivng, cuviotdtal cuyvi Tapokoiovdnon tov INR.

Hodorpikdg tAnBvoudg

"Exovv o1e€aybei perétec aAAnAenidpaonc LOVO oe EVIAIKEC.
4.6 Tovipétnra, Kimon Ko yohovyio

uvoikeg o€ avomapay®yikn nAio

O1 yuvaikeg 6€ avamapay @yt NAKIo GUVIGTATOL VO XPTIGOTOIOVY OVTIGUAANYN KOTA TN S10pKELL
¢ Oepaneiog pe oepayrovtion (BA. Tapdypagpo 4.5).

Kbnon

Meléteg oe Loa katédeiEav avamapaywykn to&ikotta (BA. mapdypago 5.3). Yrdpyovv
TEPLOPIOUEVA OEOOUEVH OYETIKA [LE TN XPNOT TNG SELAYAOVTIONG o€ £yKvo yuvaika. Emopévag, 1
oepaylovtion o Oa TpEmEL vaL XpMOILOTOIEITOL KOTA T S1dpKELD TG £YKVHOSUVTNGS. Edv pia acBgvig
TPOYPopUaTICEL EYKVIOCVVN 1] TPOKVYEL EYKVLOGVVN, 1) Bepameio pe oepaylovtion 0o tpénet va
dwkomel. H Oepameio e oepoylovution Ba tpémetl va S1oKOTTETOL TOVAGYIGTOV 2 UNVEG TPV OO LLid
TPOYPOULATIGLLEVT] EYKVHOGHVT] AOY® TOL LEYGAOD ¥povov Nuicelag {ong (PA. Tapdypapo 5.2).

ONnAacuog

e OnAaCovteg apovpaiovg, N oepayAovTion omekkpifnke oto yaro. O kivdvuvog oto Onidlovta Ppéen
dev umopei va amokAeiotel. H oepaylovtion dev mpénet vo ypnoionoteiton katd tn 61dpKelo Tov
Oniaopov.

Tovipotnta

H enidpaon g oepayrovtidng oty avBpdmvn yoviudtnrta gival dyvootr. H cepaylovtion dev
EMNPEAGE T YOVILOTNTO GE OPCEVIKOVG 0poLpaiong. e OnAvkovg apovpaiovs, Tapatnpiinke avénon
oTN S1GpKELD TOV 0IGTPOV Ko (iKp1| peimon otov aplBud tov woppnéldy e dOCELS TOV
GUGYETICTNKOVY LLE OTMOAELN GOUOTIKOD BAPOVS TNG UNTEPOS.

4.7 Emopdaocels oty IKavOTTO 0011Y1)01)G KOL YEPIGHOV PN AVI|LATOV

H oepayiovtion dev €xet kapio 1 £l 00HLLAVTN EXIOPACT] GTNV IKAVOTNTO, 00N YNONG N EPIOULOD
pnyovnuaTev. Qotdéco, pmopet va epeaviotel (AN Kupiong Katd T S14pKeLo TOL S10GTHLATOG
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KAMpdxwong g 66omg. H 0d1iynomn 1 o xeiptopdg pnyovnudtev o tpémel vo yivoviol Le mpocoyn,

eav gppaviotel {aan.

AocBeveic ue daffntn tomov 2

Edv n oepayilovtion yproylonoleitarl og cuvovacpd e GOVAPOVVAOVPia 1] tvGoLAIVT, Ol acBeveis Ba
TPETEL VO, EVIIUEPDOVOVTOL VO AAUPEVOUY TPOPUAGEELS Y10 TV OTOQVYT TNG VITOYAVKOLING KOTA TNV
001yNOT Kol TOV XEPISUO pnyovnudatov (BA. mapdaypapo 4.4).

4.8

Avem@ounteg evépyeareg

TIepiAnym Tpoeil aceoieioc

e té00ep1g OoKIUES paong 3a, 2.650 evijlikeg aoBeveig extédniav oto Wegovy. H didpkela tov
doxav fTav 68 fdopddec. Ot ocuyvoTtepa avopEPOLEVES OVETIOVUNTES EVEPYELES NTAV O1
YOO TPEVIEPIKES SLUTAPOYES, CLUUTEPTAOLPOVOUEVIG VAVTIAG, S10PPOING, SUVGKOTAMOTITOS KOl EULETOV.

KatdAoyoc ovemfountov EVEPYEIMV GE LOPON TTIVAKQ,

Ytov [Mivaka 3 TapatiBeviol o1 avemBOUNTEG EVEPYELES TTOV SOMIGTOONKOV GE KAVIKEG SOKIUES PAONG
30 o€ eVIIAMKEG KOl avapopEG PeTd TV Kukhoopia oty ayopd. Ot cuyxvotntes Pacilovion og Eva
GUVOAO JOKIUADVY PACTG 30

O avemBounteg evépyeteg mov cuoyetifovtal pe 0 Wegovy mopatifevtal avd kotnyopio/opyavikd
ovotnuo kot cuyvotta. Ot katnyopieg cuyvottog opilovrar wc: TloAd cvyvég (>1/10), cuyvéc
(>1/100 éwg <1/10), 6yt cvyvég (=1/1 000 émg <1/100), ordvieg (>1/10 000 £wc <1/1 000), TOAD
omavieg (<1/10 000) kot un yvootég (dev umopovv vo, ektiunfovv pe Bdomn to dobéoipa dedopéva).

IMivakag 3 XuyvoTnTo avemOOUNTOV EVEPYELOV CENAYAOVTIONG

puOuOS™’

Katnyopia/opya
VKO cvoTnpo o0 ovyvég | Xuyvég O ovyvéc Xrdwvieg Mn yvoortéc
kot MedDRA
Awapoy(ss v AVOQUAOKTIK
OVOGOTOUTIKOV L
, N avtidpoon
GULGTIOTOG
Awtopayés Tov YroyAvkoio og
petafoAopov Kot acBeveig pe
™ Opéyng S mov 2°
AwTopayég Tov Kepoodyia” | Zain®
VELPIKOV Avoysvcio
GLGTNUOTOG
OpbBoipuceg Awpnmikn
dotapayés apEPANCTPOEIDO
néoeln og
acBeveig pe
S tmov 2¢
Koapdoécg Yrotoon
dTapoyég OpBootoTikn
VIOTAOT)
Avénpévog
Kapd1oKog




Koatnyopia/opya
VK6 cvoTNO o0 ovyvég | Xuyvég Oy ovyvég Yravieg Mn yvooTtéc
Katd MedDRA
AwTopayég Tov "Epetoc™? Tootpitdol” Oéela Evtepikn
YOG TPEVIEPIKOV Aéppora®? l'oaotpootcopayk | maykpeatitidn® omoQpoén’

Avokotmdt | | modvdpoumon® | KaBvotepnpéy

0P Avoneyia® 1 YOOTPIKN

Navrtio®” Epuy} Kévoon

Kotoko Meteopiopdc

dyoc™ Kotmoxn

d1éraon”
AwTopayég Tov XoioMbBioon®
NTATOG KOl TMV
YOANPOP WV
Awtapoyég Tov Tpyodntwon* Ayye00idnp
dEpULATOC KoL TOV o
VTO3HP10L 16TOV
Tevucéc Koémoon™ Avtidpdoeig oo
droTaporyEg Ko onpeio g
KOTOGTAGELS TNG éveong’
0800 YopryNoNg
Mopaxiivikég AvEnuévn
eketdoelg apvrdaon’
Avénpévn
Mmdon’

9 BA. TOPOKAT® TEPLYPAPT] ETAEYUEVOV OVETLODUNTOV EVEPYELDV
P mapatnpovvral kuping 0To SidoTnua KAMPAKOoNS TG ddong

" Opadomomuévol TPoTIMOUEVOL GPot

9 And avoopég Letd TV KukAopopia

[eprypoen emAeyuévav oavemiOUNTOV EVEPYEIDV

AvemBbuntec evEPYEIEC TOD YOTTPEVTEPIKOD

Koatd m dudpkeia tov dokiuav, didpkelag 68 efoopddmv, epeaviotnike vautia o 10cootd 43,9% tov
acBevov vrd Bepaneia pe oepayrovtion (16,1% yio 10 €1KOVIKO GAPLOKO), d1GPPOL0 GE TOGOCTO
29,7% (15,9% y1o. to gucovikd @dppaxo) Ko Euetog o€ mosootd 24,5% (6,3% Yo 10 EIKOVIKO
oapuaxo). Ta mepiocdtepa cupPdpate NTav NG £0G HETPLUG COPAPATNTOS KOl LUKPTG OGP KELNG.
Avcrototnto eLPavicTNKe 6€ 060010 24,2% TV acbevav vrd Beponeia pe oepayiovtion (11,1%
Y10 TO EIKOVIKO QAPILOKO) KoL 1TV NG £0G LETPLOG COPApOTNTOS Kol LEYOADTEPNG SLAPKELNG. X
acBeveic vmo Bepaneio e oepayhovtion, n didpeon didpreia e voutiog oy 8 NUEPES, TOL EUETOL 2
Nuépec, ™G dudppotag 3 Nuépeg Ko e dvokodtntag 47 NUEPEC.

AcBeveic pe pétpia veppikn Suciettovpyio (€GFR >30 ml/min/1,73m?) pumopei vo spgovicovy
TEPIOCOTEPEG YOOTPEVIEPIKEG EMOPAGELG KOTA TN Oepameia e cELAyAOVTION.

Ta copPdpota Tov yaoTpevtepikoh odNynoay oe poviun dlakonn g Oepaneiog oto 4,3% TV
acBevov.

Oéeia mayrpearitido

H cvyvomrta gpedviong emPeforwpévng omd emtponn| o&eiog Toykpeatitidog, 1 onoio avapépinke oe
KAvikég doKpég pdong 3a, ntav 0,2% yio ) ogpoyAovtion kot <0,1% yio 1o eiovikd eappaKo,
avticToyo.

OCeia yoloxvatinda/Xololibioon

H yoloABiaomn avapépOnke og m0coo1o 1,6% Kot 0d1ynce o€ yoAokvotitida o€ 10cootd 0,6% TV
acBevav vrd Bepamneia pe ogpayhovtion. H yoholBioom ko 1 yoAokvotitido avapépdnkay o
1060076 1,1% kot 0,3%, avtictorya, TV achevav vod Bepomeio e EKOVIKO QAP LOKO.
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Tpiyomrwan
Tpyontwon avapépOnke oe 060610 2,5% TV acbevav vd Bepancia pe cepoylovtidn kot og

1060670 1,0% tev acbevav vd Bepameia pe gikovikd eappoko. Ta copfdpata oy Kupimg Nrog
cofapoTnTag Kol 01 TEPLECOTEPOL aoBEVEIG avappwoay evd cuvEyiiav T Bepameia. Tprydrtmon
avapépOnke cuyvotepa o€ aoBevelg e peyaivtepn anmigio Bapoug (>20%).

Avénuévog kapdioxog poOudg

Y11g dokég paong 3a, Tapatnpndnke péorn avénon 3 ceuynodv avda Aertd (bpm) and pio PEGT TN
é&vapéng 72 bpm ot acBeveic vnd Bepameia e oepayrovtion. To m0c0cTd TV ATOL®V pe adENCN
TOAL®OV oo TNV apykn Tun >10 bpm 0mo1adnToTE YPOVIKT GTIYUN KOTA TN S1IpKELD THG TEPIOO0V
Bepaneiog rav 67,0% oty opdda g oepayAovutidng Evavtt 50,1% oty opdda Tov EIKOVIKOD
QapudiKov.

Avogoyovikdtita

SOUQ®VO LLE TIG SUVITIKA 0VOGOYOVIKEG 1010TNTEG TV PUPLOKEVTIKAOV TPOIGVIMOV TOV TEPLEYOVV
TPOTEIVEG N TEMTION, 01 aoBEVEIS EVOE ETAL VAL OvaTTOEOVY OVTICMUOTA LETA 0O TN Bepomeia Le
oepayAovtion. Ta mocootd tv acBevav mov Ppédnkay BeTikol Yo avVTICOUATO EVOVTL TNG
GELOYAOVTIONG OTOLONTOTE YPOVIKT GTLYUT| LETA TNV Evapén MTav yapnid (2,9%) kot Kavevag
acBevig dev glye eE0VOETEPMTIKA OVTICOUATO KOTA TN CELAYAOVTIONG 1) OVTICMUATO KATA TNG
oePLayAoVTIONG e £0VOETEPMOTIKN OpaoT| Katd Tov gvdoyevoug GLP-1 610 téhog g dokune. Katd
) d1dpketa TG Bepameiog, ot VYNAES GUYKEVTIPAOGELS GEUAYAOVTIONG EVOEXETOL VAL £OVV EAATTMOGEL
™mv evansnoio TV ovaAHcE®V, OTOTE OV UIOPEL VO ATOKAEIGTEL O KIVOUVOG YELSMG OpVITIKMV
amoteAeoUdTOV. 201000, GE dTopa Tov £xovv Bpebet BeTikd Yo avTicdpata Kotd T S1dpKelo TG
Oepomeiog Ko HETA A0 AVTH, 1] TOPOVGIN AVIICOUATOV NTAV TAPOOIKT KOl YOPIC LUV EXTTTOO
OTNV OTOTEAECLATIKOTNTO KOL TNV OGQUAEL.

Yroylokoyio oe aoBsveic pue drafntn tomov 2

X STEP 2, mopoampnnke kKAvikd onpovtiky vtoyAvkoio 6g tocootd 6,2% (0,1
ovpPapoto/acdevo-£10¢) Tov atdpev vrd Bepaneio pe cepaylovtion oe cVYKpon pe T060oTo 2,5%
(0,03 ovupdpata/acBevo-£10c) Twv atopwy vtd Bepaneia pe eikovikd edppako. Yroylvkoylio pe
GEUOYAOVTION TopaTnPNONKE TOCO Le OGO Kol YWPig TaVTOYPOVN P on covipovurovpiog. Eva
ene160010 (0,2% twv atdopwv, 0,002 cuppdapate/acdevo-£toc) avapépinke og coPapod e Eva dropo
7oL d¢ Adppave Tavtdypova covipovorovpia. O kivovvog vroyAvkoyiog avéndnke dtav
ypnoomowfnke cepoyAoution poli pe covApovorlovpia.

Mapnuixn oupipinotposidonadeio oe 00beveic ue diafnty tomov 2

Mo KAVIKT oK S1apKELNg 2 €TV LEAETNGE TN oepaylovtion 0,5 mg kot 1 mg évovtt Tov
€KoVIKOL Qappdaxov o€ 3.297 acBevelg pe dtafrytn tomov 2, pe vynAd Kapdayyeloko kivouvo,
LokpOypovn d1apketa S0t Kot aveETopKOS EAEYXOLLEV YALKOLN 0TO aipto. Xt doKr| o,
emPeforwpéva cupPapata eMmAoKOV TG SPnTIKng apeiPinotpoedonddeiag exdniadnikay ce
TEPIGGOTEPOLGS 05Beveig VIO Bepameia e cepayrovtion (3,0%) oe 6OYKPIoN LLE EIKOVIKO QAPLLOKO
(1,8%). Avtd mapatnpnOnke o acevelg pe yvoot) sffntikn apePinotpocdonddeia mov AduPavay
wvoovAivn. H dtapopd ot Bepansio eppaviotnke vopic Kot enépeve ko’ OAn T SapKELL TG
dokiung. Xt STEP 2, avaeépnkay datapayég Tov apeiAnctpogtdovg and 1ocostd 6,9% tov
acBevav mov Adppavav Wegovy, 6,2% tov acBevav mov Adpfovav cepoyrovtion 1 mg kot 4,2% tov
acfBevav Tov Adpfovav euovikd eappako. H mieioymeio tov copPapdtoav avapépinie og dapntikn
apepAnotpocwondadeia (4,0%, 2,7%, kot 2,7%, avTicTory o) Kot U1 Topoymytkn
apeipAnotpogdondadeia (0,7%, 0% kot 0%, avtictoryo).

Houdwrpkodc tAnfuoudc

et KAvikn dokipn mov d1eényn oe epnpoug niikiag 12 etdv émg kKatm tov 18 etdv pe
o LoapKia N VILEPPAPOTNTO LLE TOVAGYIGTOV [0 GLVVOCT|PT TdBNoN oXeT OpEVT pe To Bdpog, 133
aoBevelg extédnkav oe Wegovy. H d1dpketa g doxyung nrav 68 efdopddec.
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YVVOMIKE, 1) GUYVOTITA, O TUTOG KoL 1) fopUTNTA TV AVETIOOUNTOV EVEPYEIDY GTOVS EPNPOVG NTaV
ovykpioln pe 6ca mapatnpnOnKay otov evijiiko TAnducopd. Xolobioon avapépbnie € T0606TO
3,8% 1oV acBevov mov EraPav Wegovy kot 0% tov acBevadv mov EAafav EIKOVIKO QAPLLOKO.

Ag dwmotddnke kopio exidpocn oty avartuén 1 v avémrToén g Mg petd and 68 efdopddeg
Oepaneiog.

Avogopd TovoAoyoOUEVOV OVETIOVUNTOV EVEPYEIDV

H avagopd mBavoroyovpuevmv avemiOUNTOY EVEPYEIDV LETA Ad TN YOPNYNOT AOE0S KUKAOPOPING
TOV POPLLOKEVTIKOD TPOIOVTOG ivan onUavTiky]. Emitpénet mn ocvuveyn mapoaxorovdnomn g oyéong
0(PEAOVG-KIVOUVOL TOV POPUUKELTIKOD TPOIGVTOG. ZNTEITOL ammd TOVG emayyeALOTIES VYElog v
AVOPEPOVY OTTOIEGONTOTE THUVOAOYOVLLEVEG AVETIBVUNTES EVEPYELES LECH TOV EBVIKOV GLUGTNLLATOG
avaQopas Tov avaypapetol oto Iapdpmmua V.

4.9 Ymnepoocoroyia

H vrepdocoroyia e ogpoyAoutidn evoéyetal va cuoyeTICETON [IE YOOTPEVTEPIKEG d10TOPAYES, O
omoieg Oa pmopovoay va 0dNyNoovy 6€ apLOATOOT). Xe TEPITT®MOT VIEPS0c0A0Ying, 0 acbevrg Oa
TPEMEL VO, TOpooAoVOETTOL Y1 KAVIKA onpeia kKot va EeKva KATAAANAT VTOoTNPIKTIKY| Bepomeio.
5. DAPMAKOAOTTKEX IAIOTHTEX

51 ®appoxodovapikés W010TNTES

Doppoxobepanevtikn konyopio: OapLOKO TOV YPNGILOTOIOVVTAL GTOV SN TN, AVAAoYOL
yAvkayovopopeov nentdiov-1 (GLP-1), kwdkog ATC: A10BJ06

Mnyovioudg dpdong

H oepoyrovtidn eivon éva avaroyo tov GLP-1 pe oporoyio ariniovyiog 94% octo avBpodmivo GLP-1.
H oepayiovtion opa wg aywviotg tov vrodoyéo GLP-1 mov deopedeton exiexticd oTov vodoyia
GLP-1, tov 616%0 T0V £vd0YEVOUG GLP-1, Ko TV gvepyomotel.

To GLP-1 eivan évag uo1oAoyikdg puBueTig g 0peéng kot g TpdsAnyg Bepidwv kot o
vrodoyéag GLP-1 evtornileton oe apketég meployég Tov eyKePAAOD, 01 OTO1EG EUTAEKOVTOL OTN

poBon g Opedng.

Meléteg o (da delyvouv OTL 1| GELLAYAOVTION Opal GTOV EYKEPOAO HEG® TOL Vodoyéa GLP-1. H
oELLOYAOVTION EMOPE ApECH GE TEPLOYES TOV EYKEPAAOV TTOL GUUUETEXOVV GTIV OLO10GTATIKT pUOLLION
™G TPOSANYNG TPOPNG GTOV LIOOALALLO Kl GTO eYKEPAAIKO oTédeyoc. H oepayiovtion pumopel va
ennpedoet o cvotnua emPpafevons Kot Ndovig HEGH GLECHY KOl EUUECOV ETOPACEDY GE TEPLOYEG
TOV EYKEPAAODL OV TEPTAAUPAVOVV TO SLAPPAYLLD, TOV OAAOLO KOL TNV OUVYOOAN.

Khwucéc pehéteg detyvouv OTL 1) GELAYAOVTION LEIDVEL TNV TPOGANYN EVEPYELOG, avEAVEL TO aicOnua
KOPESHOV, TANPOTNTOG KL TOV EAEYYO TPOCANYNG TPOPNGC, LEIDVEL TO aicOnua g Teivag Kot ™
GLYVOTITO KOl TNV £VTOOT] TG 6Qodp1 emBupiog yio Katovdiwon tpoenc. Emmiéov, n ogpoyiovtion
LELDOVEL TNV TPOTIUNOT| O TPOPES LE VYNAN TEPIEKTIKOTNTA GE MTApPdL.

H oepayiovtion pvbuiletl  cvvepyacio 1oL OUOOGTATIKOU UNYAVIGHOD KoL TOU UNYOVIGLO TNG
NOOVNG OOKMVTOG EKTELEGTIKT AELTOLPYIQ [LE GTOYO TN pVOLST TG OepdKNc TPOGANYIG, TG
ope&ng, g emPpaPevong Kot TG ETAOYNG TPOPAOV.

Emumdéov, o khvikég peréteg, ) oepayloution et dei&el 0T peidvel T yAvkoln 610 aipla Kotd
TpoOmo yAvkoloeEapTdpevo, dieyeipovtag TNV EKKPIoT] VGOLAIVG KOl LEWDVOVTAG TNV KKPIoT
YAvKoydvng 0Tov Ta eninedo YALKOING 610 aipta givorl vymAd. Xtov pnyovicpd peimong g YALKOING
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OTO OO EUTAEKETAL EMIOTG piol LKPT] KOOLGTEPTOT| 0TI YOOTPIKT KEVOOT] KATA TV TPOIUN
petaygopatiky eaon. Katd tm didpreio e vmoyAukoipiog, n cepayhouTion LeEtmveL TV EKKPIon
WGOLAIVNG Kol dev eEmNPEGLEL TNV EKKPIoT YAVKOYOVIG.

O vrodoyeic GLP-1 ekppalovtat emiong oty Kopdid, 6To ayyeio, GTO AVOGOTOMTIKO GVGTLLO KO
6T0VG veppoLc. H oepaylovution €xel evepyetikn enidpoon ota Mmidio Tov TAGCUATOC, LelwoE T
GUGTOAIKY] OPTNPLOKT TIECT) KO TEPIOPIGE TN PAEYHOVY| 0€ KAMVIKEG PeAéTec. EmmAgov, pedétec og
Coa £xovv dei&el 0TL 1 oepayAovTion eEacBévice v avantuén abnpockAnpwong kot giye
OVTIPAEYLOVMOT OpAom 6T0 KOpILOYYEIKO CUGTNLLOL.

DopULOKOOVVOLUKES ETOPAGELS

Opsln, mpoalnwn evépyelog kot EXIA0YI TPOYWV

H oepayrovtion peimvel v 6peén avEdvovtog to aicOnpua TANpOTNTOS Kol KOPEGUOV, EVO PEIDVEL
™V Teiva Kol TNV TPOOTTIKT KATAVAAMONG TPOPNG. Ze pia dok| eaong 1, 1 TpocAnym evépyelag
KaTd ™ SrdpKeE EvOC YeupaTog katd fovinon (ad libitum) ftav 35% pikpdtepn pe T oepaylovtion
o€ GUYKPIOT UE TO EOVIKO PApUoKo HeTd amd 20 efdopdades yopnynone. Avtd vrootnpiydnke and
Bedtimon Tov gAEYYOL TNG TPOCSANYNG TPOPNG, TN LELOUEVT] EMBVLLI Y10 KOTAVAADGT TPOPNG KO L0t
OYETIKGA LIKPOTEPT) TPOTIUNGT Y10 TPOPES VYNANG TEPLEKTIKOTNTOG o€ AMmapd. H embBupia yio
Katavaimon poeng a&toroyninke meportépw otn STEP 5 pécw evog Epamnpatoroyiov EAgyyov
Awtpoong (Control of Eating Questionnaire (COEQ)). Katd v efdopddo 104, ) ektipudpevn
dpopd Bepaneiog 1600 Yo TOV EXeyyo TG emBupiog 660 Kot yio TNV EXBLUIN Y10 GARVPEG TPOPEG
€UVOTNGE OTUAVTIKA TN GEROYAOVTION, EVD dev Tapatnpndnke capng enidpacn otnyv emiBupio yio
YAVKA.

Nnoteio ko petayevuotixd Amiow,

H cepayiovutidn 1 mg, cuykpvopevn LE TO EIKOVIKO QAPLOKO, LEIMGE TIG GUYKEVIPMOELG TV
TPLYAVKEPOIV VNOTELOG KOl TV MTOTPOTEIV®OV TOAD YopunAng tukvotrag (VLDL) katd 12% xot
21% avtiotorya. H amdxpion tov petaysupatikdv tptyAvkepdiov kot twv VLDL og yeopa vyning
TEPIEKTIKOTNTOG G€ MTapd peiddnie o mocoatd >40%.

KAwvikn omoteleouatikdTNTO KOl 0GQAALELO,

H amotedeopatikdmro Kot 1) ao@AAE TG CELLOyAOVTIONG Yo T dwaxeipion Tov Papovg o
GLUVOLOCUO PE HEIWUEVT TPOSANYT BepLidmV Katl avénuévn coUOTIKN dpacTnploTnTo, agloAoynonKoy
0€ TEGOEPLG OUTAGL TUPAES, TUYOMOTOMUEVES, EAEYYOLEVES LLE EIKOVIKO PAppaKO dOKILES Paong 3a,
ddpxetlog 68 efdopddmv (STEP 1-4). Tuvolwd 4.684 evidikor acbeveis (2.652 tuyoionombnkay og
Oepameio pe oepayAovtion) coumeptAnednKay oTig doKpuég avtéc. EmumAéov, 1 d1etig
OOTEAEGLLATIKOTITA KOl OGQAAELD TG GELAYAOVTIONG GE GVYKPLON LLE TOV EIKOVIKOD POPLAKOV
a&loAoyNnOnKay oe piol SUTAG TVEAT TUYOOTOUNUEVT], EAEYYOLEVT] LLE EIKOVIKO PAPUOKO OOKIUT PACTIC
3B (STEP 5) mov cvumepirapfave 304 acbeveig (152 o Oepaneio pe oepayovtion).

H Bepamneia pe oepaylovtidn Katédelse ovaTepn, KAVIKG GNLLOVTIKT Kol S10TNPNGILLT OTMOAEL
Bapovg 6e GUYKPIoN LE TO EOVIKO Pappako e acOeveic pe moyvoapkio (BMI >30 kg/m?)
vrépBapot (BMI >27 kg/m? ¢ <30 kg/m?) kot ovAdyi6ToV pio: oeTilouevn pe 1 Bapog
cuvvoonpomta. Emmiéov, og 6Aeg Tig dokég, vynAOTEPO TOGOGTO AGHEVMV TETUYE OmMAELD BAPOVG
>5%, >10%, >15% w01 >20% pe ) cepaylovtidn o€ cOYKpIon Ue To elkovikd dppako. H peioon
TOV GOUATIKOD PBApovs TapatnpnOnKe aveEdpTnTa omd TV TOPOLCIN YUGTPEVIEPIKMV GUUTTOUATMOV
OT®G vauTio, ELETOC 1) O1GPPOlO.

H Oepaneia pe oepayrovtion £6e1Eg MO OTATIOTIKA GNULAVTIKEG BEATIDCELS OTNV TEPUPEPELDL TNG
LEOMG, TI CLGTOAIKT] APTNPIOKT TIEST) KOL T COLOTIKY AEITOVPYIKOTITO GE GUYKPIOT] LLE TO EIKOVIKO

QAapLLaKO.

H anotedeopatikdmra amodeiydnke aveEopmtmg nikiog, pUAOL, PLANG, EBVIKOTNTOG, COUATIKOD
Bapovg katd v Evapén, BMI, tapovciog dwoffntm tomov 2 kot enmwédon veppikng Asitovpyiag.
AWKOUAVOELS MG TPOG TNV AMOTEAECLLATIKOTITO VINPEQV G OAEG TIC VTO-OULAOES. ZYETIKA LeyaADTEPN
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anmAELD fApovg TapatnprOnKe 6 yuvaikeg Ko o€ acBeveic ywopig dwfntn Tomov 2, Kabdg Kot og
acBeveic pe YounAdTEPO COUATIKO PApog KoTd TV Evapén Evavtt exelvav e VynAOTEPO.

STEP 1: Awoyeipion Béapovc

Te o Sumhd ToeAn Sokun Siipketag 68 epdopddav, 1.961 aceveic pe moyvoapkio (BMI >30 kg/m?)
1 vrépPapot (BMI >27 kg/m? émg <30 kg/m?) kot TovAdyiotov piol oyeTi{Opevn pe 1o Papog
GUVVOGTPOTITA TUYALOTOMONKAV GE GELayAOVTION 1 €IKOVIKO pdpuako. OAotl o1 aoBeveic
axoAovBovsav dlarta yYounAav Beppidov Kot avEnpévn copatikn dpactnproTnta Kab’ OAn ™
dlapkela TG SOKIUNG.

H andAiea Bépovg onpeimdnie vopic kot cuveyiomke ko’ OAn ) 61dpKela TG SOKNG. XT0 TEA0G
™G Bepanciog (efdopdda 68), 1 ammdieln PAPOVS NTAV AVOTEPT KO KAVIKG GNLLOVTIKT] GE GUYKPIOT)
pe 1o gwovikd edpuaxo (PAére ivaka 4 kol Zynua 1). EximAéov, vynAdtepo mococtd acBeviv
éTuye ammAgln Bapoug >5%, >10%, >15% ko >20% pe ) oepayAovtidn g cHYKPIoN LE TO EIKOVIKO
eappoko (PA. IMivaxa 4). Meta&d tov acbevav pe Tpodiafr Katd v Evapén, vynidTepPo TOGOGTO
acBevov NTav 68 KOTAGTOoN VoproyAvkaiog oto T€A0g g Bepaneiag pe oepayhovtion og chykpion
e T0 gWoViKO eappoxo (84,1% évavt 47,8%).

Ilivakac 4 STEP 1: Anoteléopara katd tnv gfdoudda 68

Wegovy Ewovik6 ¢appoxo
ITAnpeg ovbvoro avirvong (N) 1.306 655
2oOpoTiké Bapog
Apyikn riun (kg) 105,4 105,2
MetaBorr (%) amd ™V apyuch Tiuy* -14,9 -2,4
A0popé (%) 0md TO EIKOVIKO PAPLLAKO” -12,4[-13 .4, -11,5]* -
[95% CI]
Metapoin (kg) amd v opyucn Tun -15,3 -2,6
Aopopd. (kg) amd 1o sikovikd gappaxo’ | -12,7 [-13,7, -11,7] -
[95% CI]
AcBeveig (%) mov méTuyav ommAELo 83,5% 31,1
Bapovg >5%”
AcBeveic (%) mov méTuY AV amdALLN 66,1%* 12,0
Bépove >10%’
AocBeveic (%) mov métuyav andAsia 47,9* 4,8
Bépovg >15%’
Meprpépero péong (cm)
Apyucn Tyun 114,6 114,8
MetafoAn and TV apyikn Tun’* -13,5 4,1
A0popé amd To sikovikd pappaxo’ [95% | -9.4 [-10,3, -8,5]* -
CI]
Yvotolk aptyproki] wieon (mmHg)
Apyr| Tiun 126 127
MetafoAn amd TV apyikn Tun’* -6,2 -1,1
AapopéL amd To ecovikd eappoxo’ [95% | -5,1 [-6,3, -3,91* -
CI]

*p<0,0001 (un TPOGAPUOGLEVO OUPITAEVPO) Y10 OVOTEPOTNTOL.

I ExtipmOnke pe t xprion poviéhov ANCOVA ypnoipomoldvag toAomAn vrokotdotacn pe Bdon 6Aa to dedopéva
ave&apmra amd T S1eKomn TG TVYXOLOTOUEVNG Bepaneiag 1) TNV Evapén GAALOV QapUAK®Y KOTG TG TayvoapKiog 1
Boplatpikng xeypovpyikng ETERPoonc.

2 Kotd m Sibpkeia g Sokiufg, n tuyaomomuévn Bepamneio Srakdmnke opioticd amd to 17,1% kot 1o 22,4% t0v achevov
OV TVY OO ONKAY 6 GEUAYAOVTION 2,4 Mg KOl EIKOVIKO QAPOKO, avTioToya. YTo0ETovTag 6Tt OAOL Ol TUYALOTOINHEVOL
acOeveig mapépevay ot Oepomeia kon dev Elafav Tpdcbeteg Oepameies KaTA TG TAXVGOPKING, Ol EKTIUDUEVEG LETAPOAEG
and v tuyoonoinon Emg v efdopdda 68 yia 10 copatikd Bapog pe Paon Eva Mewtd Movtédo yio Erovolapfavopeveg
Metpnoets, cuopmeptlapBovouéveov OAMY TV TOPATNPNGEMV HEXPL TV TPOTN Stakonn, nTav -16,9% kot -2,4% yio
oepaylovtion 2,4 mg Kot To €oVIKO QAPUAKO, AVTIGTOLYO.
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3 ExtymOnxe and 1o povrédo dvadikng madivdpdunong pe Béon v idia drodikasio vrokatdotaong, OTmg 6Ty KL,
aviivon.

-2,8 2,4

-14.9

Metafoin oto copatikd Bapog (%)

(ITY)
EBdopddeg
Ewoviko TToALomAn VIOKATAGTACT
Wi
egovy PAPHOKO (ITY)

THapatnpnBeioes Tipég yo acbeveic mov oAoKANP®GOY KAOE TPOYPAUHATICUEVT ETICKEYN KOl EKTUNGELS PLE TOAAUTAEG VTOKATAGTACELG
(I1Y) and avaktnOeices amoywpnoelg

Zynua 1 STEP 1: Méon petafoin oto copatikd Bapoc (%) amd v Evapén £mg v efdopdda 68

Metd ™ dokiun didpkelag 68 gfdopdadwv, Elafe yopa enéktaot xwopic Bepomeia didpkeiag 52
gPoouddmv, n omoia cvpmepthdupave 327 acbeveic mov giyoy oAOKANP®GEL TNV TEPT0d0 TNG KOPUG
doxng Aappavovtag 60T GUVINPNOTG GELLAYAOVTIONG 1) EIKOVIKOV QUPLAKOL. XNV TEPI000 YMOPIC
Oepameio amd v gfdopada 68 £mg v efdopdda 120, to péco copuatikd Bdpog avénbnke kot oTig
800 opddeg Bepamneiog. Qotd00, Y10 TOVG acbeveic Tov giyav AdPel Oepameio e cepayAovTion Kotd
™V TEP0d0 NG KVPLIG SOKIUNG, TO fApog Topépeve 5,6% KAT® amd TNV opyikn T o€ cOYKPIoN U
0,1% y100 TV opdda Tov EKOVIKOD QUPUAKOV.

STEP 2: Miayeipion fapove oe acbeveic pe drofijtn tomov 2

e o dSutAd oA dokn diapketog 68 efdopddov, 1.210 acbeveic pe vrepPopotnta 1 ToyvoapKio
(BMI >27 kg/m?) o Stoffjmn tomov 2 tuyatomomOnkay eite oe oepayhovtion 2,4 mg, cepoyAovtion
1 mg ara& efdopadiaing, eite og eiKoviKO pappako. Ot acbeveig mov cupmepnEnKay ot dokun
etyav averopkag ereyyopevo s (HbAic 7-10%) kon axorovBovoav Bepamneio: dlonto ot
doknon puovo 1 1-3 amd otopatog avtidapntikd eappaxka. Olot ot acbeveic axorovbovsav diatta
YOUNAGDV Beppidmv Kot avénpévn copaTikni dpacTnploTnTa Ko’ 0An Tt didpKed TG SOKIUNG.

H Bepamneia pe oepayhovtion yio 68 efdopddeg 00MyNnoe o€ avaTEPT KOl KAVIKG GTLLOVTIKT Lelmon

TOV cpaTKoL Bdpovg kot s HbAic o€ oOyKpion pe 1o iovikd edappaxo (BA. TTivaka 5 kot Zynuo
2).

Mivaxag 5 STEP 2: Arotehéopato Kotd TV fdopdda 68

Wegovy Ewoviké @dppoxo

[TApec ohvoro avérvong (N) 404 403
2opoTiké papog

Apyikn riun (kg) 99,9 100,5

MetafoAn (%) omd ™V opyich] Ty -9,6 -3,4

A0popé (%) 0md TO EIKOVIKO QAPLOKO™ -6,2 [-7,3,-5,2]* -

[95% CI]

Metapoin (kg) amd v apyun Tiun -9.,7 -3,5

Aopopé (kg) amd 1o ovVIKO PhppoKo’ -6,1 [-7,2,-5,0] -

[95% CI]
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Wegovy Ewoviké @dppoxo

Acbeveig (%) mov métuyay ammiewo Bapovg | 67,4 * 30,2
>5%
AcBeveig (%) mov métuyav ammielo Bapovg | 44,5% 10,2
>10%’
AcBevelg (%) mov métuyav ammielo Bapovg | 25,0%* 43
>15%’

Meprpépera péong (cm)
Apyikn Tiun 114,5 115,5
MetaBoAn amd ™V apyiky Ty’ 94 -4.5
A0popéL amtd To EkoVIKO Pappoko’ [95% -4,9 [-6,0, -3,8]* -
CI]

Yvotolk aptnproki wieon (mmHg)
Apyuc Ty 130 130
MetaBoAn amd ™V apyiky Ty’ -39 -0,5
A0popéL amtd To EkoVIKd Pappoko’ [95% -3,4 [-5,6, -1,3]** -
CI]

HbA:. (mmol/mol (%))
Apyun i 65,3 (8,1) 65,3 (8,1)
MetaBoAn amd ™V apyiky Ty’ -17,5 (-1,6) -4,1 (-0,4)
A0popéL amtd To ekoViKd Pappoko’ [95% -13,5[-15,5, -11,4] -
CI] (-1,2[-1,4, -1,1]* -

*p<0,0001 (un TPOGAPUOGLEVO opPinAevpo) Yo avotepdta, ** p<0,05 (UN TPOCUPUOGUEVO OUPITAEVPO) Y10,
aveTePOTNTA.

I ExtipmOnke pe t gpfion poviéhov ANCOVA ypnoiponoldvag toAlamh vrokotdotacn pe Béon 6ia to dedopéva,
ave&apmra amd T S1eKomn TG TVXOLOTOUEVNG Bepaneiag 1) TNV Evapén GAAOV QapUAK®Y KOTG TG TayvoapKiog 1
Bapratpicng xeypovpyikng ETERPoonc.

2 Kotd m Sibpkeia g Sokiufg, n tuyaomomuévn Bepamneio Srakdmnke opioticd amd 1o 11,6% kot 1o 13,9% tov achevov
OV TUYooTOONKaY Gg GEpayhovTion 2,4 mg Kot EIKOVIKO @apLoKo, avtioTotyo. YmobEtovtag 6Tt GA0L 01 TUYOLOTOUEVOL
acOeveig mapépevay ot Oepomeia kon dev Elafav Tpdobeteg Oepameies KaTd TG TAXVGOPKING, Ol EKTIUDUEVEG LETAPOAEG
amd v Tuyoonoinon Emg v efdopdda 68 yia 10 copatikd Bapog pe Paon Eva Mewtd Movtédo yio Erovolapfavopeveg
Metpnoets, cupmeplapBovouéveov OAMY TV TOPATNPNGEMV HEXPL TV TPOTN dtakonn, nTav -10,6% kot -3,1% yuo
cepoyAovtion 2,4 mg Kot 10 IKOVIKO QAPHOKO, AvTioTOLO

3 ExtymOnxe amd 1o povrédo dvadikng madivdpdunong pe Béon v idia drodikasio vrokatdotaong, OTmg 6Ty KUPLo,
aviivon.

-3.3 -3,4

9.9 -9,6

Metafoin oo copatikd Bapog (%o)

(1Y)
EBdopddeg

Ewoviko TToAhamAn voKatdoTaon

Wegovy (éppaxo (Imy)

THapatnpnBeioes Tipég yo acbeveic mov oAokANP®GOY KAOE TPOYPAUHATICUEVT ETICKEYT KOl EKTLUNGEL PLE TOAAUTAEG VTOKATOGTACELG
(I1Y) and avaktnOeices amoywpnoelg

Zynua 2 STEP 2: Méon petafoin oto copatikd Bapoc (%) amd v Evapén £mog v efdopdda 68
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STEP 3: Awayeipion fopouc ue evraukn ovumepipopixy Gepomeio,

Te o Sumhd ToeAn Sokun Sipketog 68 epSopddwv, 611 acbeveic pe moyvoopkio (BMI >30 kg/m?) 1
ue vepPapdmto (BMI >27 kg/m? £m¢ <30 kg/m?) ou TovAdyiotov pio oxetilopevn pe 1o Papog
GUVVOGTPOTITA TUYAOTOONKAV GE GELAYAOVTION 1) 0€ €IKOVIKO Qappako. Katd mn didpketa g
dokiung, 6Aot o1 acBeveig Eafav evtatikn cvumepupopikn Bepaneio (IBT) anotehovuevn and pia
TOAD TEPOPIOTIKY dlonTa, avénuévn AoknoT Kot GULBOVAEVTIKN Y10 T GUUTEPIPOPAL.

H Bepamneia pe oepayrovtion ko 1 IBT yia 68 efdopddec 0dyncav o€ avmtepn kot KAWVIKA
OMULOVTIKT LEI®MOT TOV GOUATIKOD BApous g chyKpion Le To govikd edppako (PA. TTivaxa 6).

Iivakac 6 STEP 3: Anoteléopata katd tnv fdoudda 68

Wegovy Ewkoviké
PapLAKO
ITAnpeg obvoro avirvong (N) 407 204
Yopotiké papog
Apyucn tipn (kg) 106,9 103,7
MetaBorr (%) amd v apyuch Tiuq*2 -16,0 -5,7
A0popéL (%) 0md TO EIKOVIKO PApLLaKO” -10,3 [-12,0,-8,6]* -
[95% CI]
MetapoAin (kg) amd v apykn TN -16,8 -6,2
Aopopd. (kg) amd 1o EIKOVIKO PAPHaKO™ -10,6 [-12,5,-8,8] -
[95% CI]
Aceg,vsig (%) mov métuyav andiew Papovg | 84,8* 478
>5%
AcBeveic (%) mov métuyav andiewa Bdpovg | 73,0* 27,1
>10%’
AcBeveic (%) mov méTuyav andiewa Bdpovg | 53,5* 13,2
>15%’
IHeprpépera péong (cm)
Apyin| T 113,6 1118
MetafoAn and TV apyikn Tun’* -14.6 -6,3
A0popé amd To skoviKd pappaxo’ [95% -8,3 [-10,1, -6,6]* -
CI]
Yvotolk aptnproki] wieon (mmHg)
Apyr| Tiun 124 124
MetafoAn amd TV apyikn Tun’* -5,6 -1,6
A0popé amd To s1koviKd pappaxo’ [95% -39 [-6,4, -1,5]* -
CI]

* p<0,005 (un TpocapHOGHEVO AUEITAEVPO) YO OVOTEPOTNTAL.

I ExtipmOnke pe t xprion poviéhov ANCOVA ypnoipomoldvtog ToAomAn vrokotdotacn pe Béon 6o to dedopévo,
ave&apmra amwd T S1eKomn TG TVYXOLOTOUEVNG Bepaneiag 1) TNV Evapén GALOV QapUAK®Y KOTd TG TayvoapKiog 1
Boplatpikng xeypovpyikng ETERPoonc.

2 Kotd m Sibpkeia g Sokiufg, n tuyaomomuévn Bepamneio Stakdmnke opiotikd amd to 16,7% ko 1o 18,6% tov achevov
OV TUYooTOONKaY GE GEpayhovTion 2,4 mg Kot IKOVIKO @apLoKo, avtioTotyo. YmobEtovtag 6Tt GA0L 01 TUYALOTOUEVOL
acOeveig mapépevay ot Oepomeia kon dev Elafav Tpdobeteg Oepameies KaTd TG TAXVGOPKING, Ol EKTILDOUEVEG LETAPOAEG
amd v tuyoonoinon Emg v efdopdada 68 yia 10 copatikd Bapog pe Paon Eva Mewtd Movtédo yio Erovolapfavopeveg
Metpnoets, cupmeptlapBovouévov OAMY TV TOPATNPNGEMV HEXPL TV TPOTN Stakonn, nTav -17,6% kot -5,0% yio
cepoyAovtion 2,4 mg Kot T0 IKOVIKO QAPUOKO, avTioTOL(O

3 ExtymOnke and 1o povrého dvadikng modvdpdunong pe Bdon v 1810 Srodikacio vrokatdotacng pe oty tov
¥pNooromdnke oty KOpLa avirvo.

STEP 4: Aiaznprowun dayeipion Bdpouvg

Te o Sumhd ToeAn Sokun Sipketog 68 epSopdadwmv, 902 acleveic pe moyvoopkio (BMI >30 kg/m?) 1
ue vepPapdmto (BMI >27 kg/m? ém¢ <30 kg/m?) ou TovAdyiotov pio oxetildpevn pe 1o Papog
cuvvoonpotnTa evidydnkav otn dokiun. Olot o1 acbeveig akolovBovoav dioita youniomv Beppidwv
Ko QVENUEVT COUATIKT SpactnplotnTo Ko’ OAn ™ didpreia e dokiune. Amd v efdopdda 0 £mg
v gfdopada 20 (mpoxatapkTiKn mepiodog), 6Aot o1 acheveig Ehafav cepayrovtion. Katd v
gBdopada 20 (évapén), o acheveic Tov elyav eBdcel 6T dO66M GLUVTPNONG TV 2,4 Mg
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TUYOLOTOMONK AV Y10 VoL cuveyicovy T Bepameia 1} va petotayBovv og elkovikd gappako. Katd v
gfdopdda 0 (Evapén g TPoKATAPKTIKNG TEPLOd0V), 01 acbeveig giyav péco cmpatikd Bapog 107,2 kg
ko péco BMI 38,4 kg/m?.

Ot acBeveig mov giyov pBdoel ot 0661 cuvpnong Tev 2,4 mg Katd v efdoudda 20 (Evapén) Ko
ouvéyisav T Bepaneia e oepaylovtion yuo 48 efdopddeg (efdopada 20-68) cuveyicav va ydvouv
Bépog kot Tapovciacay avdTEPT KoL KAVIKG GNUAVTIKY] LEIDOT) TOV COUOTIKOD BAPOVE G GUYKPIoN
e ekeivoug Tov petatdybnikoy o€ gikoviko eappoko (PA. IMivaka 7 ko Zynfua 3). To copatikd Papog
avEnonke otabepd and v Rdopdada 20 £mg v Rdopdda 68 oe acheveic mov petatdydnkav ce
EKOVIKO QApLoKo Katd TV gfdopdda 20 (évapén). 261060, TO TaPATNPOVUEVO LECO CMUATIKO
Bapoc NTav yopmAotepo Katd TV efdopdda 68 amd 6Tl KoTd TV EVapén TG TPOKOTAPKTIKNG
mep1odov (efdopdda 0) (BA. Zynua 3). Ze acBeveig vrd Bepaneio e oepoyAovtion and v fdopdda
0 (mpokatapkTikn TEPi0d0g) Emg v efdopdda 68 (téhog g Bepameiog) emitevyOnke o péon
petafoin oto copatikd Papog e taENS tov -17,4%, pe enitevén ammAgiog Bdpovg >5% and To
87,8%,>10% and 1o 78,0%, >15% and 1o 62,2% ka1 >20% amd 10 38,6% TV acbevodv avtov.

ivaxag 7 STEP 4: Anotehéopata amd tnv efoopada 20 émc v gfdoudda 68

Wegovy Ewoviko
PaPLAKO
[TApec ohvoro avérvong (N) 535 268
2opoTiké papog
Apyxy Tyt (Kg) 96,5 95,4
MetafoAn (%) omd ™V opyuch Ty’ -7,9 6,9
A0popé (%) 0md TO EIKOVIKO QAPLLOKO -14,8 [-16,0, -13,5]* -
[95% CI]
Metafoin (kg) amd v opyucn Tiun -7,1 6,1
Aopopé (Kg) amd 10 EIOVIKO PAPUOKO -13,2 [-14,3,-12,0] -
[95% CI]
IHeprpépera péong (cm)
Apyin| T 105,5 104,7
MetafoAn amd TV apyikn Tun’* -6,4 33
A0QOpEL 0d TO EIKOVIKO PAPLLAKO? -9,7 [-10,9, -8,5]* -
[95% CI]
Yvotolkn aptnproki] wieon (mmHg)
Apyn Ty’ 121 121
MetafoAn and v apyiky Ty’ 0,5 44
A0QOpEL 0d TO EIKOVIKO PAPLLAKO? -3,9 [-5,8, -2,0]* -
[95% CI]

* p<0,0001 (un TPOSUPHOCHEVO AUPITAEVPO) Y10 AVOTEPOTNTO.

YEvapén = eBdopddo 20

2 ExtipOnke pe t xprion poviéhov ANCOVA ypnoiponoldvag toAlami vrokotdotacn e Béon 6ia ta dedopéva,
ave&dpnTa oo T SloKomn TG TVYaOTOMUEVNG Bepomeiag 1) TV EvapEn GAADV POPUAK®Y KATE TNG ToyLoapKiag N
Bopratpikng yetpovpykng enépfacng.

3 Kotd m Sibpkeia g Sokiung, n toyaromomuévn Beponeia Stokdmnke opioticd amd 1o 5,8% kon o 11,6% tav acbevav
OV TVY OO ONKAY 6 GEUAYAOVTION 2,4 Mg KOl EIKOVIKO QAPLKO, avTioTolya. YTo0ETovVTag 6Tt OAOL O1 TUYALOTOINHEVOL
acBeveig mapépevav ot Oepameio kKon dev Erofav Tpocbeteg Bepaneics Katd TG TOYLOOPKING, Ol EKTIUDUEVES HETOBOAEG
amd TNV Tuyotomroinon £og tnv efdopdda 68 yia 10 copatikd Bapog pe fdon Eva Mewktd Movtéro yo Eravolapfoavopeveg
Metpnoets, cupumeplapBovouéveov OAMY TV TOPATNPNGEMV HEXPL TV TPOTN dtokonn, nTav 8,1% kot 6,5% yio ™
oepaylovtion 2,4 mg Kot To €oVIKO QAP LIAKO, AVTIGTOLYO.
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54 S50

17,7 -17,4

MetafoAn oto copatikd Bapog (%)

(Iy)

EBdopddeg
Ewovikd IMoAAamhn vIoKaTAoTAON
Wegovy @GppoKo (1Y)

TapotnpnBeioeg Typég Yo acheveic mov OAOKAPOGOV KAOE TPOYPOLLUOTICUEVT ETICKEYT KO EKTIUNCELS e TOAATAEG VTOKATOCTAGELG
(ITY) amd avoktnOeiceg amocvpoelg

Zymua 3 STEP 4: Méon petafoin oto copotikd Bapog (%) amod v efdopdada 0 émg v efdopdada 68

STEP 5: Aedouéva 2 excpv

Te o Suthd ToeAn Sokun Sipketag 104 efdopdadmv, 304 acheveic pe moyvsopkio (BMI >30 kg/m?)
1 pe vepPapdmro (BMI >27 dm¢ <30 Kg/M?) kat TovAdyioToV ptic GuvvoonpdTNTe. GXETILOUEN LLE TO
Bépog, TuyatomomBnkay ce cepayAovTion 1 o€ e1KOVIKO eappako. Olot o1 acBeveig akoAovbovoay
STpoPN LelUEVOV BepidoV Kot LENUEVT] COUATIKT dpacTnploTNTa. KoB’ OAN TN S18pKELR TNG
doxyunc. Katd tv évapén, ot acOeveic siyav péco BMI 38,5 kg/m?, péco copatikd Bapog 106,0 Kg.

H Oepaneia pe oepayrovtion yio 104 eféopndadeg 00 ynoe 6€ avmTEPT KO KAIVIKA CTILOVTIKY] LElmon
oOUOTIKOD PAPOVS 0 CUYKPION LE TO EKOVIKO (apLako. To HEGO COHTIKO PApog HeidOnke amd TV
évapln émg v efdopada 68 pe N cepaylovtion, otn cvvéyela emtedydnke otabepn Tyn. Me 10
EIKOVIKO QAPLLOKO, TO LEGO COUATIKO BApog onpeimae LiKpdTePT LEIOT VD 1) 6TaBEPT TIUN
emurevyOnke petd and mepimov 20 efdopddeg Bepomeiog (PA. [Mivaxa 8 ko Zynpa 4). Acbeveig mov
éloPav Bepamneia e oepayhovtion tétuyav péor LETABOAT TOV copATIKOL Bdpovg -15,2%, pe
1060010 74,7% TV 000evOV VTV Vo £XEL TETVYEL OTOAEW fApovg >5%, 060010 59,2% andAeio
Bapovg >10% Ko mocooto 49,7% andieia Pdpovg >15%. Metald twv achevav pe Tpodafritn kotd
mv évapén, 1ococtd 80% Kot 37% méETuyE KATAoTAGT VOpHOYAVKalLiag 6To TEA0G TG Oepameiog pe
GEUOYAOVTION KO EIKOVIKO PAPLLOKO, OVTIGTOLYO.

Iivakac 8 STEP 5: Anoteléopata katd Ty efdopndoa 104

Wegovy Ewkoviké
PAaPULIKO
ITAnpeg obvoro avirvong (N) 152 152
Yopotiké papog
Apyucy yn (kg) 105,6 106,5
MetaBorr (%) amd ™V apyuch Tiun* -15,2 -2,6
ApopéL (%) 0md TO EIKOVIKO PApLLaKO” -12,6 [-15,3, -9,8]* -
[95% CI]
Metapoin (kg) amd v apykn TN -16,1 -3,2
Aopopd. (kg) amd 1o EIKOVIKO PApHaKO™ -12,9 [-16,1, -9,8] -
[95% CI]
AcBeveic (%) mov métuyav andiewa Bdpovg | 74,7* 37,3
>5%
AcBeveic (%) mov métuyav andiewa Bdpovg | 59,2%* 16,8
>10%’
AcBeveic (%) mov métuyav andiewa Bdpovg | 49,7* 9,2
>15%’
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Wegovy Ewkoviké
PaPLIKO
IHeprpépera péong (cm)
Apyucn Tyun 115,8 115,7
MetafoAn amd TV apyikn Tun’* -14,4 52
A0popé omd To skoviKd pappaxo’ [95% -9,2[-12,2, -6,2]* -
CI]
Yvotolkn aptproki] wieon (mmHg)
Apywr| Tiun 126 125
MetafoAn amd TV apyikn Tun’* -5,7 -1,6
A0popé omd To g1koviKd pappaxo’ [95% -4.2 [-7,3,-1,0]* -
CI]

* p<0,0001 (un TPOGAPUOGUEVO AUQITAEVPO) Y10l VOTEPOTNTOL.

! Bty Onke pe m ypron poviéhov ANCOVA ypnoyonoldviag moAlomhi vrokatéctoon pe Bhon 6Aa ta dedopéva avetaptno, amd
Stokomn g Tuxoomotpévng Bepameiog | ™MV Evapén GAAOV QUPUAK®OV KOTA TNG TAXVOUPKING 1] PaplaTpicic XEPOVPYIKNG EMEUPOONC.

2 Kotd t Siépketa g Sokiunc, 1 Toyatonompévn Oepamneio. Stakdmmke opotikd and to 13,2% kat o 27,0% tev 0cdeviv mov
TUYOOTOMONKOV GE GELAYAOVTION Kol EIKOVIKO QApHaKo, avtiotorya. YTofétovtag 0Tt OAot ot Tuyotomompévol acheveic Tapépevay ot
Bepomeia kot dev Edafov Tpocheteg Bepomeieg KATA TNG TAYLCAPKING, Ol EKTILOUEVEG LETAPOAEG OO TNV TVYALOTOINGT £mG TNV £fdopdda
68 Y10 T0 copatikd Bapog pe fdaon Eva Mewtd Movtédo yio Emavaiapfavopeves Metprioeig, copmepilapfavopévav 6Aov tov
TOPATNPNGEDV PEYPL TV TPATN dtokomh, ftav -16,7% kot -0,6% yio T oepayAovtidn Kot 1o £1KOVIKO PAppraKo, avtioTotyd.

3 ExtyniOnke and 1o poviého dvadumg maAvdpounong pe Baon tv idia Stoduacio vokatdoTaomg e avTh 1oV YpNoiLono|dnke oty
KOpL avéivon.

MetafoAf] 6To 6opaTIKo Bdpog (%)

EBdopddeg
Ewoviko

Wegovy Puppoko ToAamif vrokatdotoon (ITY)

TapatnpnBeioes Tipég yo acbeveic mov ohokANp®GOY KAOE TPOYPAUHATICUEVT ETICKEYT KOl EKTLUNGEL PLE TOAAUTAEG VTOKATOGTACELG
(ITY) and avaktBeices amochpoelg

Zynua 4 STEP 5: Méon petafoin oto copatikd Bépoc (%) amd v efdopdda 0 éog v efdopdda
104

STEP 8: Jsuaytovtion évava lipaylovtions

g 10 TUYOUOTOINULEVT), OVOTYTNG EMIONLLOVONG, EAEYYOLEVT] LLE EIOVIKO QAP LOKO KoTd (ebyn dokun
diapxetog 68 efdopadwv, 338 acbeveic pe mayvoopkio (BMI>30 kg/m?) 1 pe vrepPapdtnra
(BMI>27 éwg <30 kg/m?) kot TovAyiotov pia cuvwoonpdmto. oeTiiopevn te o Bapog,
TUYOLOTOMONK AV GE GELAYAOLTION YOP1YOVLEVT Lia popd efdopadiaing, o AMpayAovtion 3 mg
yopnyobuevn pia popd nuepnoing 1 og ewovikd eappoako. H cepoyioution pio popd fdopadiaiong
Kot 1 ApayAoution 3 mg ftov avotyTig EMOoLOvVoTg aAAG KaBe opdda Bepaneiog e dpacTikn ovsio
NTav SUTAd TVPAN EVOVTL EIKOVIKOV QUpULAKOD Yopnyodpevou oty idta suyvotnta. Olot o1 acBeveig
aKoAovBovsav S10TPoPT| LEIOUEVEVY BEp BV Kol avENUEV copatikn dpactnpotta ko’ OAn ™
diapreto g Soxyune. Katd v évapén, ot acbeveig siyov péso BMI 37,5 kg/m?, péco copotikd
Bapog 104,5 kg.

H Oepamneia pe oepayrovtion pia eopd efdopadiaimg yio 68 fdopnddeg 001ynoe oe AvATEPT] Kot
KAWVIKA ONULavTIKT HEIOT TOL COpATIKOV Bapovg o€ oUykplomn pe ™ Apayiovtion. To péco
ocopatikd Bapog peimdnke and v Evapén £wg v efdoudda 68 pe ) cepayAovtion. Me
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Mpayrovtion 1o péco copatikd Bapog onueinoe pikpodtepn peioon (BA. Iivoxa 9). [Mocosto 37,4%
TV aoBevdv mov Elafov cepaylovtion £xace >20%, oe oOykpion pe 7,0% dcwv Elafav
Apayrovtion. O Iivakag 9 delyvel To amoteléopata TV MPEPAIOTIKOV KOTOANKTIKOV oMueinv
anmielog Bapovg >10%, >15% kot >20%.

IMivoxog 9 STEP 8: Anotedéopata dorpng ordpkelag 68 efdopddmv yra cOykpion g
GENAYLOVTIONG NE TN ApayrovTion

Wegovy Apayhovtion
3 mg

[TApec ohvoro avérvong (N) 126 127
YopoTikd papog

Apyikn tiun (kg) 102,5 103,7

MetaBor] (%) amd ™V apyikh Tiun™? -15,8 -6,4

Aapopé (%) omd ™ Mpoyrovtion’' -9,4 [-12,0,-6,8]* -

[95% CI]

Metafoin (kg) and v apyikn Tun -15,3 -6,8

Awgpopé (Kg) amd ™ Apoyrovtion?® -8,5 [-11,2,-5,7] -

[95% CI]

AcBevei (%) mov métuyov anmiewn fapovg | 69,4* 27,2

>10%’

AcBeveig (%) mov métuyov anmiewn Bapovg | 54,0* 13,4

>15%’

AcBevei (%) mov métvyov anmiewn Bapovg | 37,4* 7,0

>20%’

* p<0,005 (un TPOGAPUOCUEVO OUPITAELPO) Y1 AVOTEPOTNTA.

! Bty Onke pe m ypron poviéhov ANCOVA ypnoyonoldviag moAlomhi vrokatdctoon pe Bhon 6ia ta dedopéva avetaptno, amd
Stokomn g Tuxoomotpévng Bepameiog | ™MV Evapén GALOV QUPUAK®OV KOTA TNG TAVOUPKING 1] PaplaTpicic XEPOVPYIKNG ETEUPOONC.

2 Kotd ™ Siépketa g Sokiunc, 1 Toyatonompuévn Oepameio Stakdmmke optotikd and to 13,5% kat o 27,6% tov 0c0eviv mov
TuyoomoOnKav 6e ceLayAovTidn Kot ApayAovutidn, avtictotya. YroBétovtag 6Tt 60t Ot TuyooTom Hévol acBeveis Tapépevay ot
Oepamneio kot dev ELaPav mpocheteg Bepaneieg KOTA TNG TOXVOUPKING, Ol EKTIUMHEVES HETAPOLES amd TV TVYALOTOMGOT £00G TNV £RdoNAd
68 Y10 T0 copatikd Papog pe fdaon Eva Mewtd Movtéro yio EmavaiapBavopeves Metpnioeig, copmepilapfavopévav 6Aov Tov
TOPATNPNGEDV PEYPL TNV TPAOTN dtokomn, fTav -16,7% kot -6,7% yia T oepayhovtion kot m ApayAovtion, avtictoya.

3 ExtypOnke omd 1o povrého Svadikig modvdpopmong pe Baomn v idio Stadikacio VIoKaTAGTACTS HE GVTH IOV YpNGIHonomdnke oy
KOpa avéivon.

Eridopaon oty obotacn t1ov owuaroc

e o vroperétn g STEP 1 (N = 140), n cVvoTaoM TOV COUOTOS LETPNONKE pe TN yp1ion nebddov
dumng amoppdenong axtivov X (DEXA). Ta arotedéopata g atiordynong DEXA £6ei&av 6T n
Oepomeio pe oepayAovTion cuvodedTNKE OO PeYOAVTEPT HeimON TG AMTdOoVg HAlag amd OTL TG
g pagog cMULATOG TOL 0dNYNoE o€ PEATIOON TNG GVGTOCNG TOV CAOUATOC GE CUYKPLON LLE TO
EIKOVIKO Qappako HeTd omd 68 gfdopades. EmmAéov, avt) n peiwon g cuvolikng Ammdovs nalog
GLUVOOEVOTOY OTO LEI®OT) TOL GTAAYVIKOV Almovg. Ta amoTeAéoUATO AVTA VITOSEKVUOUY OTL TO
LLEYOAVTEPO LEPOG TNG GLVOAMKNG OTMAEWNG fAPovg amododnke oe peimon Tov Am®ddovg 1610V,
GUUTEPTAOUPAVOUEVOD TOV GTTAOYVIKOD ATOVGE.

Beltiwan e cwuaukic Asitovpyixdtyrag

H cepayrovution £d6eite pikpéc Pedtiwoelg otig fabpoioyieg copatikng Aettovpyikomroc. H
COUOTIKN AE1TOVpYIKOTITO 05100y ONKE YPNOIUOTOIDOVTAG TOGO TO EPMTILATOAOYIO CYETIKA LLE TNV
o0 TTog (mng mov oyetiletan pe T yevikn vyeio «Short Form-36v2 Health Survey, Acute Version
(SF-36)» 660 ko1 T0 €101KO Y10, TNV TOYLGoPKia pOTHHOTOAdYI0 «Impact of Weight on Quality of Life
Lite Clinical Trials Version (IWQOL-Lite-CT)».

Kapdiayyeroxn aciordynon

¥t dox] SUSTAIN 6, 3.297 acBeveig pe avenapkdc eAeyyopevo S1ofntm tomov 2 Kot pe vynio
Kivouvo EUPAVIONS KAPSLOYYELNKOY GUUBAUAT®V TUYOOTOMONKAY GE VITOJOPIWS YOPTYOVEVN
ocepayrovtion 0,5 mg 1 1 mg drag efdopadiaing 1 og elkovikd PApLOKO ETUTPOSHETOC TG TPOTLANG
epovtidag. H dudpketa g Oepaneiog rav 104 efdopddes. H péon nikia frov 65 £t kot o pécog
BMI frav 33 kg/m?
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To mpwtedov KATOANKTIKO GNUEID TAV 0 YPOVOG OO TIV TLYOIOTTOINGT MG TNV TPMTI ELOAVIOT] EVOG
peilovog avembopuntov kapdayyeloakov enelcodiov (MACE): 6dvartog omd kapdioyyelokd aitia, pn
Bavamedpo Euepayua pookapdiov 1 un Bovatneopo eykepoikd encicddo. O cuvorikdg aplBudg
eneicodioov MACE ftav 254, cupmepihapPavopévov 108 (6,6%) pe tn oepayrovtion kon 146 (8,9%)
LE TO EIKOVIKO PAPLLOKO.

H xapduayyeioxn aopdreia tng Oepanciog pe oepaylovtion 0,5 1 1 mg emBeformbnke, kabdcn
avaroyio kivdvvov (HR) yia ) oepayiovtion évavtt tov gicovikov eappdkov ftav 0,74, [0,58, 0,95]
[95% CI], opeopevn o1 Lel®OT TOL TOGOGTOV LU BavATNPOPOV OYYEIKDV EYKEPOUAK®OV
ENEIG0010V KL U1 BavoaTNEOPOL ELPEPAYILATOG TOV LVOKOPOIOL YmPiG S10POPA GTOV KAPIAYYELOKO
Bavarto (BA. Zyua 5).

Acbeveic pe soupapa (%)

HR: 0,74
95% CI1 0,58: 0,95

Ap1Opig acBevOV o€ Kivéuvo
Zepaylovtion

Ewcoviké
Qappaxo
Xpodvog amd v tuyatonoinon (efdopdada)

Zepoyhoution Ewoviko odppako

Syqpoe 5: Avdypappo Kaplan-Maier og cuvapnon pe Tov ypovo £mG TV TpATN EUEAVICT] TNG
ouvBeg éxPaong: Kapdiayyeiaxog Bavartog, un Bovatnedpo Epepaype Tov pookapdiov 1 un
Bavammedpo ayyelokod eykepaiikd eneic6d1o (SUSTAIN 6)

Hodworpikdg tAndvoudg

O Evpornaikog Opyaviopog @appakmv £xel dMoel avafoin omd TNy LTOYPEMGT VITOPOANG TV
OTOTEAECUATOV TOV HEAETOV e To Wegovy cg [io 1 TEPIoGOTEPES VITOKATNYOPIES TOV TOSIATPIKOD
AnBvouov ot Bepaneia dwyeipiong fapovg (BA. mapdypapo 4.2 yio TANPoPopieg GYETIKA e TNV
TOOTPIKY XPToT).

STEP TEENS: digysipion fapovc oe spnfiove aobeveic

e o oAl TvEAN dokiun drdpkelag 68 fdopddowv, 201 épnpot, nlkidv 12 éwnc <18 etdv, pe
oy LoapKia N VITEPPAPOTNTO KOl TOVAGYIGTOV Hia GuvvooT P TABNoN oxeTICOpEVN e TO BAPOG
TuyoomoMONKaY o€ GeEPayAouTidon N KoViKO apprako og avoroyia 1:2. OAot o1 acBeveig
akoiovBovcav dioita youniov Beppidmv Kot avENUEVN GOUATIKY dpactnpdTnTa Ko’ OAn T
dupkeln TG SOKIUNG.

Y10 téhog g Bepaneiog (efdopdda 68), n Pertioon otov BMI pe cepayiovtidn frov avaotepn kot
KAWVIKGA ONUOVTIKT GE GVYKPIOT UE TO £KOVIKO @appoxo (PBA. TMivaxa 10 kol Zynua 6). Emmiéov,
peyaAvtepo mococtd acbevav métuye >5%, 10% kot >15% andiein Bapovg pe oepayAovtion oe
oVYKPIoT LE TO EKOVIKO @apuaxo (BA. TTivaxa 10).
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Iivakag 10 STEP TEENS: Anoteléopata katd v gfdoudda 68

Wegovy Eiwkoviké @dappoxo
ITAnpeg ovbvoro aviivong (N) 134 67
BMI
Apyuwn i (BMI) 37,7 357
MetaBor] (%) amd ™V apyikh T2 -16,1 0,6
Aapopé (%) omd To ekovikd papuaxo’ | -16,7 [-20,3, -13,2] -
[95% CI]
Apyun tiun (SDS tov BMI) 34 3,1
Metafoin omd v apyikn tun oto SDS | -1,1 -0,1
tov BMI*
Awpopd amd To srkovikd eéppaxo’ [95% | -1,0 [-1,3, -0,8] -
Cl]
Yopotikd papog
Apyucn tipn (kg) 109,9 102,6
MetafoAn (%) omd ™V opyuch] Ty’ -14,7 2,8
Aapopé (%) omd To ekovikd eapuoxo’ | -17,4 [-21,1, -13,8] -
[95% CI]
MetaBoAy (Kg) amd v apyucr TRt -15,3 2,4
Awgpopd (Kg) amd 1o sucovikd eapuoko’ | -17,7 [-21,8, -13,7] -
[95% CI]
AocBeveic (%) mov méTuyay andiela 725 17,7
Bépovg >5%’
AocBeveic (%) mov méTuyay andieia 61,8 8,1
Bépoug >10%’
AcbBeveic (%) mov TETVY OV andAsio 534 4.8
Bépoug >15%’
IHeprpépera péong (cm)
Apyucn Tiun 1119 107,3
MetaBol amd ™V apyikn Ty’ -12,7 -0,6
A0opd amd TO EKOVIKO QapLaKo’ -12,1[-15,6, -8,7] -
[95% CI]
Yvotolk aptnproki] wigon (mmHg)
Apyuc Tiun 120 120
MetafoAn amd TV opyIky Ty -2,7 -0,8
A0opd omd TO EKOVIKO QapLaKo’ -1,9[-5,0, 1,1] -
[95% CI]

* p<0,0001 (un TPOoAPUOGUEVO AUPITAEVPO) Y10 AVOTEPOTNTA.

I ExtipmOnke pe t prion poviéhov ANCOVA ypncipomoldvtog ToAomAn vrokotdotacn pe Béon 6o to dedopévo,
ave&apmra amd T S1eKomn TG TVYXOLOTOUEVNG Bepaneiag 1) TNV Evapén GALOV QapUAK®Y KOTd TG TayvoapKiog 1
Bapratpikng xeypovpyikng ETERPoonc.

2 Katé ) Siépketa g Soxipng, n toyonomomuévn Oepansio Stoxdmnxe opiotikd and o 10,4% ko 10 10,4% tov acdevov
OV TUYooTOONKAY Gg Gepayhovtion 2,4 My Kat IKOVIKO @apLoKo, avtioTotyo. YmobEtovtag 6Tt GA0L 01 TUYOLOTOUEVOL
acOeveig mapépevay ot Oepomeio kon dev Elafav Tpdcbeteg Oepaneies KaTd TG TAXVGOPKING, Ol EKTIUDUEVEG LETAPOAEG
amd v Tuyoworoinon £og tnv efdondda 68 yia tov BMI pe Baon éva Mewktd Movtédo yio Eravaiapfovopeves Metprioetg,
coprephapfavoévav OAOV TOV TapaTNPRCEDY PEYPL TNV TPMTN dtakonn, fiTav -17,9% kot 0,6% Y ™ cepaylovtion

2,4 Mg Kot TO EIKOVIKO PAPLOKO, OVTIGTOLYO.

3 ExtymOnke and 10 poviého AoyioTikhg moAtvdpdunong pe Baon my idio Sadikocio vrokatdotaong e avth Tov
xpNoponodnke otV KHPLAL AVAAVGT).
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0,6
-0,1

Metafoin BMI (%)

-16,2 -16,1

(1Y)
EBdopddeg
Wegovy Ewoviko IToAamAn vrokatdctoon
©puaKo (ITY)

TapatnpnBeioes Tipég yo acbeveic mov oAoKANP®GOY KAOE TPOYPAUHATICUEVT ETICKEYT KOl EKTLUNGEL PLE TOAAUTAEG VTOKATOGTACELG
(ITY) and avaktBeices amocipoelg

Yynua 6 STEP TEENS: Méon petaffoin otov BMI (%) and v apyn tun éog mv efdopddo 68
52 ®appoxoxkivnTikés 1010 TEG

e ovuyKkpion e 1o evdoyeveég GLP-1, ) ogpayAovution €xel mopatetapévo ypdvo nuiceiog {ong 1
gPoopddac mepimov, yeyovog mov v Katotd KaTdAAnAn Yo bTodOpLo. Xopynomn pic gopd
gpoopadtaine. O KOPLog UOVIoUOG TNG TOPATETAUEVTG OPpAoNC Elval 1] OEGUELGT OTI| AEVKOUOTIVN, 1
omoin £yl MG ATOTELEGILOL LELOUEVT] VEPPIKT] KABOPOT) KOl TPOGTAGIO OO T LETAPOMKT| 0rrodoUnom.
Eminpocitmg, n ogpayrovtion otabepomoteitor evavtia otny amodduncn ond 1o évivpo DPP-4,

Amoppbonon

O néoog 6pog GLYKEVTPMONG TNG CEUAYAOVTIONG 0T oTafEP] KOTAGTAOT LETE 0td LITOdOPLA
yop1ynom tng 606G cuvTPN oG GELAYAOLTIONG fTay Ttepimov 75 nmol/l oe acBeveig pe
vrepPapdmrta (BMI >27 kg/m? ¢ <30 kg/m?) 1 mayyvoapkio (BMI >30 kg/m?) Béoet tov Sedopévav
amd SoKIUEG Paong 3a, 6mov 0 90% TtV acbevav giye néco Opo cuykeviphoewv peta&b 51 nmol/l
xon 110 nmol/I. H éxBeom g ogpayAovtiong ot otabept| KatdoTooT avENonKe avaioykd pe d0celg
amd 0,25 mg émg 2,4 mg dnag efdopadiaing. H ékbeon oe otabepn katdotaon Ntav otabepn o€
GUVAPTNGOT LE TOV Xpovo, Omws a&toloynonke £wg v efdopdda 68. Iapdpota EkBeomn enttevydnke pe
VTTOJOPLA YOPTYNOT GEUAYAOVTIONG OTIV KOTAMOKT YMDP, TOV UNnpd 1 10 ave uépog tov Ppayiova. H
amoAvtn frodbecdotnTo g oEpayAovTiong nrav 89%.

Kartavoun
O péoog OYKOG KOTAVOUNG TNG CEUOYAOVTIONG HLETA 0O LITOSOPLL YOPTYNOoT o€ acbeveig e
vrepPopotnta 1 Toyvoopkio frav mepitov 12,4 1. H cepoyAovtion deopedeton extetapéva ot

Aevkopativn TAdopotog (>99%).

Metafoicudc/BropeTacynUoTicudc

[pwv v anékipion, N oepayrovtion pnetofoAileTon eKTETAUEVO LECH TPOTEOAVTIKNG SLUCTOCTC TNG
KOPLOG TENTIOIKNG CALGIONG Kot ETakOAoviNg B-0&eidwong T TAELPIKNG AAVGIO G MTOP DOV 0EEWV.
To évlopo ovdétepn evdomentiddon (NEP) tavtomomOnke g éva omd ta dpactikd petaforkd
évlopuo.
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Amofol)

O1 K0p1eg 0001 AMEKKPIONG TOV VAIKOD TOL OYETILETAL e TN OERAYAOVTION Elvar HEGM TV 0VPOV KoL
TV Kompavav. Ilepimov to 3% g amoppopovpevns 60omg amekkpifnke ota 00pa o apeTafAnTn
GEUOYAOVTION.

H kéBopon ¢ cepoylovtidng oe acbeveic pe vepPopdmra (BMI >27 kg/m? o <30 kg/m?) 1
nayvoopkio (BMI >30 kg/m?) frav mepimov 0,05 I/h. Me ypovo npicstog {ong omoBoing 1 epdopdda
mepimov, N oepaylovtidn Ba PpiokeTan oty Kukhopopia yia tepinov 7 efdopddes petd v teAevTaio
doon tov 2,4 mg.

Ewwoi tAnbuopuoi

Hlrxiowuévor
H nAwcia dev giye xopio exidpacn 6T QAPULAKOKIVITIKY TNG GEUAyAoVTiONG pe Pdom ta dedopéva amod
doxég pdong 3 cvumeplappavopévev acbevav nhikiog 18—-86 etdv.

DPolo, pvin kou eBvirotnro

To @vAo, 1 AN (Agvukdc, Mavpog | Appoapepikavog, Actdrrng) Kot 1 eBvikotnta (Iomavog 1
Aartivog, un lomavog 1 un Aativog) dev etyav kopio ETidpaoT 6T POPLOKOKIVITIKY TNG
oepaylovtiong pe Paon ta dedopéva amd Sokiég eaong 3a.

2wuatiko fapoc

To copatikod Papog eiye enidpaon otny £kBeon g cepayrovtione. To peyodvtepo copatikd Papog
OLOYETIOTNKE U YapunAoTepT ékBeon. Awpopd 20% o1o cmpatikd Papog petasd tov atdpmy Ba xet
¢ amoTtéLecpa dropopd oty EkbBeon g TéEnc Tov 18% Kkatd mpocéyyion. H efdopadiaio d6om Twv
2,4 mg cepay ovTidng Tapeiye EMOPKEIC GLOTNUATIKEG EKOECELS GTO EVPOC TYLMDY COUATIKOD BApovg
54,4-245,6 kg, o1 omoieg a&1oAoyn MKV Yio TNV aVTOTOKPIoN OTIV £K0E0T OTIG KAVIKES SOKIUES,

Negpikn dvalerrovpyio,

H veppikn dvchertovpyio dev emnpéace T GOPLOKOKIVITIKN TNG GELLOYAOVTIONG 08 KAVIKA
oNUavTIKO Pabpod. Avtd katadelytnke pe ™ xopnynon epdna d6ong 0,5 mg cepayrlovtiong yu
acBeveic pe dpopeTikovg fabpovs veppikng duciertovpyiog (Mmia, péTpro, coPapn 1 acheveig Tov
vroBdAdovTol og apoKafapon) cuykpLTikd e acOeVELS LEe PLGIOAOYIKT VEQPIKN Agttovpyia. AvTo
katodeiydnke eniong Yo acOeveic pe vepPapdmra (BMI >27 kg/m? ¢ <30 kg/m?) 1| moyusapkio
(BMI >30 kg/m?) o fimia g péTpia veppikn SuoAettovpyia Pacetl Sedopévav omd SOKIES QAo
3a.

Hrauikn dvalertovpyia

H nratum dvoiettovpyia dev eiye kopia enidpacn oty ékBeon g ogpayrovtiong H
QOPUAKOKIVITIKT TNG GERAYAOVTIONG a&10A0yNOnKe oe aobevelg e d1apopeTikovg Pabpode Nratikig
dvoiettovpyiog (Mmia, péTpia, cofapn) Kot cuykpidnke e acBevelg e LOIOAOYIKI NTOTIKY
Aertovpyio og pio peém pe epdmag 66om 0,5 mg cepayrovtionc.

Llpodiofng xou Srofrne
O mpodwfng kot o SraPr g dev giyav KAVIKE onpovTikh exidpoocn oty £kbeom g oepayAouTtiong
pe Paon dedopéva omd SoKEG paong 3.

Avogoyovikotyta

H avértuén avticopdtov Katd g oepayAovtiong Katd tn Oepaneia pe cepoyAovtion o cuvePn
ouyva (PA. Tapdypago 4.8) Kot 1 avTamoKpIon O€ POVNKE va emNPEAEL T QUPLOKOKIVITIKY] TNG
GEUOYAOVTIONG,.

Houdiozpixi

Ol opHOKIVITUCES IO1OTNTEG Y10, T1 GERAYAOVTION a&lodoynOnkay o€ [ KAVIKT doKun yio €pnpoug
acBeveic pe moyvoapkio 1 vIEPPaPOTNTA KOl TOLAGYLIGTOV Lo GLVVOGT|PT| TAON O GXETILOLEVN LE TO
Bapog, nhikidv 12 £wg <18 etmv (124 acbeveig, copotikd Bapog 61,6-211,9 kg). H ékbeomn oe
oepLayAovTion o€ gpnfouvg NTo TAPOUOLN LE OUTH OE EVAMKES LLE TOYLGapKia 1) vepPapdtnTa.
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H acpdieio kot omoteleopoTikdTNTO TG CELOYAOVTIONG G€ Tond1d NAIKIaG KAt Tov 12 £Tdv dev
€youv pehetnOel.

5.3 IIpoxivikd dgdopéva yro TV 0o@aAELd

Ta mpoxdvikd dedopéva, dev amokoADTTOVV 110iTEPO KivOuVo Yia Tov avBpmno pe fdaomn Tig
oLUPaTIKEG LEAETES POPUAKOAOYIKNG ACPHAELNG, TOEIKOTNTOG ETOVOLAUPOVOUEV®Y dOCEMV N
YOVOTOEIKOTNTOG,

Ot un Bavamedpot dykor C-kuttdpmv Bupeoedong Tov TapaTNPHONKAY GE TPOKTIKA 0TOTEAODY
KON eMdpaON Yo TV KaTyopio TV aymvioT®v Tov vrodoyéa GLP-1. X peléteg kapkwvoyéveong
SapKeLNg 2 ETOV 0 aPOVPAioNg KOl TOVTIKOVG, 1 GEULAYAOLTION TpoKAiese OYKovg C-KuTTap OV
Bupeoeldong oe KAViKG onpavtikég exBéoeic. Aev Tapatnprinkav aAAol 6ykotl GxeTILOEVOL LUE TN
Oepameio. Ot dykor C-KuTTAp@V GTO TPOKTIKA TPOKAAOVVTOL ard £vay Ut YovoTo&ikd unyovicud mov
ovvteleital €101KA pécw Tov vtodoyéa tov GLP-1, otov omoio givon Winitepa evaichnta o TpOKTIKA.
H cvoyétion yw tov dvBpwmo Bempeiton yopnAn, aAld dev pmopel vo anokAEIoTEL EVIEADC.

g HEAETEC YOVILOTNTOG GE 0POVPAIONS, 1) GELLOYAOVTION eV EXNPENCE TNV amOS00T (EVYAPOUATOC 1)
TN YOVILOTNTO TV OPoEVIKMY. L€ OnAvkovg apovpaiovs, Tapatnpninke abENon ot SLdpKELd TOV
010TPIKOY KUKAOL KOl LKPT LElMON ToV oxpdv copatiov (corpora lutea) (woppnéieg) og d6c€1g mov
GUGYETIOTNKOV LLE ATMOAELN UNTPIKOV BAPOVG.

Xe peléteg avamTuéng euPpvov og apovpaiovg, 1 cePayAoVTION TpokdAese euPproTo&ikdTnTa o8
enimeda youniotepa and Tig kKAvikd onuovtikés ekféoeig. H oepayrovtion npokdiece
EKGECT|LLOGUEVEG LELDOELG GTO UNTPIKO COUATIKO BAPOC Kot LEIOCELS oTNV MPimaon Kot avamTuén
Tov guPpvov. Xta EuPpua, TapatnpnOnkav peiloves oKEAETIKES Kot GTAOYXVIKEG OUCTAAGIES,
GUUTEPTAAUPAVOUEVOVY TOV EXOPACEDY GTO LAKPA 0GTE, TO TAEVPAE, TOVE GTOVOVAOVE, TNV OVPJ, TO,
apo@dpa ayyeio Kot Tig Ko1dieg tov gyke@dAiov. Ot aloloynoelg Tov unyoavicrol dpaong £6et&ov 0Tt
oTNV EUPPLOTOEIKOTNTO GUUIETELYE 0 SVCAEITOVPYIO TG TAPOYNG OPETTIKMY 0VGIDY 6TO EUPpPLO
péc® Tov Aek101koh aoKoy ToL apovpaiov pe ™ pesordfnon tov vrodoyxéa GLP-1. Adywm tmv
Spopdv oty avatopio kot ™ Aertovpyic 1oV AekiBkov ookl Petald TV MmOV Kot Adym EALEWYNG
g ékepaocmg TV VodoxEwv GLP-1 otov Aekifikd aokd TV TPp®TEVOVTOY ONAACTIKOV TATV TOV
avOpomov, 0 PNYavIGHOS avtdg Bempeitar aniBavo va €yl onpacia yio tov dvBpomo. Qotdco, dev
umopei vo, omokAEIoTEL 1] EMIOpaGT TNE TERAYAOVTIONG amevbeiog oTo EuPpuo.

e perétec 10EIKOTNTOC OTNV avATTLEN G€ KOLVEALD Ko TBKovg cynomolgus, Tapatnpronke
avENUEVN GUYVOTNTO ATTOPOAMY Kol EAAPPOS OLENUEVT] GLYVOTNTA EUPPVIKADV AVOUOADY GE KAVIKA
oyetiopeveg ekBéoeic. Ta gupnUoTa CUVETEGOY [IE TV EKCECT|LOCHUEVT Lelmon Tov untpikon
copatikob Papous £mg kot 16%. Agv eivar yvooto edv avtég o1 emdpdoeig oyetiCovran Le T
HELOUEVT KATAVEA®MGT TPOPNG ard TN UNTépa ¢ dueon enidopacn tov GLP-1.

H petayevvnuikn avantoén kou e£€MEn aoloynOnkay o mbkovg cynomolgus. Ta Bpéen nrav
ENOPPDG LIKPOTEPO. KOTO TOV TOKETO. 26TOC0 TO PéEYENOC TOVE OmOKATAGTAONKE KOTH TN JIPKELN TNG
EPLOOOL YoAoVYiOG.

e veapoE 0povpaiong, N ceLayAouTion Tpokdiece kaBvotepnuévn oe£ovaAKn OPiLoveT T0G0 6T
apoevikd 660 Kot oo OnAvkd. Ot kabvotepnoelg avtés dev elyav Kopio ETiOPACT GTN YOVILOTNTO KOt
TNV OVOTOPAYOYIKT IKOVOTNTO KOl TV 0V0 GUA®Y 1] 6TV IKAVOTNTU 10 THPNONG TG KONONG OTo
OnAvkd.
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6. ®PAPMAKEYTIKEX IAHPO®OPIEX
6.1 Kotaloyog skdoymv

Ipoyemopévn GLGKELY) TUTOV TEVAS, EQATAE SOGNG
AHdpIcod POGPOPIKO SVATPLO

Natpro yAwprovyo

Ydpoyrmpikd o0& (Yo pOBion Tov pH)

Noazpiov véposeidio (yuo pHbpion Tov pH)

"Yowp yuo evéoa

[poygmopévn cvokevn tomov mévag, FlexTouch
AHdpIcod POGPOPIKO SVATPLO
IIpomvuievoylvioin

Dovoln

Ydpoyhmpikd o&D (Yo pvbuon tov pH)
Natpiov v3po&eidio (yio pOBuon tov pH)
"Yomp yio evéoya

6.2 Aocvppatotnreg

EX\elyer pedetov oyetikd pe m oupatdtnra, 0 TopdV QAP LUKEVTIKO TPOIOV dEV TPETEL VO
OVOILELYVOETOL LE GAAL POPUAKEVTIKA TPOIOVTAL.

6.3 Awapkero Comig

[Ipoyemiouévn cvokev TUIOL TEVAS, EQAAE dOoNC

2 ypdvia.
To Wegovy pmopet va puAdocetat ektOg Wouyeiov yia émg 28 nuépeg o Beppokpacio Tov dev
vrepPaivel toug 30°C. Amoppiyte T GLGKELT] TOTOL TEVAGS, EAV £XEL TAPOLEIVEL EKTOG YVYEOD Y10

TEPLOCOTEPEG OO 28 MUEPEG.

Ipoyeuiopévn cuokevn tomov mévag, FlexTouch

IIpw amd ™ ypron: 3 ypovia.
Metd, v TpadTn ¥pnon: 6 efdouddec. dvrdcoete ot Oeppoxpacion wkpdtepn Twv 30°C 1 o€ yoyeio
(2°C £mg 8°C).

6.4 Idwitepeg Tpo@uriiarg Katd T QUAUEN TOV TPOIGVTOC

Ddvrdooete o€ yoyeio (2° C-8 °C). Awatnpeite poxpid omd 0 oToryeio yoéne.
Mnv Katonyoyete.

[poygicuévn Guokev] TOTOL TEVAC, EQATAE dO0oM
DVAACCETE TN GUGKELT TUTOL TEVOG GTO UPYIKO KOVTL Y10 VO TPOCTATEVETAL OO TO (MG,

[poygmopévn cvokevn tomov mévag, FlexTouch
Awtnpeite 10 KomdKt TorofeTnéVO 6T GLOKELT THTTOL TEVOAG OTOV OLTH OE YPNOYLOTOIEITOL Yo VL
TPOCTUTEVETOL OO TO PWC,.

27



6.5 @von KoL CLGTATIKA TOV TEPLEKT)

IIpoyemouévn cuokevn THIOL TEVACS, Qs dOom

T'vahvn ovpryya Tov 1 ml (yvaki tomov 1) pe mpocaptuévn Beddvo amd ovo&eidwto ydivpa,
QKOUTTO TTPOCTATEVTIKO KA v Behdvag (Tomov [I/moAviconpévio) kot ehactikd Eoro (Thmov
I/ wpofovtorio).

Ipoyeuouévn cvokeun Tomov wévac, FlexTouch (0,25, 0,5 mg)

Malwvo puoiyyo tov 1,5 ml (yvoaki throv 1) khewotd pe ehootikd uforo (yYAopofovtirio) 6o Eva
KO KO LE TTMLO GAOVUIVIOU LE TOAVGTPOUATIKO EAACTIKO PUAAO (BppofouTOA0/TOAVIGOTPEVIO)
670 GAAO dxpo. To puoiyylo ival TpocopTNUEVO GE Pidt OVAADGCIUN TPOYEUIGUEVT] GUGKEVT] TOTOV
EVAG amd TOAVTPOTVAEVIO, ToAVOELUEDVAEVIO, TOAVKOPPOVIKO KOl AKPLAOVITPIAL0-BovTadiévio-
GTLPEVIO.

IIpoysuicpévn cvokevn tomov wévac, FlexTouch (1, 1,7 xou 2,4 mq)

T'vdhvo eueiyyo twv 3 ml (yvari tomov 1) kheloto pe elaotikd Euporo (yAmpoBovtdio) oto éva
GIKPO KO [LE TOO CAOVUIVIOV LLE TOAVGTPOUATIKO EAACTIKO VAL (Bpopofovtdiio/molvicompévio)
610 (Ao dxpo. To puoiyylo eivar TpocapTNUéEVO GE Pio OVOAMDGLT TTPOYELUGHEVT] GLUCKEVT] TOTTOV
TEVOG 0O TOAVTPOTVAEVIO, ToAvoELUEBVAEVIO, TOAVKAPPOVIKS KOl AKPLAOVITPIAL0-PoVTad1EVIO-
GTLPEVIO.

Meyé0n cvuokevacioc

[poyewopuévn cuckevn Tomov mévag eedmal d6ong (0,25, 0,5, 1, 1,7 ko 2.4 mq)
MéyeBog cuokevaciog TV 4 TPOYEUOUEV®V GUGKEVOV TOTTOL TEVAG,.

[poyesuopévn cvokewn tomov mévag, FlexTouch (0,25, 0,5, 1 ko1 1,7 mq)
M¢éyebog cuokevaciog e 1 Tpoyeguiopévn cuckewvn TOmoL TEVG Kot 4 avaidoies feAdveg
NovoFine Plus.

[Mpoyewopuévn cuckevn Tomov wévag, FlexTouch (2,4 ma)

MeyéOn cuokevooiog:

1 TpoyepicpéVT cVoKELT TOTOV TTEVOG Ko 4 avoddotpes Belovec NovoFine Plus.

3 mpoyEUIGHEVEG GLOKEVES TOUTOV TTévag Ko 12 avolmoyleg Pehdveg NovoFine Plus.

Mmopel vo unv KukAoopoOV OAEG 01 GUCKEVAGIEC.
6.6 Idwitepes mPoPLAGEELS amOpPLYM S Kot GAAOGS YEPLONOG

To Wegovy dev mpémel va yproylonoleitat eqv dev eivar S100Y£EG Kol Gp®LLO.
H ovokevn tomov mévog dev mpémel v ypnoylomoteital, edv Exetl KatoyuyDet.

KéBe aypnoylomointo popprokeutikd tpoiov 1| VIOAEYLLN TPETEL VO, TOPPITTETAL GOUPOVAL LIE TIG
KOTA TOTOVG 1Y VOVGEG GYETIKESG O10TAEELC.

Ipoyeopévn GLGKELY) TUTOV TEVAS, EQATAE SOGNG
H cvokevn thnov névag mpoopileton yia pio pdévo doom.

[poyeuouévn cvuokevn Tomov névag, FlexTouch
H cvokeun avt tomov mévag eivan moAlamiodv ypiocwv. Tlepiéye 4 d6oers.

[pénel va cuvictdton 6tov acbevi va amoppintel T PeAdva TG £vESTG GOUPOVA LLE TIG KOTA TOTOVG
amottioelc PETd amd Kdbe Eveon Kot va, GLAACGEL TH GVCKELT TVUTOL TTEVAG Wegovy yopig ferdva
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TPOGAPTNUEVT. Me avtdv Tov Tpdmo pmopel va amopevydet amdppacn g feddvag, emporvvon,
Aotpwén, dappon| dtaAdpaTog Kot avakpiPig 0GoAoYia.

H cvokevn thnov mévag tpoopiletar yia ypion and Eva Hovo ATopo.

To Wegovy pmopel va yopnyndetl pe avalaoipes Beddoveg 306, 316, kon 32G prkovg £og 8 mm.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

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

8. APIOMOI AAEIAYX KYKAO®OPIAX

EU/1/21/1608/001
EU/1/21/1608/002
EU/1/21/1608/003
EU/1/21/1608/004
EU/1/21/1608/005
EU/1/21/1608/006
EU/1/21/1608/007
EU/1/21/1608/008
EU/1/21/1608/009
EU/1/21/1608/010
EU/1/21/1608/011

9. HMEPOMHNIA ITPQTHXE EI'KPIXHX/ANANEQXHY THX AAEIAX

Huepounvia tpdmc éyxpiong: 06 Iavovapiov 2022

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentouepeic MANPOPOPIEC Y10 TO TAPAV QOPLOKEVTIKO TPOIOV etvar S1BEGILEC GTOV SIKTLOKO TOTO
tov Evponaikov Opyaviopod @apudimv: http:// www.ema.europa.eu.
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ITAPAPTHMA 11

IMAPAXKEYAXTHXE THX BIOAOI'IKQX APAXTIKHX
OYZIAX KAI TTAPAXKEYAXTHX YIIEYOYNOX I'TA THN
AITIOAEXMEYXH TQN ITAPTIAQN

OPOI'H HEPIOPIZMOI XXETIKA ME TH AIAGEXH KAI
TH XPHXH

AAAOI OPOI KAT AITAITHZEIX THX AAETAX
KYKAO®OPIAX

OPOI'H IEPIOPIZMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXZMATIKH XPHEZH TOY ®APMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX THX BIOAOI'IKQX APAYXTIKHYX OYZIAX KAI
IHAPAXKEYAXTHX YIIEYOYNOZX I'A THN AIIOAEEMEYXH TQN ITAPTIAQN

‘Ovopa kot 01e0fuve™n 1oV TUPOCKELAGTH TS BOA0YIKMOC dPOCTIKAC 0OVGIOC

Novo Nordisk A/S
Hallas Allé

DK-4400 Kalundborg
Aovia

‘Ovopa kot 01e0fuven 1oV TUPOCKEVACTH TOV £ivor VTeLHVVOC Y10 TNV OTOOEGLLEVCT] TV TAPTIOWV

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

Novo Nordisk Production SAS

45, Avenue d’Orléans

28000 Chartres

ToAAia

210 évTumo UAAO 0ONYIDV XPTIONG TOL POPUAKEVTIKOD TPOTOVTOG TPETEL VA, VALY PAPETAL TO OVOLLAL

Ko 1 91e¥OLVOT) TOV TEPUCKEVAGTY] TOV VAL VTTEVOVVOC Y10 TNV OTOJESIEVGT| TG OYETIKNG TOPTIOAS.

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

DoppokevTikd TPoidv Yo 10 onoio amarteitan WTPIKY GLVTAYN.

I AAAOI OPOI KAI ATTAITHXEIX THX AAEIAY. KYKAO®OPIAX
. Ex0¢oe1g meprodikic mapaxorovnong e acpaierog (PSURS)

Ot amortnoelg Yo v vofoin twv PSURS yia 10 gv Adym Qopuaxevtiko mpoidv opilovtal 6tov
KOTIAOYO UE TIg Nuepounvies avopopds s Evoong (katdhoyog EURD) mov mapartifetor otnv
apdypapo 7, tov dpBpov 107y, g odnyiog 2001/83/EK kot kdbe emaxdiovdng emkoiponoinong
OTMG ONUOGIEVETOL GTNV EVPOTAIKT SUCTLAKT TTOAT Y10 TO PAPLLOKOL.

O Kadroyoc Adetag Kukhogpopiag (KAK) Oa vropairel v tpwm PSUR yio 10 mpoidv péoa o€ 6

UNVESG amd TNV £YKPLon.

A. OPOI'H IIEPIOPIXMOI £XETIKA ME THN AX®AAH KAI AITIOTEAEEMATIKH
XPHXH TOY ®PAPMAKEYTIKOY IPOIONTOX

. Yyéo10 orayeipiong Kivovvov (XAK)

O Kdroyoc Adetag Kukhogpopiag (KAK) Oa die€aydyet TIC 0mattoVUEVEG OpUCTNPIOTNTES KOl

TaPEUPAGEIS POPHAKOETAYpOTVNONG OTmS Tapovcidlovtol 6to cuppmvndéy LAK mov mapovsidletal

oV evotnra 1.8.2 ¢ Gdelag KUKAOPOPIOG KOl OTO1EGONTOTE ENUKOAOVOES EYKEKPIUEVEC
avafewmpnoelg Tov XAK.
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"Eva emkarpomompévo ZAK Oa mpémel va kototedet:

. Metd and aitnuo ov Evponaikov Opyaviopot Gappékov,

. Omnotednmote tpomomoieitan To cHGTNUA S10YEIPIONG KIVOUVOUL, EOIKE (O0G OTTOTEAEGILO AMYNG
VE®V TANPOPOPIDY TOV LITOPOVV VO ETPEPOVY GTLOVTIKT GAAXYT] GTI GYECT 0QELOVG-KIVOVUVOL
N ©g aMOTEAEG LA TNG EMITEVENG EVOG GTUOVTIKOD OPOCTLOV (PO LOKOETOYpOTVNOT 1)
EAUYLOTOTOINGT KIVOHVOUL).
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ITAPAPTHMA 111

EINIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. ENIIXHMANXH
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI (gpana& 66om)

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Wegovy 0,25 mg evécilo S10AVLL0 GE TPOYEUIGHEVT] GLGKEVT] TOTOV TTEVOG
oepLayAouTion

‘ 2. YXYNOEXH XE APAXTIKH OYXIA

Kabe mpoyepuopévn ocvokeun tomov névog mepiéyet 0,25 mg cepaylovtiong og 0,5 ml (0,5 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: d100pid pmceopikd SvaTplo, VATPlo YAmp1ohyo, VIPOYA®PIKO 0&v/vatpiov voposeidio (Yo
pvBuon tov pH), Bowp Yo evéoua. BA. @OALO 001y1dV YP1IONG Y10 TEPICCOTEPEG TANPOPOPIES

4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéowo duiivpa
4 mpoyeIGPEVEG GVOKEVEG TOTOV TEVAG (1 ovokevn TOmOL TEVAS Yopyel 1 doom)

5. TPOITIOX KAI OAOX XOPHI'HXHX

VTOSOP10 YPNoN
pio eopd efdopadioing

Awfdote 0 QOAAO 0ONYIOV YPNONG TPV amd TN XP1oN
INao pio povo ypron

ITiéote Yo va avoitet

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IMPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Noa puAdcoetal og Béon, TNV onoia o€ PAETOVY Kat dev Tpoceyyilovv Ta ool

‘ 7. AAAEX EIAIKEYX TTPOEIAOIIOTHXEIY, EAN EINAI AITAPAITHTEX

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEYX XYNOHKEX ®OYAAEHX

dvrdooete og yoyeio. Mnv kotoydyete
DuALCGETE TN GLOKELT TUTTOV TTEVOG GTO EEMTEPIKO KOVTI Y10 VO TPOGTATEVETOL OO TO (PMOG
Amoppiyte T GvoKELT] TOTTOV TEVAG LETA TN PO

10. IAIAITEPEX ITPO®YAAZEEIX I'IA THN AITIOPPIYH TQN MH
XPHEIMOINIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YHHOAEIMMATQN I1OY ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11.  ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

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

12.  APIOMOZX AAEIAX KYKAO®OPIAX

EU/1/21/1608/001

13. APIOMOX ITAPTIAAX

IMoptida

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHEHX

‘ 16. TMAHPO®OPIEX XE BRAILLE

Wegovy 0,25 mg

17.  MONAAIKOX ANATNOQPIETIKOZ KQAIKOX — AISAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A166160T0TOG YPAULOTOG KMdKaS (2D) mov pépet Tov TEPIANPOEVTA LOVOSTKO aVayVOPIGTIKO KOOTKO

18. MONAAIKOZXZ ANATNQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ENIZXHMANXH MPOIEMIZMENHX XYXKEYHX TYHOY ENAX (g@amas d6om)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX XOPHIHZHX

Wegovy 0,25 mg éveon
GEUOYAOVTION
SC

2. TPOIIOX XOPHI'HXHX

Ymodopia yprion
pio eopd efdopadioing

3. HMEPOMHNIA AHEHX

AHZH

4. APIOMOX ITAPTIAAX

[Maptida

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

05ml
(1 d60m)

| 6. AAAA XTOIXEIA

Novo Nordisk A/S
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI (gpana& 66om)

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Wegovy 0,5 mg evéoylo d14ALU0. GE TPOYEUIGUEVT] GDOKELT TOTTOV TEVOG
oepLayAouTion

‘ 2. YXYNOEXH XE APAXTIKH OYXIA

Kabe mpoyepuopévn ovekenn tomov mévog mepiéyet 0,5 mg cepayrovtiong og 0,5 ml (1 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: d100pid pmceopikd SvaTplo, VATPlo YAmp1ohyo, VIPOYA®PIKO 0&v/vatpiov voposeidio (Yo
pvOuon Tov pH), Bowp Yo evéosua. BA. @OALO 001y1dV Yp1IONG Y10 TEPICCOTEPEG TANPOPOPIES

4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

Evéowo duiivpa
4 mpoyeIGPEVEG GVOKEVEG TOTOV TEVAG (1 ovokevn TOmOL TEVAS Yopyel 1 doom)

5. TPOITIOX KAI OAOX XOPHI'HXHX

VTOSOP10 YPNoN
pio eopd efdopadioing

Awfdote 0 QOAAO 0ONYIOV YPNONG TPV amd TN XP1oN
INa pio povo ypron

ITiéote Yo va avoitet

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IMPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Noa puAdcoetal og Béon, TNV onoia o€ PAETOVY Kat dev Tpoceyyilovv Ta ool

‘ 7. AAAEX EIAIKEYX TTPOEIAOIIOTHXEIY, EAN EINAI AITAPAITHTEX

‘ 8. HMEPOMHNIA AHEHX

AHEH
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9. EIAIKEX XYNOHKEX @YAAZEHX

dvrdooete og yoyeio. Mnv kotoydyete
DVALCGETE TN GLOKELT TUTTOV TEVOG GTO EEMTEPIKO KOVTI Y10 VO TPOGTATEVETOL OO TO (PMOG
Amoppiyte T GvoKELT] TOTTOV TEVAG LETA TN PO

10. IAIAITEPEX ITPO®YAAZEEIX I'IA THN AITIOPPIYH TQN MH
XPHEIMOINIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YHHOAEIMMATQN I1OY ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11.  ONOMA KAIT AIEYOYNXIH KATOXOY THX AAEIAY KYKAO®OPIAX

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

12.  APIOMOZX AAEIAX KYKAO®OPIAX

EU/1/21/1608/002

13. APIOMOX ITAPTIAAX

IMoptida

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHEHX

| 16. TMAHPO®OPIEX XE BRAILLE

Wegovy 0,5 mg

17.  MONAAIKOX ANATNQPIETIKOX KQAIKOX - AIZAIAXTATOZ TPAMMQTOX
KQAIKAX (2D)

A16d106TaTOG YPOULOTOS KOdKAG (2D) mov pépel Tov mepAn@BEévta LovadKO avayvopIoTIKO KOOKO.

18. MONAAIKOZ ANATNQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ENIZXHMANXH MPOIEMIZMENHX XYXKEYHX TYHOY ENAX (g@amas d6om)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX XOPHIHZHX

Wegovy 0,5 mg éveon
GEUOYAOVTION
SC

2. TPOIIOX XOPHI'HXHX

Ymodopia yprion
pio eopd efdopadioing

3. HMEPOMHNIA AHEHX

AHZH

4. APIOMOX [TAPTIAAX

[Maptida

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

05ml
(1 d60m)

| 6. AAAA XTOIXEIA

Novo Nordisk A/S
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXJIA

KOYTI (spanag 66om)

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Wegovy 1 mg evéoylo d1dAvpa G€ TPOYELGUEVT] GUOKELT TOTTOVL TEVOG
GEUOYAOVTION

2. XYNOEXH XE APAXTIKH OYXIA

Kabe mpoyepiopévn ovokenn| tomov mévag mepiéyetl 1 mg oepaylovtiong o 0,5 ml (2 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: 0100p1kd pmco@opikd 61vaTp1o, vATplo yYAmplovyo, vopoyAwnpikd o&b/vatpiov vdpo&eidio (Y
pvOuon Tov pH), Bowp Yo evéosua. BA. @OALO 0d1y1dV Yp1IoNG Y10 TEPICCOTEPEG TANPOPOPIES

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo duivpa
4 mpoyeopEVEG GVOKEVEG TOTOL TEVAS (1 cuokevn Thimov Tévag yopnyel 1 60m)

5. TPOIIOX KAI OAOX XOPHI'HXHX

VIOdOPIL PO
pia @opd efoopadiaing

Awpdote T0 PUALO 0INYIDOV ¥PNoNG TPV A TN XP1oN
INao pio povo ypnon

[Méote Y10 va avoitet

6. EIAIKH HPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puAdocetar og B€o, TV omoia 8 PAEROVY Kat dev Tpoceyyilovv Ta TondLd

‘ 7. AAAEZX EIAIKEX ITIPOEIAOIIOIHXEIY, EAN EINAI AITAPAITHTEX

8. HMEPOMHNIA AHEHX

AHZH
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9. EIAIKEYX XYNOHKEX ®OYAAEHX

dvrdooete og yoyeio. Mnv kotoydyete
DuALCGETE TN GLOKELT TUTTOV TTEVOG GTO EEMTEPIKO KOVTI Y10 VO TPOGTATEVETOL OO TO (PMOG
Amoppiyte T GvoKELT] TOTTOV TEVAG LETA TN PO

10. IAIAITEPEX ITPO®YAAZEEIX I'IA THN AITIOPPIYH TQN MH
XPHEIMOINIOIHOENTOQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YHHOAEIMMATQN I1OY ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11.  ONOMA KAT AIEYOYNXH KATOXOY THX AAEIAY. KYKAO®OPIAX

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

12.  APIOMOX AAEIAX KYKAO®OPIAX

EU/1/21/1608/003

13. APIOMOX ITAPTIAAX

IMoptida

‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15.  OAHTIEX XPHEHX

| 16. TMAHPO®OPIEX XE BRAILLE

Wegovy 1 mg

17.  MONAAIKOX ANATNQPIETIKOX KQAIKOX - AIZAIAXTATOZ TPAMMOQTOX
KQAIKAX (2D)

A16d106TaTOG YPOULOTOS KOdKAG (2D) mov pépel Tov mepAn@BEévta LovadKO avayvopIoTIKO KOOKO.

18. MONAAIKOZ ANATNQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ENIZXHMANXH MPOIEMIZMENHX XYXKEYHX TYHOY ENAX (g@amas d6om)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX XOPHIHZHX

Wegovy 1 mg éveon
GEUOYAOVTION
SC

2. TPOIIOX XOPHI'HXHX

Ymodopia yprion
pio eopd efdopadioing

3. HMEPOMHNIA AHEHX

AHZH

4. APIOMOX [TAPTIAAX

[Maptida

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

05ml
(1 d60m)

| 6. AAAA XTOIXEIA

Novo Nordisk A/S
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXJIA

KOYTI (spanag 66om)

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Wegovy 1,7 mg evéoylo d14AVLe. GE TPOYEUIGUEVT] GUOKELT] TUTOV TEVOG
GELOYAOVTION

2. XYNOEXH XE APAXTIKH OYXIA

Kabe mpoyepiopévn ocvokent| tomov mévag mepiéyet 1,7 mg oepayrovtiong og 0,75 ml (2,27 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: 01bop1kd pmceopid d1vaTpio, vATplo yYAmplovyo, bopoyAwnpikd o&b/vatpiov vopo&eidio (Yo
pvOuon Tov pH), Bowp Yo evéosua. BA. @OALO 0d1y1dV Yp1IoNG Y10 TEPICCOTEPEG TANPOPOPIES

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo duivpa
4 mpoyeopEVEG GVOKEVEG TOTOL TEVAS (1 cuokevn Thimov Tévag yopnyel 1 60m)

5. TPOIIOX KAI OAOX XOPHI'HXHX

VIOdOPI PO
pia @opd efoopadiaing

Awpdote T0 PUALO 0INYIDOV ¥PNoNG TPV A TN XP1oN
INao pio povo ypnon

[Méote Y10 va avoitet

6. EIAIKH HPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puAdocetar og B€o, TV omoia 8 PAEROVY Kat dev Tpoceyyilovv Ta TondLd

‘ 7. AAAEZX EIAIKEX ITIPOEIAOIIOIHXEIY, EAN EINAI AITAPAITHTEX

8. HMEPOMHNIA AHEHX

AHZH
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9. EIAIKEY YYNOHKEX OYAAEHX

dvAdooete og youyeio. My KatoyOyete
DVAACCETE TN GUGKELT TOTOL TEVOAG GTO EEWMTEPIKO KOVTL Y10l VO TPOCSTATEVETAL OTd TO (MG
Amoppiyte T cvokeLn] TOTOL TEVAG LETA TN YP1oN

10. IAIAITEPEX IPO®YAAZEEIZ I'TA THN AITIOPPIYH TQN MH
XPHXIMOINIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IOY TPOEPXONTAI AIIO AYTA, EOOXZON AITAITEITAI

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

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveerd
Aovia

12.  APIOMOX AAEIAX KYKAO®OPIAX

EU/1/21/1608/004

13. APIOMOZX ITAPTIAAX

[Maptida

‘ 14. TENIKH KATATAZH I'A TH AIAGEXH

| 15. OAHTIEX XPHIHE

‘ 16. TIMAHPO®OPIEX XE BRAILLE

Wegovy 1,7 mg

17.  MONAAIKOX ANATNQPIETIKOX KQAIKOX - AIZAIAXTATOZ TPAMMOQTOX
KQAIKAX (2D)

A1661606T0TOG YPAULOTOG KddKaS (2D) mov pépet Tov TEpIANPOEVTA LOVOSIKO aVayVOPIGTIKO KWOTKO.

18. MONAAIKOZXZ ANATNQPIXZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ENIZXHMANXH MPOIEMIZMENHX XYXKEYHX TYHOY ENAX (g@amas d6om)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX XOPHIHZHX

Wegovy 1,7 mg éveon
GEUOYAOVTION
SC

2. TPOIIOX XOPHI'HXHX

Ymodopia yprion
pio eopd efdopadioing

3. HMEPOMHNIA AHEHX

AHZH

4. APIOMOX [TAPTIAAX

[Maptida

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

0,75 ml
(1 d60m)

| 6. AAAA XTOIXEIA

Novo Nordisk A/S
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXJIA

KOYTI (spanag 66om)

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Wegovy 2,4 mg evéoylo S14AVLO. GE TPOYEUIGUEVT] GUOKELT] TUTOV TEVOG
GELOYAOVTION

2. XYNOEXH XE APAXTIKH OYXIA

Kabe mpoyspiopévn ocuokenn| tomov mévag mepiéyet 2,4 mg oepayrovtiong og 0,75 ml (3,2 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: 100p1kd pmc@opikd d1vaTp1o, vATplo yYAmplovyo, bopoyAwnpikd o&b/vatpiov vdpo&eidio (Y
pvOuon Tov pH), Bowp Yo evéosua. BA. @OALO 0d1y1dV Yp1IoNG Y10 TEPICCOTEPEG TANPOPOPIES

4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

Evéowo dulvpa
4 mpoyeopEVEG GVOKEVEG TOTOL TEVAS (1 cuokevn Thimov Tévag yopnyel 1 60m)

5. TPOIIOX KAI OAOX XOPHI'HXHX

VIOdOPI PO
pia @opd efoopadiaing

Awpdote T0 PUALO 0INYLDOV ¥PNONG TPV AT TN XP1oN
INao pio povo ypnon

[Méote Y10 va avoitet

6. EIAIKH HPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOXEITIZOYN TA ITAIATA

Na puAdocetar og B€o, TV omoia 8 PAEROVY Kat dev Tpoceyyilovv Ta TondLd

‘ 7. AAAEZX EIAIKEX ITIPOEIAOIIOIHXEIY, EAN EINAI AITAPAITHTEX

8. HMEPOMHNIA AHEHX

AHZH
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9. EIAIKEY YYNOHKEX OYAAEHX

dvAdooete og youyeio. My KatoyOyete
DVAACCETE TN GUGKELT TOTOL TEVOAG GTO EEWMTEPIKO KOVTL Y10l VO TPOCSTATEVETAL OTd TO (MG
Amoppiyte T cVoKELT TOTOV TEVAG LETA TN PO

10. IAIAITEPEXZ IPO®YAAZEEIZ I'TA THN AITOPPIYH TQN MH
XPHXIMOINIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHOAEIMMATON IOY TPOEPXONTAI AIIO AYTA, EOOXZON AITAITEITAI

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

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

12.  APIOMOX AAEIAX KYKAO®OPIAX

EU/1/21/1608/005

13. APIOMOZX ITAPTIAAX

[Maptida

‘ 14. TENIKH KATATAZH I'A TH AIAGEXH

| 15. OAHTIEX XPHIHE

‘ 16. TIMAHPO®OPIEX XE BRAILLE

Wegovy 2,4 mg

17.  MONAAIKOX ANATNQPIETIKOX KQAIKOX - AIZAIAXTATOZ TPAMMOQTOX
KQAIKAX (2D)

A166166T0TOG YPAUL®OTOS KMok (2D) mov pépet Tov Tepin@hEvta LoVaSIKO avayvmpPIoTIKO KMOTKO.

18. MONAAIKOZXZ ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

ENIZXHMANXH MPOIEMIZMENHX XYXKEYHX TYHOY ENAX (g@amas d6om)

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX XOPHIHZHX

Wegovy 2,4 mg éveon
GEUOYAOVTION
SC

2. TPOIIOX XOPHI'HXHX

Ymodopia yprion
pio eopd efdopadioing

3. HMEPOMHNIA AHEHX

AHZH

4. APIOMOX [TAPTIAAX

[Maptida

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

0,75 ml
(1 d60m)

| 6. AAAA XTOIXEIA

Novo Nordisk A/S
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI (npoyepmopévn cvokevy Tomov tévog tolhanridv d6cemv (FlexTouch))

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Wegovy 0,25 mg FlexTouch gvéoio d1GAvpa 6€ TPOYEUIGUEVT GLOKEVT] TOTTOV TEVOG
oepLayAouTion

‘ 2. YXYNOEXH XE APAXTIKH OYXIA

Kabe mpoyepopévn cvokeun thmov névag mepiéyet 1 mg cepayiovtiong oe 1,5 ml (0,68 mg/ml)

‘ 3. KATAAOI'OX EKAOXQN

"Exdoya: d10dpid ¢mG@opikod SvATplo, TPOTVAEVOYAVKOAT, POVOAT, VOPOYADPIKO 0EV/VaTpiov
VOpoceidto (Yo pvOon tov pH), Bdwp Yia evéoipa. BA. pOAAO 00My1OV ¥PIONG Y10 TEPLIGCOTEPES
TANPOQOpieg

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

gvéaipo ddAvpa
1 ovokevn| TOTOL TEVAS Kot 4 avolmoiesg Berdveg (1 cuokeun TOmov TéEVHG = 4 30GEIC)

5. TPOIIOX KAI OAOX XOPHI'HXHX

VIOdOPI PO
pia @opd efoopadiaing

Awpdote T0 PUALO 0INYIDOV ¥PNoNG TPV A TN XP1oN

Xpnowomnoteite to Wegovy pia popd gfdopadiaing

ZNUEUDVETE TNV NUEPA TNG EPOOUAOAG TTOV EMIAEYETE VAL KAVETE TNV £VEOT)
"Exava v éveon g gfdopadiaiog d06MG LoV GTIS TOPAKATM MLLEPOUNVIES

Avoiéte 00

Avoonkaote €00

6. EIAIKH HNPOEIAOIIOIHXEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puAdocetar og B€o, TV omoia dg PAETOVY Kot dev Tpoceyyilovv Ta Toudid.
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7. AAAEX EIAIKEY TTPOEIAOITIOTHXEIY, EAN EINAI AITAPAITHTEX

M @UAGGGETE Tr GLGKELT TOTOV TTEVOG LE PEAOGVO TPOGAPTILEVT).
IMa ypnon amod éva pévo dtopo.

8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY YYNOHKEY OYAAZEHX

dvldooete o Yyoyeio. Mnv katoybyeTe.

Metd, TV TpAdTN ¥PNON TNG GVOKEVNE TOHTOL TEVAS, PVAGGOETE o€ Bepokpacio pikpotepn tv 30°C.
Mnv koToyOyETE.

Awnpeite 10 Komdkt TorofeTNEVO GTI GUGKELT] TUTTOL TEVOCS Y10 VO TTPOGTATEVETOL OO TO PG,
Amoppiyte T cvokevn TOTOL TEVAG 6 gBSopAdES LETA TNV TPMTY XPNOT).

10. IAIAITEPEX ITPO®YAAZEEIX I'IA THN AITIOPPIYH TQN MH
XPHZIMOIIOIHOENTQN ®APMAKEYTIKOQN ITIPOIONTQN 'H TQN
YIHHOAEIMMATON IOY ITPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11.  ONOMA KAI AIEYOYNXH KATOXOY THX AAETIAY KYKAO®OPIAX

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

12.  APIOMOI AAEIAY KYKAO®OPIAX

EU/1/21/1608/006

13. APIOMOX ITAPTIAAX

IMoptida

‘ 14, TENIKH KATATAZH I'l A TH AIAGEXH

| 15. OAHTIEX XPHIHE

‘ 16. TNAHPO®OPIEX XE BRAILLE

Wegovy 0,25 mg FlexTouch
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17.  MONAAIKOX ANATNQPIETIKOX KQAIKOX - AIZAIAXTATOZ TPAMMOQTOX
KQAIKAY (2D)

A1661606T0TOG YPAULOTOS KddKag (2D) mov pépet Tov Tepin@hEvta LoVadIKO avayvmPIoTIKO KMOKO.

18. MONAAIKOZXZ ANATNQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANZXZH [NPOTEMIZEMENHX XYXKEYHX TYIIOY IIENAX (mpoysuiopévn 6uokev|
ooV Tévag molhamhadv d6cewv (FlexTouch))

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX XOPHIHZHZ

Wegovy 0,25 mg éveon
FlexTouch
oepaylouTion

SC

2. TPOIIOX XOPHI'HXHX

Ymodopia yprion
pio eopd efdopadioing

3. HMEPOMHNIA AHEHX

AHZH

4. APIOMOX [TAPTIAAX

[Maptida

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

1,5 mi
(4 d00¢19)

| 6.  AAAA ITOIXEIA

Novo Nordisk A/S
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI (npoyepmopévn cvokevy Tomov tévog tolhanridv d6cemv (FlexTouch))

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Wegovy 0,5 mg FlexTouch gvéoyio d1dAvpa 6€ TPOYEUIOUEVT] GLGKEVT TUTTOL TEVOG
oepLayAouTion

‘ 2. YXYNOEXH XE APAXTIKH OYXIA

Kabe mpoyepopévn cvokeun thmov névag mepiéyet 2 mg cepayiovtiong o 1,5 ml (1,34 mg/ml)

‘ 3. KATAAOI'OX EKAOXQN

"Exdoya: d10dpid ¢mG@opikd dSvATplo, TPOTVAEVOYAVKOAT, POVOAT, VOPOYADPIKO 0EV/vVaTpiov
VOpoleidto (Yo puOon tov pH), Kdwp yia evéoua. BA. pOAAO 00My1®OV ¥PNONG Y10 TEPLGCOTEPES
TANPOQOpieg

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

gvéaipo ddAvpa
1 ovokevn| TOTOL TEVAS Kot 4 avolmoieg ferdveg (1 cuokeun TOmoL TEVHG = 4 S0GEIC)

5. TPOIIOX KAI OAOX XOPHI'HXHX

VIOdOPI PO
pia @opd efoopadiaing

Awpdote T0 PUALO 0INYIDOV ¥PNoNG TPV A TN XP1oN

Xpnowomnoteite to Wegovy pia popd gfdopadiaing

ZNUEUDVETE TNV NUEPA TNG EPOOUAOAG TTOV EMIAEYETE VO KAVETE TNV £VEOT)

"Exava v éveon g efdopadiaiog 661G LoV OTIG TOPAKAT® MLLEPOUNVIES

Avoifte €60

AvoonKoOoTE £0M
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6.

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION IPEIEI NA ®YAAXXIETAI XE OEXH THN OIIOIA AEN BAEIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puAdcoetal og Béom, TNV onoia 0 PAETOVVY Kol dev TpoceYYilovv Ta TOd1dL.

7.

AAAEZX EJAIKEYX ITIPOEIAOIIOIHXEIY, EAN EINAI AITAPAITHTEX

Mn @UAGCGETE TN CLGKELT] TOTOV TEVAG LE PEAOVO TPOGOPTUEVT).
I"a ypnom amod éva pévo dtopo.

‘ 8. HMEPOMHNIA AHEHX
AHEH
9. EIAIKEY YYNOHKEX OYAAEHX

dvldooete o Yyoyeio. Mnv katoybyeTe.
Metd v mpdTN YPNON TG CUGKELNG TOTOV TEVAS, PLAAGCETE o€ Bepokpacia pikpotepn tv 30°C.
Mnv Katonyoyete.

Awtnpeite 10 KomdKt TorofeTNUEVO GTN GLOKELT THTTOL TEVAS Y10, VO TTPOCTATEVETOL OO TO POG.
Amoppiyte T cvokevn TOmov TEvag 6 EGoRAOEG LETA TNV TPDOTN XP1ON.

10.

IAIAITEPEX TPO®YAAZEIX I'A THN AITOPPIYH TQN MH
XPHEIMOINIOIHOENTQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YHHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveerd

Aovia

12.

APIOMOI AAEIAY KYKAO®OPIAX

EU/1/21/1608/007

13.

APIOMOX ITAPTIAAX

Ioptida

| 14,

I'ENIKH KATATAZH I'lA TH ATAGEXH

| 15.

OAHI'IEX XPHXHX
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| 16. TMAHPO®OPIEX XE BRAILLE

Wegovy 0,5 mg FlexTouch

17. MONAAIKOXZ ANAI'NQPIXTIKOX KQAIKOX — AIXAIAXTATOX TPAMMQTOX
KQAIKAX (2D)

A16d106TaTOC YPOULOTOS KOdKAG (2D) mov pépet Tov mepAneHEévta LovadKd avayvopIoTIKO KOOKO.

18. MONAAIKOZ ANATNQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANZXZH [NPOTEMIZEMENHX XYXKEYHX TYIIOY IIENAX (mpoysuiopévi 6uokev|
ooV Tévag molhamhadv d6cewv (FlexTouch))

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX XOPHIHZHZ

Wegovy 0,5 mg éveon
FlexTouch
oepLayAouTion

SC

2. TPOIIOX XOPHI'HXHX

Ymodopia yprion
pio eopd efdopadioing

3. HMEPOMHNIA AHEHX

AHZH

4. APIOMOX [TAPTIAAX

[Maptida

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

1,5 mi
(4 d00¢19)

| 6.  AAAA ITOIXEIA

Novo Nordisk A/S
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXJIA

KOYTI (npoygpopévn cvokev tomov tévos tolhaniav d6cswv (FlexTouch))

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Wegovy 1 mg FlexTouch evéoipio d1dAvpa GE TPOYEUIGUEVT] GUGKEVT TUTTOL TEVOG
GEUOYAOVTION

2. XYNOEXH XE APAXTIKH OYXIA

Kabe mpoyepiopévn ocvuokenn Tomov mévag mepiéyel 4 mg oepayrovtiong oe 3 ml (1,34 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: 0100p1kd pmc@opikd 61vATP1o, TPOTUAEVOYAVKOAT, GALVOAN, VOPOYAMPIKO 0EV/ VaTpiov
VOpoteidto (Yo pvOon tov pH), Kdwp Yia evéoiua. BA. pOAAO 00My1®OV ¥P1NONGS Y100 TEPLGCOTEPES
TANpoPopiesg

‘ 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

EVEGIO S1BALLLAL
1 ovokev TOmOL TEVHG Kot 4 avolmaoipeg Beldveg (1 cvokeun TOTOL TEVAS = 4 SOCELS)

5. TPOITIOX KAI OAOX XOPHI'HXHX

VIOdOP1a YPNoN
pio eopd efdopadiaing

Awfdote 0 QOAAO 0ONYIOV YPNONG TPV amd TN XP1oN

Xpnowonoteite to Wegovy pia popd gfdopadiaing

ENUEUDVETE TNV NUEPA TNG EPOOUAONG TTOV EMIAEYETE VAL KAVETE TNV £VEOT)

"Exava v éveon g gfdopadiaiog d06MG LoV GTIS TOPAKATM MLLEPOUNVIES

Avoiéte 00

AvoonKohoTE £0M
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6.

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

Noa puAdcoetal og Béom, TNV onoia 0 PAETOVVY Kol dev TpoceYYilovv Ta TOd1dL.

7.

AAAEZX EJAIKEYX ITIPOEIAOIIOIHXEIY, EAN EINAI AITAPAITHTEX

Mn @UAGCGETE TN CLGKELT] TOTOV TEVAG LE PEAOVO TPOGOPTUEVT).
I"a ypnom amod éva pévo dtopo.

‘ 8. HMEPOMHNIA AHEHX
AHEH
9. EIAIKEY YYNOHKEX OYAAEHX

dvldooete o Yyoyeio. Mnv katoybyeTe.
Metd v mpdTN YPNON TG CUGKELNG TOTOV TEVAS, PLAAGCETE o€ Bepokpacia pikpoTtepn tv 30°C.
Mnv Katonyoyete.

Awtnpeite 10 KomdKt TorofeTNUEVO GTN GLOKELT THTTOL TEVAS Y10, VO TTPOCTATEVETOL OO TO POG.
Amoppiyte T cvokevn TOmov TEvag 6 EGoRAOEG LETA TNV TPDOTN XP1ON.

10.

IAIAITEPEX TPO®YAAZEIX I'A THN AITOPPIYH TQN MH
XPHEIMOINIOIHOENTQN ®APMAKEYTIKON ITPOIONTQN 'H TQN
YHHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11.

ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveerd

Aovia

12.

APIOMOI AAEIAY KYKAO®OPIAX

EU/1/21/1608/008

13.

APIOMOX ITAPTIAAX

Ioptida

| 14,

I'ENIKH KATATAZH I'lA TH ATAGEXH

| 15.

OAHI'IEX XPHXHX
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| 16. TMAHPO®OPIEX XE BRAILLE

Wegovy 1 mg FlexTouch

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

A16d106TaTOC YPOULOTOS KOdKAG (2D) mov pépet Tov mepAneHEévta LovadKd avayvopIoTIKO KOOKO.

18. MONAAIKOZ ANATNQPIZTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANZXZH [NPOTEMIZEMENHX XYXKEYHX TYIIOY IIENAX (mpoysuiopévi 6uokev|
ooV Tévag molhamhadv d6cewv (FlexTouch))

‘ 1. ONOMAZXIA TOY ®APMAKEYTIKOY ITPOIONTOX KAI OAOX XOPHIHIHZ

Wegovy 1 mg éveon
FlexTouch
oepayAouTion

SC

2. TPOIIOX XOPHI'HXHX

Ymodopia yprion
pio eopd efdopadioing

3. HMEPOMHNIA AHEHX

AHZH

4. APIOMOX [TAPTIAAX

[Maptida

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

3ml
(4 d00¢19)

| 6.  AAAA ITOIXEIA

Novo Nordisk A/S
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI (npoyepmopévn cvokevy Tomov tévog tolhanridv d6cemv (FlexTouch))

‘ 1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Wegovy 1,7 mg FlexTouch gvéoyio d1dAvpa 6€ TPOYEUIOUEVT] GLGKEVT TUTTOL TEVOG
oepLayAouTion

‘ 2. YXYNOEXH XE APAXTIKH OYXIA

Kabe mpoyepopévn cvokeun thmov névag mepiéxet 6,8 mg cepayrovtiong e 3 ml (2,27 mg/ml)

‘ 3. KATAAOI'OX EKAOXQN

"Exdoya: d10dpid ¢mG@opikd dSvATplo, TPOTVAEVOYAVKOAT, POVOAT, VOPOYADPIKO 0EV/vVaTpiov
VOpoleidto (Yo puOon tov pH), Kdwp yia evéoua. BA. pOAAO 00My1®OV ¥PNONG Y10 TEPLGCOTEPES
TANPOQOpieg

‘ 4. OAPMAKOTEXNIKH MOP®H KAI IIEPIEXOMENO

gvéaipo ddAvpa
1 ovokevn THnov TéEvag kot 4 avornoipeg Beroves (1 ovokevn| TOTOL TEVAS = 4 dOGELS)

5. TPOIIOX KAI OAOX XOPHI'HXHX

VIOdOPI PO
pia @opd efoopadiaing

Awpdote T0 PUALO 0INYIDOV ¥PNoNG TPV A TN XP1oN

Xpnowomnoteite to Wegovy pia popd gfdopadiaing

EnUeidvETE TNV NUEPA TNG EPOOUASAG TOV EMAEYETE VO KAVETE TNV £VEST

"‘Exava v éveon g gfdopadiaiog 661G LOL OTIG TAPAKAT® MLLEPOUNVIEG

Avoi&te 00

AvoonKaoTte edm

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

Noa puAdcoetal og Béom, TNV onoia 0 PAETOVY Kol dev TpoceYYilovv Ta TOd1d.
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7. AAAEZX EJIAIKEYX ITIPOEIAOIIOIHXEIY, EAN EINAI AITAPAITHTEX

Mn @UAGCGETE TN CLOKELT] TOTTOV TEVAG LE PEAOVO TTPOGOUPTHUEVT).
IMa ypron amod éva pévo dtopo.

‘ 8. HMEPOMHNIA AHEHX

AHEH

9. EIAIKEY YYNOHKEX OYAAEHX

Ddvldooete o yoyeio. Mnv katoybyeTe.

Metd v mpdTN YPNON TG CUGKELNG TOTOV TEVAS, PLAAGCETE o€ Bepokpacia pikpotepn tv 30°C.
Mnv KatonyoyeTe.

Awtnpeite 10 KOmdKt TorofeTNEVO GTN GLOKELT THTTOL TEVAS Y10, VO TTPOCTATEVETOL OO TO POG.
Amoppiyte ™ cvokevn TOmov TEvag 6 EfOoRAdEG LETA TNV TPDOTN XP1OT.

10. TAIAITEPEX ITIPO®YAAZEIX I'TA THN AITOPPIYH TQN MH
XPHEIMOIIOIHOENTOQN ®APMAKEYTIKQN ITPOIONTQN 'H TQN
YHHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11.  ONOMA KAT AIEYOYNXIH KATOXOY THX AAEIAY. KYKAO®OPIAX

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

12.  APIOMOI AAEIAX KYKAO®OPIAX

EU/1/21/1608/009

13. APIOMOZX [TAPTIAAX

IMoptida

| 14, TENIKH KATATAZEH I'IA TH AIAGEZH |

| 15. OAHTIEZ XPHIHZ |

| 16. IAHPO®OPIEX XE BRAILLE |

Wegovy 1,7 mg FlexTouch
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17. MONAAIKOX ANATNQPIETIKOX KQAIKOX — AIZAIAZTATOX TPAMMQTOX
KQAIKAX (2D)

A166166T0TOG YPAULOTOS KMok (2D) mov pépet Tov Tepin@hEvta LoVaSIKO avayvmPIoTIKO KMOTKO.

18. MONAAIKOZXZ ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANZXZH [NPOTEMIZEMENHX XYXKEYHX TYIIOY IIENAX (mpoysuiopévi 6uokev|
ooV Tévag molhamhadv d6cewv (FlexTouch))

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX KAI OAOX XOPHIHZHZ

Wegovy 1,7 mg éveon
FlexTouch
oepLayAouTion

SC

2. TPOIIOX XOPHI'HXHX

Ymodopia yprion
pio eopd efdopadioing

3. HMEPOMHNIA AHEHX

AHZH

4. APIOMOX ITAPTIAAX

IMoptida

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

3ml
(4 d60¢€10)

| 6. AAAA ITOIXEIA

Novo Nordisk A/S
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ENAEIZEIX ITIOY ITPEIIEI NA ANATPA®ONTAI XTHN EZQTEPIKH XYXKEYAXIA

KOYTI (npoygpopévn cvokev tomov tévos tolhaniav d6cswv (FlexTouch))

‘ 1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Wegovy 2,4 mg FlexTouch gvéoio d1dAvpo GE TPOYEUIGUEVT] GUGKEVT] TUTTOL TEVOG
GELOYAOVTION

2. XYNOEXH XE APAXTIKH OYXIA

Kabe mpoyepiopévn ocvokenn Tomov mévag meptéxet 9,6 mg ocepayrovtiong og 3 ml (3,2 mg/ml)

3. KATAAOI'OX EKAOXQN

"Exdoya: 0100p1kd pmc@opikd 61vATP1o, TPOTUAEVOYAVKOAT, GALVOAN, VOPOYAMPIKO 0EV/ VaTpiov
VOpoteidto (Yo pvOon tov pH), Kdwp Yia evéoiua. BA. pOAAO 00My1®OV ¥P1NONGS Y100 TEPLGCOTEPES
TANpoPopiesg

‘ 4. PAPMAKOTEXNIKH MOP®H KAI IEPIEXOMENO

EVEGIO S1BALLLAL
1 ovokev| TOmOL TEVHG Kot 4 avolmaoipeg Beldveg (I cvokeun TOTOL TEVAS = 4 SOCELS)
3 ovokevég TOmoL TEVAS Kot 12 avaddoyeg Beddves (1 cuokevn tHmov mévag = 4 30GE1S)

5. TPOIIOX KAI OAOX XOPHI'HXHX

VIOdOPIL PO
pia @opd efoopadiaing

Awpdote T0 PUALO 0INYIDOV ¥PNONG TPV A TN XP1oN

Xprnoyonoteite To Wegovy pio gopd gfdopadiaing

EnUeidveTE TNV NUEPA TNG EPOOUASAG TOV EMAEYETE VO KAVETE TNV £VEST

"Exava v éveon g gfdopadiaiog d06MG LoV GTIS TOPAKAETM MLLEPOUNVIES
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Avoilte €00

AvoonKahoTte edm

6. EIAIKH ITPOEIAOIIOIHEH XYM®QNA ME THN OIIOIA TO ®PAPMAKEYTIKO
IMPOION ITPEIIEI NA ®YAAXXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI
AEN ITPOXEITIZOYN TA ITAIAIA

Noa puAdcoetal og Béom, TNV onoia o€ PAETOVVY Kol dev TpoceYYilovv Ta TOd1d.

7. AAAEX EIAIKEYX TTPOEIAOIIOTHXEIY, EAN EINAI AITAPAITHTEX

Mn @UAGCGETE TN CLGKELT TOTOV TEVAG LE PEAOVO TTPOGOUPTUEVT).
Mo yprion and éva povo dropo.

‘ 8. HMEPOMHNIA AHEHX

AHZH

9. EIAIKEY YYNOHKEX ®OYAAEHX

Ddvrdoocete o€ Yyuyelo. Mnv KatoyvyeTe.

Metd, TV TpAdTN ¥PNON TNG GVEKEVNE TOHTOL TEVAS, PUAGGCETE o€ Begpokpacio pikpotepn tv 30°C.
Mnv Katonyoyete.

Awtnpeite 10 KOmdKt TorofeTNEVO GTN GLOKELT THTTOL TEVAG Y10, VO TTPOCTATEVETOL OO TO POG.
Amoppiyte ™ cvokevn TOmov TEvag 6 EGoREOEG LETA TNV TPDOTN XP1ON.

10. TAIAITEPEXZ IPO®YAAZEEIZ I'TA THN AITIOPPIYH TQN MH
XPHXIMOINIOIHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN'H TQN
YHHOAEIMMATQN I10Y ITIPOEPXONTAI AIIO AYTA, E@OXON AIIAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAYX KYKAO®OPIAX

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveerd
Aovio

12.  APIOMOI AAEIAX KYKAO®OPIAX

EU/1/21/1608/010 1 cvuckevun Tomov mévas Kot 4 avoldoipleg BeEAOveS
EU/1/21/1608/011 3 cvokevég thHmov mévag kot 12 avolmoipes Behoveg

13. APIOMOZX ITAPTIAAX

IMoptida
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‘ 14. TENIKH KATATAZH I'lA TH AIAGEXH

| 15.  OAHTIEZ XPHEZHE

‘ 16. TAHPO®OPIEX XE BRAILLE

Wegovy 2,4 mg FlexTouch

17.  MONAAIKOX ANATNQPIETIKOX KQAIKOX - AIZAIAXTATOZ TPAMMOQTOX
KQAIKAY (2D)

A16d106TaTOG YPOUUOTOS KOdKAG (2D) mov pépet Tov mepAneévta Lovadkd avayvopioTIKO KOOKO.

18. MONAAIKOZXZ ANATNQPIXTIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX IIOY IIPEIIEI NA ANAI'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

EINIXHMANZXZH [NPOIEMIZEMENHX XYXKEYHZX TYIIOY IIENAX (cvokevn Tomov névag
nolhamhov d6ccwv (FlexTouch))

‘ 1. ONOMAZXIA TOY ®APMAKEYTIKOY ITPOIONTOX KAI OAOX XOPHIHZHZ

Wegovy 2,4 mg éveon
FlexTouch
oepLayAouTion

SC

2. TPOIIOX XOPHI'HXHX

Ymodopia yprion
pio eopd efdopadioing

3. HMEPOMHNIA AHEHX

AHZH

4. APIOMOX [TAPTIAAX

[Maptida

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

3ml
(4 d00¢19)

| 6. AAAA ITOIXEIA

Novo Nordisk A/S
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B. ®YAAO OAHI'TQN XPHXHX
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®UOrA0 0dNYIAV ypriong: [IAnpoopieg yia Tov acOevi)

Wegovy 0,25 mg evEéoio O1GAVUA GE TPOYEPIGREVI] GUOKEDT] TOUTTOV TEVAG
Wegovy 0,5 mg gvéono o1dAvpo 6€ TPOYEMOUEVI] GUGKEDT] TUTOV TEVAS
Wegovy 1 mg evéoypo d1dAopa 6€ TPOYEUIGUEVI] GUGKELT] TOTTOL TEVAG
Wegovy 1,7 mg gvéono ordivpo 6€ TPoyEMOPREVI] GUGKED] TUTTOV TEVAG
Wegovy 2,4 mg £véo1io O1GAVNO GE TPOYEMOUEVE] GVGKEL] TUTOV TEVAS
oepLayAouTion

vTo QAPLILOKO 0VTO TEALEL LTTO CLUTANP OUOTIKY TOPaKoAOVONGT. AvTd Oa emTpEWyeL TOV Yp1yOpO
TPOCOOPITUO VEDV TANPOPOPIBY acPiAelac. Mmopeite va fonbnoete péow g avapopdg mbovov
avemBOUNTOV EVEPYEIDV OV EVOEXOLEVOG Tapovatilete. BA. T€hog g napaypdpov 4 yio Tov TpOTO
avaQOPAG AVETIOVUNTOV EVEPYELDV.

AwfdoTe TPOGEKTIKA 0AOKAN PO TO POALO 0ONYLAV YPT)ONG TPV UPYICETE VA YPI|GLUOTOLEITE CVTO

TO PAPNOKO, OLOTL TEPLAUUPAVEL SNUAVTIKES TANPOPOPIES VIO EGAC,

- DduAdEte avTd TO POAAO 0dNYIBV Yp1ions. Towg ypetaotel va o dopdoete Eava.

- Edv éxete mepartépw anopieg, poToTE TOV Y10TPO, TOV QOPULOKOTOIO 1| TOV VOGOKOUO GOG.

- H cvuvtayn y1o. avtd 10 aproko yopnynonke omokAEGTIKA yio 60C. AV TPEMEL VO ODGETE TO
@appako og dArovg. Mmopel va Toug mpokaAésel BAAPT, oOua Kol OTOV TO GUUTTOWATO TG
ac0éveldg Toug etvar id1a e Tol S1Ka cag.

- Edv mopatnpnoete kdmoo avemiBountn evépyeLn, EVIUEPDGTE TOV YIOTPO, TOV PAPULAKOTO0 1)
TOV VOGOKOUO GOC. AvTO 1oY0EL Kat Yo KAOe Tilavn avemiBounTn evEPYEL, TOL OEV OVOUPEPETUL
670 TaPOV EUAL0 0dNYIDV Yprione BAére moapdypapo 4.

T epréyer To mapov eOALO 00N YLAOV:

1. Tr etvon o Wegovy ko mota givar 1 yp1on tov

2. T péner va yvopilete mpv ypnopomomoete to Wegovy
3. [og va ypnoyomooete o Wegovy

4, [TBavic avemBounteg evépyeleg

5. [log va purdcoete To Wegovy

6. [epieydpeva G cuoKEVAGIOG KOl AOUTEG TAT|POPOPIES

1. T eivor To Wegovy ko tora €ivon 1 ypiion tov

Th givor To Wegovy

To Wegovy &ivat éva pdppoko yio v anmAglo Bapovg Kot T dtathpnomn PApovg Tov mepiéyetl ™
dpaoTiKn ovoia cepayAoution. Etvor mapdpoto pe pia guoikr| oppdvn mov ovopdaletol
yAvkoayovopopeo mentido-1 (GLP-1), n omoia amodeopueveton omd 10 £VTEpPO HETA amd Vol YEDUOL.
Agrtovpyel gvepyonoldvTog ToVG 6TOYOVS (VITOS0YELS) TOV EYKEPALOV TTOV EAEYYXOLV TNV OpEelN Gog,
moTE Vo 01e0dvesTe o YOPTATOL KOl AMYOTEPO TEWAGLEVOL KOl VoL EYETE AYOTEPO EvTovn emBupia yio
@ayntd. Avto Ba cog Bondnocetl va Katavar®vete AydTepn TPOOT| Kol VO LELDGETE TO COUATIKO GOG

Bdpog.

Howa gival n gp1jon Tov Wegovy

To Wegovy ypnowonoteitar poli pe dlotta Kot Goknon yio v ammAEL Bapoug kot yio vo, fondncet

o1 dwtip1Mon oV Bapovg Lo EAeyy0. XPNOLULOTOLEITOL OE EVIALKEG TOV £XOVV

. BMI 30 kg/m? 1 peyorvtepo (mayvoapkia) 1

. BMI tovAdyiotov 27 kg/m? adhd pucpdtepo and 30 kg/m? (vrepPapdtnTa) Kot mov Eyovv
wpoPAuaTa vyeiog oxeTilopeva pe to Papog (6mmg d1aPfNTNG, VYNAY apTNPL0KT TTiEGN, 1N
QLoLoA0YIKE emineda AMmovg 610 aio, avamveuoTikd TpofAnpata Kotd T d1dpkelo Tov HIIVOL
OV OVOLLALOVTOL «OTOPPUKTIKTY) GITVOL0 VITVOLY 1] 1I0TOPIKO EUPPAY LOTOG, EYKEPUALKOD )
TPOPANUATOV LLE TO ALLOPOPOL aryYEia).
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O BMI (Agixtnc Malag Zdpatog) ivar £va LETPO TOL BAPOVS 0G GE GVYKPIOT| LLE TO VYOG GOG.

To Wegovy ypnowonoteiton poli pe dlorta ko Goknomn yua  dayeipion tov Papovg oe eprifoug
niwiog 12 etdv kot Gvo, Tov £ovv

. OV OPKio Kot

. copatiko Bapog >60 kg.

Q¢ épnPog acBevig, Ba mpénel va cuveyioete va ypnoyonoleite To Wegovy povo edv €yete yaoet
ToVAdyLoTOV T0 5% ToLV BMI G0 petd amo 12 efdopddes oe 66om 2,4 Mg 1 6T HEYIOTN AVEKTI] dOGN
(BAéme maphypapo 3). Zupfovievbeite Tov Y10TpO GOG TPOTOV GLVEYICETE.

2. T péner va yvopilete mpy ypnoyononicete To Wegovy

Mn ypnoypomonjcete 0 Wegovy

. 0€ TEPIMTMON CAAEPYIOG GTN GELLOYAOVTION 1 GE OTOI0ONTOTE AALO OO TO. GUGTATIKA CLTOV
TOV QUPUAKOV (AVAPEPOVTAL GTIV TAPAYPOPO 6).

Ipogidomomoels kon TpoPuAacerg
AmevBuvieite oToV Y10TPO, TOV POPUAKOTOL) 1] TOV VOGOKOUO GUG TPV YPTCLOTOMCETE TO Wegovy.

Ag ovvietdton 1) xpnom tov Wegovy edv eoelg:

. YPMOLOTOIEITE GAAA TTPOTOVTAL Y10 ATDAEL BAPOVC,
. éxete dafrytn tomov 1,

. éxete coPfopd petmpévn veppcn Asttovpyia,

. &xete coPfopd Lel®UEVN NIATIKY AgtTovpyid,

. éxete cofopn KapdoKn oVETAPKELD,

. éxete dapntikn opOoluonddeia (apePinotposidondbeia).

Yrdpyel pikpn eunepio pue to Wegovy ce acbeveic:

. niwiog 75 etdv kot Gvo,
. LLE TPOPANLLOTA GTO GUKATL,
. ue coPapd TPOoPAILOTO GTO GTOWEYL 1) TO EVIEPO, TOL OO0 TPOKOAOVY KABVGTEPMNUEVT] KEVMOT)

ToV oTopdyov (ovopdaletal yaoTpomdpeon) 1 €4v £xeTe AEYLOVDON VOGO TOV EVIEPOU.
YvpPovievteite Tov Y10TpO GOG AV IGYVEL Yo EGAG EVa amd TA TAPATAVE.

. A@uodTmon
Koata ™ dugpketa g Oepaneiag pe 1o Wegovy, punopet va arcBaveite adiabesio (vovtia) 1 va
KAVETE EUETO | VAL £YETE O1APPOLL. AVTEC O OVETIBVUNTEG EVEPYELES UTOPEL VO, TPOKUAEGOLV
aevodTmon (amdiewn vYpdV). Etval onpoavtikd va mtivete apketd vypd yiol vo 0ToQOYETE TNV
aeLOdT®ON. AVTo givor 1taitepo oNUOVTIKO €0V £xeTe TPOPANLOTA E TO VEPPA cag. MIANGTE
LLE TOV Y1OTPO GOG EAV EYETE OTOIEGONTOTE EPWOTNCELG 1| OVIGVYIES.

. ®lreypovi] T0V TAYKPEATOG
Edv éyxete coPfapd kat cuveyn mOvo oty mepoyn Tov otouayov (BAéne mopdypago 4),
emokepheite auéomc Evav yaTpo, kabmg avtod Oa propovoe va gival oUEdo PAEYUOVAC TOV
naykpéatog (o&eia maykpeatitida).

. Atopa pe Swapitn THmTOUL 2
To Wegovy dev umopei va ypnoyonoindei wg vwrokoTdotato eovAiving. Mn ypnoiponoleite o
Wegovy og cuvdvacuo pe G0 @APLOKE TOV TEPIEXOVY oy ®VIGTES TOV VIodoyéa GLP-1 (6nwg
AlpayhovTion, vIovAayAouTtion, eevartion | MEloevation).

. Xopnio caxyapo aipatog (vroyAvkoipio)
H Aymn covigpovurovpiag 1 vaovrivng pe to Wegovy Ba umopoivce va avénoet tov Kivouvo
Helmong Tmv enmEd®V GuKyapov oto aipa (vmoyAvkoytio). Avatpééte oty napdypago 4 yuo
TOL TPOEWOTOMNTIKG GNUEIN TOV YOUNADV ETITESWV GaKyGpov 610 aipa. O YTpog cag umopel
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va 6o (NTNoEL va LETPTCETE Ta EMIMEIQ GOKYAPOL GTO aipla cac. Avto Ha fondnoet Tov yaTpo
00G VO OPAGIcEL €AV 1] OGN TNG GOVAPOVLAOLVPING 1) TNG WWGOVAIVNG YpedleTan va oAAGEEL
TPOKEUEVOL VO LELMBET 0 KIVOUVOG Y10 YOUNAO GAKYOPO TOV OLATOG,

. Awfntuay o@Oaiporadeia (apeipinctposridondOsia)
Edv &xete S10fntikn opBoipondOeio Kot xpNOILOTOIEITE VGOVAIVY], TO POPLOKEVTIKO QLTO
TPOIOV EVOEYETOL VO, 001 YNOEL GE EMOEIVMOT TNG OPUCTG UG Kot Y10 aTO Popel va ypelaoTel
Bepancio. H ypriyopn Peltioon Tov EAEYY0V TOV GUKYAPOL TOV OILLATOG EVOEYETAL VO OOTYNOEL
o€ TPOCMPIVY EMVEVMON TG Sofntikng opBodponddeiag. Edv éxete dofntikn
opOoiponadeln Kol ELEAVICETE TPOPANUOTO GTO LATIH EVD TOIPVETE OLTO TO PAPLLOKO,
EVILLEPADGTE TOV YLOTPO GOG.

IHoworé ko Epnpor
H aoedieia ko 1 amotedeopatikdmra tov Wegovy e madid niikiog Katw tov 12 etdv dev £xovv
peretnBei kon de cuvieTATOL Yo XP1ION GE AVTOV TOV TANOLOUO.

Alho @appaka kor Wegovy
Evnuepaote tov yotpd, Tov QopuaKonold 1) ToV VOGOKOLO Gag 6V ¥pnoLonoteite, ExeTe TpdsOATO
YPNOLOTOUWGEL 1] LITOPEL VAL YPT|CYLOTOUCETE AAAL QAP LLOKOL.

ZUYKEKPIUEVO, EVIUEPNDGTE TOV YIOTPO, TOV PAPLAKOTO) 1) TOV VOGOKOWO GOG EAV XPNCIUOTOLEITE

QAPLLAKO TTOV TTEPLEYOVV TO. akOAOVOO.:

. Bapoeapivn 1 dAha mapopola gappoakoa mtov AapuBvovtot amd To GTOUA Y10 TOV TEPOPITUO TNG
mENG Tov aipatog (amd tov otdpaTog avTimnktkd). Otav Eekvnoete Oepaneio pe Bopeapivn
Yo TAPAdEYUO 1) TOPOLOLO PAPLLOKO, EVOEYETOL VO, ATALTOVVTOL CUYVEG EEETAGELS QULOITOC MOTE
va eEaxpPdveTarl 1 KavoTTa ToL aipatdg cog va Tt

Kinon ko nioopog

To @dapuoxo avtd dev TPETEL VA YPNOLOTOLEITOL KATA TN SIUPKELN TNG EYKVUOGVVNG, KaOMG dev gival
YVt dv pnopel va ennpedoet o ayévvnto towdi cog. Katd cuvénetla, cuvictdror 1 ypnon
AVTIGVAANYMG KaTd T S1apKeL Tng ¥pnomg avtov Tov eoapudkov. Edv embupeite va petvete éykuog,
TPETEL VO, OIOKOYETE TN YPNOT AVTOV TOL PUPLAKOV TOVANYIGTOV dVO URVeC vopitepa. Eav ueivete
£€yKvog 1 elote €ykvog, vopilete 6T pmopel va giote £yKvog 1) oxed18LETE VO OITOKTGETE TOOT EVOC®
YPNOILOTOIEITE VTO TO PAPLLOKO, WANOTE AUECHOE GTOV Y1oTpO Gog, Kabmg 1 Oegpaneio cog Oa
YPEWOTEL VO O10KOTEL.

Mn xpnoponomoete avtd T0 PAaproKo edv Onidlete, KaBdS dev gival yvmotd edv amekkpiveTton 610
UNTPIKO YAAOL.

Oonynon Kot YEPLopos pnyovnndTov

To Wegovy eivat omifovo va etnpedscel Ty 1kavotTad oag va, 0dnyeite Kot vo yepileote

unyoviuota. Opiopévol acBeveig umopel va aicBavBotv aAn dtav maipvouv to Wegovy, kKupiog Kotd
m ddpkeln Tov 4 Tpotov unvov Oeponeiog (BAEne mapdypapo 4). Edv aicOavieite {dAn, va giote
wWwitepa TpocekTikol Otav 0dnyeite N xepileote unyavnuata. Eqv xpeidleote mepiocdTepeg
TANpoopieg, amevbuvleite aTov YLoTpd, TOV PAPUAKOTOLO 1) TOV VOGOKOUO GOC.

Arouo. ue orafny tomov 2

Edv ypnoiponoteite autd T0 pAPLOKO GE GUVOVUCUO LE GOVAPOVLAOLPIN 1| TVGOVAIVT, EVOEYETOL VAL
gueavioete younAd cdiyopo aipatog (vmoyAvKoyio), To onoio PTopel vo LEIMGEL TV IKOVOTNTO
GUYKEVIPWONG GOG. ATOPEVYETE TNV 0OTYNOT N TOV YEPICUO UNYAVIULATOV, 0V eupovileTte
omoONTOTE SNUElR YoUNA0D Gakydpov aipatog. BAéne mapdypago 2, «IIpogdomomoelg Kot
TPOPLAGEELD Y10 TANPOPOPIEC GYETIKA LUE TOV AVENUEVO KIVOUVO YOUNAOD GOKYAPOL OULATOG KOl TV
TUPAYPOPO 4 Y10 TPOEIDOTOMTIKA GNUEIN TOV YOUNA0D Gakydpov ainotoc. Atevbuvleite otov yaTpod
00G Y10 TEPLOGOTEPES TANPOPOPIEC.
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To Wegovy mepiréyel vatpio
To edppoxo ovtd mepiEyel Ayotepo amd 1 mmol vatpiov (23 mg) avd 66m, dniadn eivar avtd Tov
0VOpLALOVLLE OVOLHOTIKA «EAEV0EPO VaTpiovy.

3. [og va ypnoponomoete 10 Wegovy

[Tévtote va ypNOOTOIEITE TO PAPLOKO CVTO AVGTNPE COUE®VO LLE TIG 0ONYIES TOL Y10TPOL oag. Edv
€xete apEPOMES, pOTAGTE TOV Y1UTPO, TOV QUPLOKOTO0 1) TOV VOGOKOUO GO,

T 00O TNTA VO YPTCLLOTON|CETE

Evnlixeg

H cuvictdpevn 60om eivan 2,4 mg pio gopd efdopadiaimg.

H Oepaneia cog Oa Eekivnoet e yaunAn d6on, 1 omoia Oa awéndei otadioxd oe didotnpa 16
efdopadmv Bepameiog.

. Orav Eexvioete va ypnoonoteite 1o Wegovy yia mpdtn popd, 1 66om Evapéng eivar 0,25 mg

pia @opd efdopadiaing.

. O ywpdc oag Ba cag ddoel 0dnyieg va avédvete otadlokd T 6601 oag kdbe 4 efdopndadeg
UEYXPL VoL OTAGETE GTN CLVIGTOWEVT d0oM TV 2,4 mg pio popd efdopadiaing.

. MOoMG PTACETE GTI GUVIGTMUEVT 00N TV 2,4 mg, unv av&NCETE TEPAUTEP® TN SO0T| QLTY.

. e mePINTOOT TOL VIDOCETE TOAD eVOYANTIKO aicOnua adwbeciog (vavtia) 1 adbecio (épetoc),

UMM OTE HE ToV Y1oTpd G0 V1o Koo tépnomn KAMUAK®GNS TG 006NE 1| ETIGTPOPT| OE
PO yovpevn xouniotepn odom mg 6tov Pertimbovy Ta cuumTOUATO.

YuvnBwg B cag divovratl 0dnyieg va axolovbncete Tov akdAovbo mivoka.

KMpdxwon 66onc EBdopadiaio 66om
EBdopdda 1-4 0,25 mg
EBdopdda 5-8 0,5 mg

EBooudda 9-12 1 mg

EBdopdda 13-16 1,7 mg

Amd v efdopdda 17 | 2,4 mg

O ywtpdg oag Ba aloloyel ) Bepameio cog TAKTIKA.

Eonpor (nhkiog avew twv 12 etdv)

TMa gpnPovg, mpénet va epappdletar To 010 oyNUa KAPAK®OGTS THG 000MG O®G Y10 TOVG EVIAIKES
(BAéne mopomdve). H 660m mpémet va av&dveton puéypt ta. 2,4 mg (36om cuvtipnong) 1 LEYpL va
emrevy el 1 péylot avextr| d6om. Efdopadiaieg dooeig peyarvtepeg and 2,4 mg 6 GuVIGTAOVTOL.

o yopnyeiton 10 Wegovy
To Wegovy yopnyeitan pe éveon kdtw amd 10 déppa (vTodopla Eveon). Mryv 1o evécete og PAEPA N

.

. Ta koAvTEpa onueia Yo va Kavete TNV €veon gival To UTPOGTIVO UEPOG TOL VM LEPOVG TOV
Bpoyiova, o1 pnpoi N To cTOdAYL GOC.
. [Ipv ¥pNOIUOTOWGETE TN CLGKELT] TOTTOV TEVAG Y10 TPDOTY POPA, O YIUTPOS, O PUPLOKOTOIOC 1)

0 VOGoKOLO0G 6ag Ba cag deilel TG vaL TN YPNCILOTOINCETE.

Aentopepeic 0dnyieg Yo TOV TPOTO YPNOTG TNG CLCKEVTG TOTOV TEVAG TAPEYOVTAL GTNV TS TAELPA
aVTOV TOL POLAAOV OSTYIDV.

Atopa pe dSwapin THmoL 2

Evnuepdote oV yiotpd cog edv €xete drafrtn tomov 2. O y1atpdg 60¢ UITOPEl Vo TPOGAPUOCEL TN
3001 TV avTISIOPNTIK®V GG PUPLAK®Y Y10 Vo, atoPeL)DEL 1) LEIDOT TOL GUKYAPOV GTO QIO GOG.
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I1é71e va ypnowpomoreite 10 Wegovy

. [péner va ypnoipomoigite avtd 10 pappoKo pio eopd efdopadiaing, v 010 uépa kabe
ePdoudda, edv glvar Q1KTO.
. Mmopeite vo KAVETE TV £VECT] OMOLUONTOTE MPO TNG NUEPOS — AVEEAPTNTA OO TO, YEVLLOTAL.

Edv etvan anapaitnro, prnopeite va adidEete v nuépa g efdopadiaiog cog Eveong avtoH Tov
@apudov, VIO TV TPOHIOOEST OTL EYOVV TEPATEL TOLAGYIOTOV 3 NUEPES OO TNV TEAELTAIN GOG
€veon. Metd v emAoy” Hiag VEOS NUEPAG YOPTYNONG, CUVEXIGTE TO TPOYPOLLLLL XOPNYNONG TNG Mg
Qopag efdopadiaing.

Eav ypnowpomomoete peyarvtepn 66on Wegovy omd v Kavoviki

Evnuepmote apéomg tov y1atpd cag. Mropel vo mapovcidoete avemBounteg evépyeteg 0mmg aicnua
adBeciog (vavtia), adiabecio (€LeTOC) 1 S1UPPOLML, TTOL EVOEXETOL VA TPOKAAEGEL APLIATOGCT
(ammAeln vYpOV).

Eav Egydoete va yproypomoncete 10 Wegovy

Edv Egraoate va kavete pia Eveon kot

. EYouv TEPACEL 5 MUEPEG N MyOTEPES OO TNV KOVOVIKT MUépa xprong tov Wegovy,
YPTNOLOTOMOTE TO ApES®G LOAG To Buundeite. Katdomy, kdvte v endpevn éveon cag tnv
TPOYPOLLOTICLLEVT] NULEPOA OG CLVAB®C.

. €YOVV TEPACEL TEPIGCATEPES OO 5 NUEPEG ad TNV KavoviKn Muépa xpnong tov Wegovy,
waporeiyte TN doon mov Eeydoate. Katomv, kKGvte v emOLEVT £VEST| GOG TNV
TPOYPOULATIOUEVT ULEPO MG GLVHO®G,.

Mn xpnoponomoete SUTAr dOGN Y10 VO AVATANPAOGETE TN dOGT IOV EgYAGaTE.

Eav ctopamicere va ypnopomoreite 1o Wegovy
Mn GTOUOTCETE VA YPNCIUOTOLEITE OVTO TO PAPLLAKO YWPIC VO EVILLEPDGETE TOV YATPO GO,

Edv &yete mep1ocdTEPEG EPMOTNGEIC GYETIKA LLE TN YPNOT GLTOV TOL POPUAKOV, POTACTE TOV Y1UTPO,
TOV QUPLLAKOTOL0 1) TOV VOGOKOWUO GOC.

4. MBavég avemBOunTEg evEpyELEg

Onwg 6Aa ta pdppoKe, £T61 KoL 0VTO TO PAPLOKO UITOPEL Vo TPOKOAESEL AVETIOVUNTES EVEPYELES, OV
KoL 0gv Tapovoldlovtal 6 GAOVG TOVE 0vOPOTOG.

Yopapéc avemBOuNTEg EVEPYELES

Yoyvég (evoéyetar va ennpedoovy €o¢ 1 otovg 10 avBpdmoug)

. Emmhokég Sapntikng opbaipondadeiog (Swafntikn aueipinotpocidonddeia). Eav éxete
o, Ba TPEMEL VO EVILEPMDTETE TOV Y1OTPO GOG EAV TAPOLCIAGETE TPOPAALATO OTO LLATIOL
OTMG GAAAYEG GTNV OpOoT), KATE TN d1dpkeld TG Oepormeiog pe ovtd 70 PAPUOKO.

Oy ovyvég (evdéyetar va exnpedoovy £o¢ 1 atovg 100 avBpamovg)

. dreyuovn oto maykpeag (o&eia maykpeatition). Ta onueior PAEYLOVIE TOV TAYKPEATOG
evoéyetan va meptiapdvouv coPopod Kot TapateTapévo Tovo 6to otopdyt cog. O mévog umopet
va. petakivn0et ony mAdT coc. Oo TpEmel va, deite apEcOS Evav Y1oTpO, AV ELPAVIGETE TETON,
GUUTTMLOTOL.

Yravieg (evoéyetan va ennpedoovy €mg 1 otovg 1.000 avBpadmovg)

. Yofopéc aAlepYIKEG aVTIOPACELS (VOPULAOKTIKEC avTIdpdcelc, ayystooidnua). I1pérnel va
{nmoete opécmg 1Tpikn Pondeia Kol vo EVIUEPMGETE AUECHS TOV YIUTPO COG EAV ELPAVICETE
ovpmTOpaTe OTMS SVOKOAD 6TV avarvor|, TPNEo, téoels AutoBupiog, Toyvmaipio, pidpwon
KOl OTOAEL GLVEIdNONE N amOTOHO TPNEWO KAT® 0md To dEPN GE OTElD 0TS TO TPOGMTO, O
houpdg, ot Bpayioveg kKo Ta Tdd0, o omoio pmopel va glvon ametntikd yio ) {on edv 10
TPNEWO TOV AUOV PPAEEL TOVG aEpy@YovC,
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Mn yvootég () cuyvotnta dev pmopei vo ektiundei pe Paomn to dobéoipa dedopévar)
. Amoppaén Tov evtépov. Mo coBapn Lopen SLoKOMOTNTAG LE ETUTPOCHETO CLUTTAOUATO, OTTWC
OTOLLOYOTOVOG, POVOKMLL, EULETOC K.AT.

Aldrec avem@OunTEg evépyereg

oAV cuyvég (evdéyeTal va EXNPEAcOVY TEPIGTOTEPOLS amd 1 6Tovg 10 avBpdTOVG)

. TOVOKEPOAOG

. aioOnpa adiabeciog (vavtio)

. aoafecio (epetde)

. dlgppota

. dvokotmoTTO

. TOVOG GTO GTOpAYL

. aicOnua advvapiog 1 KoOpaong

— OTEG TAPOTNPOVVTOL KUPIMG KATA TNV KAMUAK®OT TG 001G Kot GLVIO®G TEPVOLV LE TNV TAPOSO
oV ¥pSVoL.

Yoyvég (evoéyetar va ennpedoovy £0¢ 1 otovg 10 avBpdmoug)
. aicOnua {éing

. OTOUOYIKEG dLoTapayEC 1 Svomeyio

. epuyM (pEyio)

. aéplo (LETEWMPIOLOC)

. (POVGKMLLO. GTO GTOUAYL

. QAEYLOVT GTO GTOWAYL («yooTpitdny) — T onueio Tepthapupdvovy Tévo 6To GTopdyl, aicnua
adwbeciag (vavtio) 1| adiabecio (petog)

. TOAVOpO Mo 1 KaoOpa — OVOUALETOL ETIGTC «YOGTPOOICOPAYIKT TOAVOPOUNCTY

. TETPEG OTY| (OAN

. TP OTTOON

. avTIOPACELS 6TO oMEio £veong

. oAAayn o1 YEVOT] TV TPOP®OV 1] TOV TOTOV

. YOUNAO GaKyapo 6TO aipa (vToyAvkouio) og acOeveic pe dafnt Tomov 2.

Ta pogidomonTiKd onueia, ToV YounAol cakyGpoL GiLaTog UTOPEL VO, ELEAVIGTOVV EQPVIKA. AVTA
umopei va tepthopfavouv: Kpvog 10pATIC, KPVO Kol YAMUO SEPLLA, TOVOKEPAAOS, TOYVTOALIN, aicOnua
adwfeciag (vavtia) | peydang meivag, ahdayéc oty 6poot, aicOnua vevniiog 1 advvapiog,
eKVEVPIoUOG, Ayyoc 1 oUYYLGT, SUCKOAID GTN GLYKEVIP®GT 1 TPELOVAO.

O y1otpog oag o Gog TEL TAS VO OVTILETOTIGETE TOL YOUUNAG ETTTES O GOKYAPOL OHLOTOS KOl TL VOl
KOVETE, EAV TAPATNPNOETE AVTA TO, TPOEWOTOUTIKE, GTIUELDL.

XounAod cdkyapo aipatog eivorl mBavotepo va epeavictel v Aapupavete eniong coviApovoiovpia 1
woovAiv. O yoTpdg G0¢ UTOPEL VO LELMGEL T 00T GVTMY TOV QUPUIK®VY TPV OPYICETE Va
XPNOOTOLEITE OVTO TO PAPLLOKO.

Oy ovyvég (evdéyetar va ennpedoovy €mg 1 otovg 100 avBpdmoug)
. YOUNAN apTNPLOKY TTiEoN
. aicOnuoa {dne ) AMmobupiog o€ 0pOial 6TAGM ) OTAV CNKMOVESTE AGYM TTOGNG TNG AP TNPLOKNG

mieong

. TOYLTOALLTOL

. avENoN TOV TAYKPEATIKOV eviOU®V (0w 1) Mtdon Kot 1) apuAdon) mov peavifetot 6Tig
g€etdoelg aipatog

. KoBVoTEPNOT GTNV KEVMOGT] TOL GTOUEAYOV.

Ava@opd avemOounTOV EVEPYELOV

Edv mapatnpnoete kémoio avemiBountr evépyeln, EVNUEPDGTE TOV YIOTPO, TOV QUPLAKOTO0 1) TOV
VOGOKOUO 6aG. AVTO 10YVEL Kol Y10, KAOE TBovr| ovemBOpUN TN EVEPYELN TOL OEV AVAPEPETOL GTO POV
@OALO 001 YDV YpTiIonc. Mropeite eniong va avagépete avembounteg evépyeleg ansvbeiog, Lécw tov
€Bvicoh GuoTLOTOG CvaPopds oV avaypdeetol 6to [Hapdptnua V. Méow g avapopdg
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avemBOUNTOV EVEPYEIDV Umopeite va Bondncete 6T GLAAOYN TEPICCOTEPMV TANPOPOPLDV GYETIKA
LLE TNV AGPAAELD TOL TOPOVTOG POP LAKOV.

5. ®g va pvrdooete 10 Wegovy

To pdpuoxo avtd TPEMEL Vo PLAACCETOL GE PLEPT) TOL OEV TO PAETOVY KoL OV TO POAVOLV TOL TOdLA.
Na pn xpnoiponoteite antd 10 PAPLOKO HETA OO TV NUEPOUN VIO AENG OV avapEPETAL GTNV
EMIGNLLOVOT) TNG GLOKELTG TOTOV TEVOG KoL 6T0 KoLTi petd ) « AHEH». H nuepopnvia Anéng eivaun
TEAELTOIO MUEPQL TOV UIVO TTOV OVOPEPETOL EKEL.

dvldooete o yoyeio (2°C — 8°C). Mnv katoyvyete. Alatnpeite pokpid omd To oTotyelo YoEng.
DuAdooETE TAVTO T GUOKEVT] TOTOV TEVOS GTO OPYIKO KOVTL Y10, VO TPOGTOTEVETAL OO TO PG,

To Wegovy pmopet va puaydet extoc yoyeiov yia émg 28 nuépec o Beppokpacio Oyt peyaidtepn
tov 30°C.

Amoppiyte T cvokeun TOTOL TTEVAS edv )l ekTebEl 6TO PG M o€ Begppokpacieg dvo Twv 30°C, &yet
TOPOUEIVEL EKTOC YLYEIOD Y10 TEPIGCOTEPES OO 28 NUEPEG 1 £xEL KaTaWLYOEL.

Noa pn xpnoponoteite avtd 10 EAPUOKO €6V TAPATNPNCETE OTL TO S1GAVLA dgV fvon dlovYEG Kot
dypmuo.

Metd ™ ypnon: H cvucokeun tomov mévag eival piog xpnong Kot wepiéyel povo pio 66om. Amoppiyte
GUGKELT TOTOL TTEVOC LETE TN YPTNON.

Mnv metdte ApLOKA GTO VEPD TNG TOYETELOTG 1) 6Ta O1KLKA amoppippata. Pomote tov
QOPUAKOTOI0 GAG Y10l TO TMG VO TETAEETE TOL PAPLLOKA TTOV O€ YPTOYLOTOIEITE Mol AVTE ToL HETPOL Ot
Bondfcovv otV mpootacia Tov mtePPEAlovVTOG.

6. Mepreyéueva TG GVEKEVLAGIOG KO AOUTES TANPOPOPIES

T epréyer o Wegovy

- H dpaoctikn| ovoia gival n oepoylovtion.
Wegovy 0,25 mg evéowo Sidivpa
Kabe mpoyepuopévn ovokeun tonov mévog mepiéxet 0,25 mg oepayrovtiong o 0,5 ml (0,5
mg/ml).

Wegovy 0,5 mg evéoyio Sidivpa
Kabe mpoyepuopévn ovokenn tomov mévog mepiéxet 0,5 mg cepayrovtiong og 0,5 ml (1 mg/ml).

Wegovy 1 mg evéoylo didiopa
Kabe mpoyepuopévn ocvokeun tonov mévag mepiéxet 1 mg oepayrovtiong o 0,5 ml (2 mg/ml).

Wegovy 1,7 mg gvéoio Sidivpa
Kabe mpoyepuopévn cuckeun tomov mévog mepiéyet 1,7 mg cepayrovtiong og 0,75 ml (2,27
mg/ml).

Wegovy 2.4 mg evéouo didAvpa
Kabe mpoyepopévn ocvokeun tonov mévog mepiéyet 2,4 mg cepayrovtiong og 0,75 ml (3,2
mg/ml).

- Ta dAAa cvoToTKd givar S100PIKO POGPOPIKO dVATPLO, VATPLO YAMPIOVYO, VATPIOV
VIPOEEIdLO/VIPOYAWPIKO 0D (Y10 puBIoT ToL pH), VOWP Y10 evécia. BAéne emiong
nopdypapo 2 «To Wegovy mepiéyel vATplo» yio TANPOPOpieg GYETIKE LLE TO VATP1O.
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Epg@davion tov Wegovy kor mepleyOeva TG 6VGKELUGIOG
To Wegovy ivar d10vyEg Kot ypmpo evEGYLO SIGAVLO GE AVOADGLUT TPOYEUIGLEVT] GUGKELT] TUTTOV
TéVAG.

Kdabe ovokevn thnov mévag mepi€yet udvo pio do6om.

Méyebog cuokevaciog TV 4 TPOYEUOUEVOV GUGKEVOV TOTTOL TEVAG,.
Kéroyog Adcrog Kukiogopiog kon Ilapackevaotic

Novo Nordisk A/S

Novo Allé

DK-2880 Bagsveerd
Aovia

To mapdv OAL0 0N YLAOV ypMong avaBewpr)Onke o TehevTaia opd 6Tig

Alreg INYES TANPOPOPLAOY

Aentopepeic MANPoeopies Yo To pAPLOKO avTd etvar S1Béoiec 6Tov dIKTLOKO TOTO ToL Evprnaikov
Opyaviopotd ®appdkov: http:/www.ema.europa.eu.
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DVYiro oonYLoV yprionec: IIinpogopisg yio Tov acOevi
Wegovy
0,25 mg[ll0,5 mg

Wegovy 0,25 mg evéoylo S1GAVLL0. GE TTPOYELIGUEVT] GLOKEDT] TUTTOV TEVOLG
Wegovy 0,5 mg evéoylo S1AVLL0L GE TTPOYELUGLEVT) GUOKEVT TUTTOL TTEVOLS
Wegovy 1 mg evécipio SIGADLO GE TTPOYELIGHEVT] GUGKELT] TOTIOL TTEVOG
Wegovy 1,7 mg evéoylo S1GAVLLOL GE TTPOYELUGLEVT) GUOKEVT] TUTTOL TTEVOLS
Wegovy 2,4 mg evéoylo S1GAVLLO. GE TTPOYELUGLEVT] GUOKELT] TUTTOL TTEVOLS
oEpayAouTion

Wegovy

Tpapii&re tpog Ta € T
Xpnowponoreite To Wegovy pio gopd ka0s efoopada Vo SEKVIOETE

Odnyieg yia Tov TpOTO YP1 OGS TS GVOKEVN S TUTOV TEVOS Wegovy
INROVTIKES TANPOPOPLES TPLV EEKIVI|OETE

H ovokevacio mepi€yet Eva gOALO 0dNYIMV XPNONG KOl TECCEPIG TPOYEUIGIEVEG GUCKEVEG TOTTOV TTEVOG
Wegovy.

AvTO 10 HEPOG TOV POAAOL 0ONYIDV ¥PNONG TAPEYEL 0OMYIES Y1 TOV TPOTO YPTNONG TG GLOKELNG
Tomov wévag. [ meprocdtepeg TANPOPOPIeg GYETIKA LE TO PAPLAKS oaG, avaTpéste oTNV GAAN
TAELPA AVTOV TOV PVAAOVL 0ONYLBV YPNOTG.

Kdabe cvuokevn tHnov mévag mTpémel va, Yp1GILOTOIEITAL LOVO i pOpdL.
Iopéyeton pe:
. pia Tpo-pvdpiopévn o601

. éva, kahoppo Berdvag mov KpOPeL TV evompatouévn Peddva Tpty, Katd Tn O1dpKeln Kot HETA
™ xpNoN.
. Evay pnyoviopé avtépatng xopnynong mov Eekvd 6tov 10 KdAvppa e Perdvog méleton

EMAVO OTO OEPLLA GOG, OTWS TEPTYPAPETOL OO TOV YLOTPO 1] TOV VOGOKOLO GOC.
Katd mv éveon g d6ong, Ba epnpaviotel pa kitpivn pafdog 6to Tapabupo TG GUGKELTG TUTTOV
éEvaG. Mnv avaoKAOVETE T1 GUGKELT] TOTOV TEVAG TPV CTAUOTNCEL VO Kiveitot 1 kitpivn pafdoc. Eqv
T0 KAVETE, 1) cvTOpATN Yopnynon Ba cuveyiotel, oAAG pmopel va un AdPete oAdKANpN TN dOON Gag.

To kéddoppa g Perdvag Ba KAeWmael dTav 1 GLoKELN TOTOL TTEVAS apatpedel amd To déppa cag. Agv
umopeite va, dS1axdyeTe TNV €veon Kat vo TNV Eekivioete Eava apydtepo.

ATopa oV TAGKOLV amd TOPAMGT 1 £X0VV TPOPANUATA OPOCT|G OEV TPETEL VA YPNCUOTOLOVV TN
ovokeLn TOTOL TTEVOS Wegovy ywpig fonfela omd dtopo exmodevpévo otn xpnomn ov Wegovy.

Axolovbeite mAvTo AVTES TIG 00N YiEG YPNOMG KoL TLYOV 00N YiEG TOV GOg £YEL ODGEL O YATPOG 1] O
VOGOKOWOG GOG.
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Huepopnvia igng 1P 71

(o10 Miow pEPOC) xpnon
EXéyEte 611 T0

Wegovy dev éyxet

et

EXéyyete mavta edv
£€YETE TO OOOTO
QAPLOKO KOl T1 COCTY
nmeptektikomta. Eite!

Wegovy

MMapddupo cvokevg
TUMOV TEVAG

EAéyEte 611 10 Wegovy
glvar dtowyéc Kat dypmpo.
O1 puoaAides aépa etvor
(QUOI0AOYIKEG. Agv
emnpedlovv T 4001 GOG.
Kaioppa perévag

H Behova givar
KPLUUEVT] GTO
E0MTEPIKO

Komax cvokeong
TUTOV TEVOG

Apapéote t0 axpimg
TPV TNV EVEGN TOV
Wegovy

AHEH/ XX/XXXX
[Moptida: AB1234

Metd ™
xpMon

HapaBvpo
GUGKEVNG
TOTOV TEVAGS
EXéyEte 0T n
Kitptvn
papoog Exet
GTOLLOTOEL
va Kivettot
Y vo
PeParmbeite
OTL éYeTE
AGPer
oAOKAN PN TN
8001 GoC

Wegovy

Kéaioppa
perovag
Kiewdovet
HEeTd TN
xpfion
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1. HpOSTOlHuGTSlTS YLo TV EVEGT] GOC. 2. A(palpécrg T0 KOTaK1 ™mg

GLOKE|G TUTOV TEVAG.
EXéETe ™) ovokevn Tomov Tévag oag Wegovy kot s S

TPOGEETE VO LT YPNOLOTOUGETE T1 GLGKELT TOTTOV

Tévog 560G eGv: Tpapné&re to kamdkt g

GUGKELTG TOTOV TEVOG OO
L. éxerAnCet TN GUGKELT TOTTOV TEVOG
oG,
2. paiveton va £xel ypnoomomei 1 va £xet
vrootel PAAPN, Ty Qv ExEl TECEL T £xEL
oLAyOel pe AavBoaouévo tpomo

3. 10 pdppoko aivetar vo givatl OoAo.

Emilééte to onpeio g éveong

Wegovy

EmAéEre éva onpeio yio v éveon o€ pia amo Tig
TEPLOYEG TOL CAOLOTOG TOL CTUEUDVOVTUL TOPAKATO.
Mropeite va emAEEETE TO AVO TUNUO TOV Bpoylovav,
TOVG UNpov¢ 1) To 6ToUdYL 60G (apnoTe amdoTacn 5 Cm
amd Tov apoAd Gog).

Mmropeite va kdvete v €veon oty idia TePLoyN Tov
ocmpotog Kabe gfdondda, arld fePformbeite 6TL dev
elval 670 1610 onpeio pe aVTO TOV YPNGULOTOCATE TNV
televtaia Popd.

Avo tuiuo
Bpayovaov

Ztopdyt
Mnpoi
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3. Evéote 10 Wegovy. H éveon uopiel

mePinov

ITiéote otabepd T cvokeLvT] TOTOV ,
pah i 5-10 devtepdrenta

TEVOG ETAV® GTO dEPUO GOG UEXPL VAL
OTOOTAOEL VO KIvElToL 1) KiTptvn

papoog.
. , . , 1° ke
Edv n kitpvn paPodog dev apyicet va
Kiveital, TEsTe o otabepd H éveon
GULGKELT TUTOV TTEVAG ENAV® GTO Eekva.
dépo oag.
2° KhMK

Kpatmote motnuévo
yio AMyao
devtepOAETTA UEYPL
VO GTOUOTNGEL VA
Kivettan 1 Kitpvn
papdog.

H xitpivn papodog
otopdnos va
Kwveitar. H éveon
0LOKANPOONKE.
Avaonkoote
GLOKELT TOTTOL TTEVAG
apya Kot amoppiyte
TNV HE 0oPAAELDL.

Wegovy

[ Oc prop®@ va ePLoTd T GVGKEVY] TUTOV TEVES OV ILE OCQPAAELD;

Mo TAnpoopieg oyeTIKA [LE TO PAPHLOKO GG, OvaTPEETE OTNV AAAN TAELPE CVTOV TOV PVAAOV
00MY1DV XPNONG.

. H ovoxeun tonov mévag mpoopileton yia pia Eveon Wegovy kdto and 1o déppa pio popd tnv
ePOoUAdN KOl TPETEL VOL YPTCILOTOLEITAL LOVO OO £Vl ATOLLO.

. [Téavta va avatpéyete oTic 00nyieg 0TV GAAN TAELPA CLTOL TOV PVUAAOV 0INYIDV XPNOTG KoL VA
1o PaAileTe OTL 0 Y10TPOG 1| O VOGOKOLOG GOG GOG EXEL OEIEEL MG VAL YPNOUOTOIEITE AVTES TIG
OUGKEVEG TOTTOL TTEVOLC.

. [Mévta va puAdooete TG cLoKELEG TOMOL TEVaG Wegovy o€ Béomn v omoia de PAETOVV Kot dev
npooeyyilovv ta madid. Emione, KpatnoTe 10 KAmaKt TG GUOKELNG TOTOV TEVOS HAKPLYL amd Ta
OO0 DGTE VO UMV TO KOATATIOVV.
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. XeP10TEITE TN GVOKELT TOHTOL TEVAG GOG LLE TTPOCOYN KoL PNV TNV EKOETETE GE 0TO10VONTOTE
€160vg VYPO. O amOTONOG XEWPIOUOS ) M KOKT YPNOT HUTOPEL VO TPOKAAEGOVV TN YOPNYNoN
pKpOTEPNG 060oMG 1} KaBOAOL dOGNG OITd T GLCKELT] TOTOV TEVAC,

. Kpatiote 10 KamdKt g cLokevng TOToV Tévag ot B€om Tov PéYPL va €loTE £TO1OL Yo TNV
éveon. H ouokevn| tomov mévag oag ¢ Ba eivan TAEOV amoGTEP®UEVT], EAV PUAGEETE L0
O(PNOILOTOINTI CLGKELT] TOTOV TEVAG YWOPIG TO KATAKL, EAV APUPEGETE TO KOTAKL TNG
GLOKELVNG TOTOL TEVAS Kot TO Tonofetoete Eovd 1) edv AEINEL TO KOMAKL TG CUGKELNG TUTTOV
évac. Autd o pmopovoe va 0dnyNnoel o€ Aoipmén.

. Noa giote TpooekTikKol OTav ¥€PilesTE TN GLOKELT TOTOL TEVAS GOG TPV OO TN XPNON KO VoL
unv ayyiCete ™ Pelova 1 1o kdAvppa g Perdvac. H kpoppévn Behova propel vo TpoKaAécel
TPOVULOTIOUO AOY® TPVTNLOTOGC LE TN PEAdVOL.

. KdéBe ovokevn tomov névag mepi€yet pio efdopadioio S0om Kot dev Umopel va
emovaypnoonomdel. Amoppiyte TNV HETA TN YPNON.

H®¢ va guAAGoO TIS 0P CLLOTOINTES GVOKEVES TOTOV TEVAS POV;

TMa winpoopieg oxetikd pe ™ eOAAEN, PAETE Tapdypa@o S otV GAAN TAELPE 0LTOD TOV EVAAOD

0dMY1®V XPNONG.

o prop®d va amoppiy TS GLGKEVEG TOTOV TEVAG HLOV;

Mnv mtetdite @APLOKA GTO VEPO TNG AMOYETELONC N GTA OKIOKA amoppippota. Potote tov

(POPUAKOTO10 GOG Y10 TO TTMG VO TETAEETE TOL PAPLLOKA TTOV O€ YPTNOYLOTOIEITE Mol AvTd T pHé€TPO Oar
BonBnoovv oty Tpoctacio Tov mepPiAiovToc.
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®UOrA0 0dNNIAV gpriong: [IAnpoopieg yia Tov acOevi)

Wegovy 0,25 mg FlexTouch gvéoipo draivpa o€ Tpoyepopévi) GUGKEDY] TUTOV TEVAGS
Wegovy 0,5 mg FlexTouch gvéoypuo oidiopa g Tpoyspuiopévi 6ueKeL] TOTOV TEVOG
Wegovy 1 mg FlexTouch gvéoipo didiopo 6€ Tpoyspiopévi) GOGKEVT TUTTOV TEVOGS
Wegovy 1,7 mg FlexTouch gvéoypo didiopa g Tpoyspiopnévi 6ueKeL] TOTTOV TEVAG
Wegovy 2,4 mg FlexTouch gvéoypo drdiopa 6g Tpoyspopnév 6ueKeL] TOTOL TEVAG
oepLayAouTion

vTo QAPULOKO 0VTO TELEL LTTO CLUTANP OUOTIKY TaPaKoAoVONGT. AvTtd O emiTpéyeL ToV Yp1yopo
TPOCOOPITUO VEDV TANPOPOPIBY acPiAelnc. Mmopeite va fonbnoete pécw g avapopdg mbovov
avemBOUNTOV EVEPYEIDV OV EVOEXOLEVOG Tapovatilete. BA. T€hog e mapaypdeov 4 yio Tov TpOTO
OVAQOPAG OVETIBVUNTWOV EVEPYEIDV.

AP aoTE TPOGEKTIKA OAMOKAN PO TO GUAAO 0ONYLAV AP OGS TPLV UPYICETE VU YPTCLUOTTOLEITE AVTO

TO PAPNOKO, OLOTL TEPLAUUPAVEL CNUAVTIKES TAPOPOPIES VIO GUC.

- DvAdETe anTO TO EOALD 0dNYLDY YpNone. Towg ypelaotel va, To dafdoete Eavd.

- Edv éyete mepartépw anopieg, poToTE TOV Y1I0TPO, TOV QOPUOKOTOO 1| TOV VOGOKOUO GOG.

- H ocvuvtayn yio. avtd t0 aproKko yopnynonke omokAEGTIKA Yio 60C. AV TPETEL VO ODGETE TO
@appako og dArovg. Mmopel va Toug mpokaAiésel BAAPT, oo Kol OTOV TO GUUTTOWATO TG
ac0éveldg Toug etvar id1a e Tol S1KA oag.

- Edv mopatmpnoete Kamoto avemiBOunt eveEpyeLn, EVILEPDOTE TOV YIOTPO, TOV PUPLLOKOTO0 1
TOV VOGOKOUO GOG. AvTtd 1oy0eL Kot Yo KaOe mhavi avemiBounTn evépyEL OV OEV OVOPEPETAL
670 TaPOV EUAL0 0dNYIdV Yprione BAéne mopdypapo 4.

T wepréyet 10 Topov OAAO 00N YLOV:

1. Tt etvon o Wegovy kot oo lvat 1) xpnon tov

2. T pénel va yvopilete mpv ypnoyomotioete 10 Wegovy
3. [Tog va ypnoporomoete 10 Wegovy

4, [MBavég avemBounteg evépyeteg

5. [og va purdooete 10 Wegovy

6. [epreydpeva g cvoKeVAGIOG Kol AOUTES TANPOPOPIES

1. Th eivor To Wegovy ko tora €ivan | ypiion tov

Th eivar To Wegovy

To Wegovy &ivat éva @dppoko yio v anmAglo Bapovg Kot T dtathpnomn PApovg Tov mepiéyetl ™
dpaoTikn ovoia cepayAoution. Etvol mapdpoto pe pia uoikr| oppdvn mov ovopdaletol
vAvkoayovopopeo mentido-1 (GLP-1), n omoia amodeopueveton omd 10 £VTepo HETA amd Eva YEDUO.
Agrtovpyel gvepyonoldvTog Tovg 6TdYoLS (LITOd0YELS) TOV EYKEPALOV TTOV EAEYYXOLV TNV OpEeEN GOg,
MOTE Vo 0le0dvesTe o YOPTATOL KOl AMYOTEPO TEWAGEVOL Kol VUL EYETE AYOTEPO EvTovn emBupia yio
@ayntd. Avto Ba cag fondncetl va Katavar®vete AydTepPT TPOOY| KOl VO LEIDGETE TO COUATIKO GOG

Bdpog.

o givar n gpfion Tov Wegovy

To Wegovy ypnowonoteitar poli pe dlotta kot GoKnon yio v ammAELn Bapoug Kot yio vo, fondncet

o1 dwtip1on oV Bapovg Lo EAeyy0. XPNOLULOTOLEITOL OE EVAAIKEG IOV £XOVV

. BMI 30 kg/m? 1 peyoivtepo (mayvoapkian) 1

. BMI tovAdyiotov 27 kg/m? adhd pucpdtepo and 30 kg/m? (vrepPapdtnta) Kot mov Eyovv
wpoPAnuata vyelog oxetiloueva Le 10 Papog (OTme dwPrng, VYNAN apTNnPoKY| Tieom, un
QLOOAOYIKE ENiTEd A MOV GTO QL0 OVOTVEVGTIKA TPOPANUOTO KOTA TN OLAPKELN TOV DITVOV
OV OVOULALOVTOL «OTOPPUKTIKY) GITVOL0 VITVOLY 1] 1I0TOPIKO EUPPAY LOTOG, EYKEPAALKOD 1)
TPOPANUATOV LE TO OLLOPOPOL OryYEiDL).
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O BMI (Agixtnc Malag Zdpatog) ivar £va LETPO TOL BAPOVS 0G GE GVYKPIOT| LLE TO VYOG GOG.

To Wegovy ypnowonoteiton poli pe dlorta kot doknomn yua ) dayeipion tov Papovg oe eprifoug
niwiog 12 etV kot Gvo, Tov £ovv

. TOLCOPKI0L Kot

. copatiko Bapog >60 kg.

Qg épnPog aceveig, Oa mpémetl va cuveyioete va ypnoyonoteite to Wegovy, edv &yete ydoet
TovAdyLoTOoV T0 5% ToLV BMI G0g petd amo 12 efdopddec oe 66om 2,4 Mg 1 011 HEYIOTN AVEKTI] dOGN
(BAéme maphypoagpo 3). ZupPfovievbeite Tov Y10TpO GOG TPOTOV GLVEYICETE.

2. T péner va yvopilete apy ypnoyononicete To Wegovy

Mn ypnoypomonjcete 0 Wegovy

. o€ TEPIMTMON GAAEPYIOG GTN GELLAYAOVTION 1 GE OTO0ONTOTE AALO OO TO. GUGTATIKA CLTOV
TOV QUPUAKOV (AVAPEPOVTOL GTNV TAPAYPUPO 6).

Iposidomomoelg kon TpoPLAGEELS
Amevbuvieite oToV Y10TPO, TOV POPUAKOTOL) 1] TOV VOGOKOWO GUG TPV YPTCLOTOMCETE TO Wegovy.

Ag ovviotdton ) xpnom tov Wegovy edv eoelg:

. YPTCILOTOIEITE GAAA TPOTOVTAL Y10 ATDAELD BAPOVC,
. éxete drofrtn tomov 1,

. éxete coPopd petmpévn veppikn Aettovpyia,

. éxete coPfopd peEldUEVN NIOTIKN AetTovpYia,

. éxete cofopn Kapdlokn oVETAPKELD,

. &yete droPntikn opboiuonddeia (appiPAnctposidonddeian).

Yrdpyel wikpn eumepio. pue to Wegovy ce acbeveic:

. niwiog 75 etdv kon v,
. LLE TPOPANLLOTA GTO GUKATL,
. ue coPapd TPoPAALOTO GTO GTOWAYL 1) TO EVIEPO, TOL OO0 TPOKOAOVY KAOVGTEPNUEVT] KEVMOT)

ToV oTopdyov (ovopdaletal yaoTpomdpeon) 1 €4v £xete PAEYLOVDON VOGO TOV EVIEPOU.
YvpPovievteite Tov Y10TpO GOG AV 1GYVEL Yo €GGG EVa amd TA TAPATAVE.

. A@uodTmon
Koata ™ dudpketa g Oepameiag pe 1o Wegovy, puropet va oxcBaveite adiabesio (vovtia) 1 va
KAVETE EUETO | VO £YETE O1APPOLO. AVTEC O1 AVETIOVUNTEG EVEPYELEG UTOPEL VO TTPOKAAEGOVV
aeLodTmon (amdieln vYpOV). Etvat onpavtikd va mtivete apketd vypd Yo vo 0moQUYETE TNV
aeLOdT®ON. AVTOo givol 1010iTEPO ONUOVTIKO €4V £xETE TPOPANUOTA E TO VEPPA cag. MIANcTE
LLE TOV Y10TPO GOG EAV EYETE OMOIEGONTOTE EPWOTNCELG 1 OVIGVYIES.

. ®@leypovi} 100 TAYKPEATOG
Edv éyxete coPfapd kot cuveyn mOvo oty meployn Tov otouayov (BAére mopdypago 4),
emokePieite auéomc Evav yaTpo, kabmg autd Oa propovoe va gival onuUeio PAEYUOVAC TOV
naykpéatog (o&eia maykpeatitida).

. Atopa peg Swapitn TOmOUL 2
To Wegovy dev umopei va ypnoonoindei wg vrokotdotato veovAivig. Mn ypnoionoleite o
Wegovy og cuvdvacuo pe 0L QAPLLOKE TOV TEPIEXOVV Ay VIGTES TOL VIodoyéa GLP-1 (6mwg
AlpayhovTion, vIovAayAouTtion, eevation N MEloevation).

. Xapnio caxyapo aipatog (vroyrlvkopic)
H Ay covigpovurovpiag 1 voovrivng pe to Wegovy Bo pmopotvce va avénoet tov Kivouvo
LelmonG Tmv enméd®Y GoKyapov 6to aipa (vroyAvkoyio). AvatpéEte otnv mapdypago 4 yuo
TOL TPOEWOTOMTIKG GNUEIN TOV YOUNA®V ETITESWV GaKyGpov 610 aipla. O YiaTpog cag Umopel
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va 6o (NTNoEL va LETPTCETE Ta EMIMEIQ GOKYAPOL GTO aipla cac. Avto Ha fondnoet Tov yaTpo
00G VO OPAGIcEL €AV 1] OGN TNG GOVAPOVLAOLVPING 1) TNG WWGOVAIVNG YpedleTan va oAAGEEL
TPOKEUEVOL VO LELMBET 0 KIVOUVOG Y10 YOUNAO GAKYOPO TOV OLATOG,

. Awfntuay o@Oaiporadeia (apeipinctposridondOsia)
Edv &xete S10fntikn opBoipondOeio Kot xpNOILOTOIEITE IVGOVAIVY], TO POPHLOKEVTIKO QLTO
TPOIOV EVOEYETAL VO, 001 YNOEL GE EMOEIVMOT TNG OPUCTG GOG Kot Y10 auTO Popel va ypelaoTel
Bepancio. H ypriyopn Peltioon Tov EAEYYOL TOV GOKYAPOL TOV OHLLATOG EVOEYETAL VO OOTYNOEL
0€ TPOSMPWVY EMVEVMON TG Srofntikng opBodponddeiag. Edv éxete dofntikn
opOoApomadeln Kol ELPAVICETE TPOPANUATO GTO LATIO EVO TAIPVETE OWTO TO PAPLLOKO,
EVILLEPADGTE TOV YLOTPO GOG.

IHoword ko Epnpor
H aocpdieia ko 1 amotedeopatikdomra tov Wegovy e madid niikiog Katw tov 12 etdv dev £xovv
peietnBei kon de GuVIGTATIL Y1 XP1ION GE AVTOV TOV TANOLOUO.

Alho @appoka kor Wegovy
Evnuepaote tov yotpd, Tov QopuaKonold 1) ToV VOGOKOLO Gog 6V ¥pnoLonoteite, Exete TpdsOaTa
YPNOLOTOUWGEL 1] LITOPEL VAL PT|CYLOTOUCETE AAAL PP LLOKOL.

YUYKEKPIUEVO, EVILUEPNDGTE TOV YIOTPO, TOV PAPLAKOTO) 1) TOV VOGOKOWIO GOG EAV XPNCIUOTOLEITE

QAPLLAKO TTOV TTEPLEYOVV TO. akOAOVOO.:

. Bapeapivn 1 dAha mapopola gappoako mtov Aapufvovtot amd To GTOUE Y10 TOV TEPOPITUO TNG
mENG Tov aipatog (amd tov otdpaTog avTimnktkd). Otav Eekvnoete Oepaneio pe Bopeapivn
Yo TAPAOEYUOL 1) TOUPOUOTO PAPLLOKO, EVOEYETOL VO, AITALTOVVTOL CUYVEG EEETAGELS QULOTOC MOTE
va eEaxpPdveTal 1 KavoTTa ToL aipatdg cog va TietL

Kinon ko Onioopog

To @dapuoxo avtd dev TPETEL VAL YPNOLOTOLEITOL KATA TN SIUPKELN TNG EYKVUOGVVNG, KaOMG dev gival
YVOoTd gdv punopel va ennpedoet o ayévvnto toudi coc. Katd cuvénetla, cuviotdtor 1 ypnon
AVTICOAANYNG KOTA TN SLIPKELD TNG YPNONG CLTOD TOV Papudkov. Edv emBopeite va peivete €ykvog,
TPETEL VO, OLOKOYETE TN YPNOT AVTOV TOL PUPLAKOV TOVANYIGTOV dVO UfveC vopitepa. Edv ueivete
£€yKvog 1| elote éykvog, vopilete 0T pmopel va giote £yKvog 1) oxed18LETE VO OITOKTNGETE TOOT EVOC®
YPNOIUOTOIEITE AVTO TO PAPLLOKO, WANOTE AUECHOE GTOV Y1oTPO Gag, Kabmg 1 Oegpaneio cog Oa
YPEWOTEL VO O10KOTEL.

Mn xpnoponomoete avtd T0 papproKko edv OnAdlete, KaBOS dev gival yvmotd edv anekkpiveton 610
UNTPIKO YAAQL.

Oonynon Ko YEPLopos pnyovnudTov

To Wegovy eivat omifavo va etnpedscel Ty 1kavoTTad oag va, 0dnyeite Kot vo xepileote

unyovriuota. Opiopévol acBeveig umopel va aicBavBotv aAn dtav taipvouv to Wegovy, Kupilog Kotd
m ddpkeln Tov 4 Tpotov unvov Oeponeiog (BAEne mapdypapo 4). Edv aicBavieite {dAn, va giote
wWwitepa TpocekTikol Otav odnyeite N xepileote unyaviuata. Eqv xpeidleote mepiocdTepeg
TANpoopieg, amevbuvleite aTov YLoTpd, TOV PAPUAKOTOLO 1) TOV VOGOKOUO GOC.

Arouo. ue orafyy tomov 2

Edv ypnoiponoleite autd T0 QAPLOKO GE GUVOVUCUO UE GOVAPOVLAOLPIN 1) TVGOVAIVY, EVOEYETOL VAL
gueavioete younAd cliyopo aipatog (voyAvKoyia), To 0noio PTopel vo LEWMGEL TV IKOVOTNTO
GUYKEVIPWONG GOG. ATOPEVYETE TNV OOTYNOT N TOV YEPICUO UNYavVNLLATOVY, v eupovilete
omodNoTE SNUElR YouNnAoD cakydpov aipatog. BAéne mapdypago 2, «IIpogdomomcelg Kot
TPOPULAGEELD Y10 TANPOPOPIEC GYETIKA LUE TOV AVENUEVO KIVOUVO YOUNAOD GOKYAPOL OLLOTOG KOl TV
TOPAYPOPO 4 Y10 TPOEOOTOMTIKA GNUEIN TOV YOUNA0D Gakydpov ainotoc. Atevbuvleite otov yaTpd
C0G Y10 TEPLOCOTEPES TANPOPOPIEC.
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To Wegovy mepiréyel vatpio
To edppoxo ovtd mepiEyel Ayotepo amd 1 mmol vatpiov (23 mg) avd d66m, dniadn eivar avtd Tov
0VOpLALOVLLE OVOLHOTIKA «EAEV0EPO VaTpiovy.

3. [og va ypnoponomoete 10 Wegovy

[Tévtote va ypNOOTOIEITE TO PAPLOKO CVTO AVGTNPE COLE®VO LLE TIG 0ONYIES TOL Y10TPOL oag. Edv
€xete apEPOMES, pOTAGTE TOV Y1UTPO, TOV PUPLOKOTO0 1) TOV VOGOKOUO GO,

T 00O TNTA VO (P CLLOTON|CETE

Evnlixeg

H cuvictdpevn 60om eivan 2,4 mg pio gopd efdopadioimg.

H Oepaneia cag o Eexvnoet e yaunAn d6on, 1 omoia Oa avénbei otadioxd oe didotnpa 16
efdopadmv Bepameiog.

. Orav Eexvioete va ypnoonoteite 1o Wegovy yia mpdtn popd, 1 66om Evapéng eivar 0,25 mg

pia @opd efdopadiaing.

. O ywpds oag Ba cag ddoel 0dnyieg va avédvete otadlokd T 8601 oag kdbe 4 efdopndadeg
UEXPL VoL OTAGETE GTN GLVIGTOWEVT d00M TV 2,4 mg pio popd efdopadiaing.

. MoMG PTAcETE GTI GUVIGTMUEVT 00N TV 2,4 mg, unv avéNCETE TEPAUTEP® TN 00T QLTY.

. e mepInTOoTn TOL VIDMoETE TOAD eVOYANTIKO aicOnua adwbeciog (vavtia) 1 adinbecio (épetoc),

UMM OTE HE ToV Y1oTpd G0 V1o Koo Ttépnomn KAMUAK®GNS TG 006NE 1| EXIGTPOPT| OE
TpoTyovupevn xouniotepn o6om mg 6tov Pertimbovy Ta cuumTOUATA.

YuvnBmg, Oa cog divovtal 0dnyieg va axolovOnoete Tov akoAovdo mivoka.

KMpdkwon 66ong | EBdopadiaio d6om
EBdopdda 1-4 0,25 mg
EBdopdda 5-8 0,5 mg

EBooudda 9-12 1 mg

EBdopdda 13-16 1,7 mg

Amd v 2,4 mg

gpooudda 17

O ywtpoc cag Ba a&loloyel T Oepaneio cog TAKTIKA.

Epnpor (mhikios avew twv 12 etamv)

INo gpnPovg, Tpémet va epappdletar To id10 oo KAUAK®OT TG d60MG OTTMG Y10 TOVG EVIAIKEG
(BAéme mopandvm). H 660om mpénet va avEdvetor péxpt ta 2,4 mg (56om cuvtipnong) N uéypt va
emrevyBel 1 péylot avextr| d6on. Efdopadiaieg dooeig peyalvtepeg and 2,4 mg 6 GLVIGTAOVIAL.

o yopnyeiton To Wegovy
To Wegovy yopnyeitan pe £veon Kdtw and 1o déppa (bmodopia Eveon). Mnv 1o evécete oe pAERA N

L.

. Ta kaAbTepa onueia Yo vo KAveTe TV €veon €ival 1o PTPOSTIVO HEPOG TOV AVA LEPOVS TOV
Bpoyiova, o1 unpoi 1} To GTOUdYL GOG.
. [Ipw ypnoiponomcete T GLGKELT] THTOV TEVAS Y10 TPDOTY POPE, O YITPOS, O POUPLAKOTOLOC 1)

0 VOGOKONOG 6ag Ba cag deiel TMG va. T (PNOILOTOCETE.

Aentopepeic 0dnyies yio TV TPOTO ¥PNOMG TG GVOKEVTG TOTOL TEVAG TAPEYOVTOL GTIV TG® TAELPA
OLTOV TOL PVAAOL OONYIDV.

Atopa pe owapitn THmTOUL 2

Evnuepmote tov yatpd cag edv xete Safntn tomov 2. O y1a1pdg 60G UTopel va TpocapOCEL T
5001 TV ovTISIOPNTIK®V GG PUPLAK®Y Yo Vo aro@eLyDel 1) LEIDON TOVL GOKYAPOL GTO AiLe. GOG.

87



I1é71e va ypnowpomoreite 10 Wegovy

. [péner va ypnoipomoigite avtd 10 pappoKo pio eopd efdopadiaing, v 010 uépa kabe
ePdoudda, ebv glvar Q1KTO.
. Mmopeite vo KAVETE TNV £VECT] OMOLUONTOTE MP TNG NUEPOS — AVEEAPTNTA OO TO, YEVLLOTAL.

Edv etvan anapaitnro, prnopeite va adidEete v nuépa g efdopadiaiog cog Eveong avtoH Tov
@apudov, VIO TV TPOHIOBEST OTL EYOVV TEPATEL TOLAGYIGTOV 3 NUEPES OO TNV TEAELTAIN GOG
€veon. Metd v emAoy” oG VEOS NUEPAG YOPTYNONG, CUVEXIGTE TO TPOYPOLLLLL XOPNYNONG TNG Mg
Qopag efdopadiaing.

Eav ypnowpomomoete peyarvtepn 66on Wegovy omd v Kavoviki

Evnuepdote apéowng tov yiatpod cag. Mropel va Tapovsticete avemBounteg evépyeieg Ommg aiconuo
adwBeciog (vavtia), adiabecio (€LeTog) 1 S10PPOLM, TOL EVOEXETOL VA TPOKAAEGEL APLIATOGCT
(ammAelo vYpOV).

Eav Egydoete va yproypomoncete 10 Wegovy

Edv Eeydoate va kaverte pio éveon kot

. €YOVV TEPACEL 5 NUEPES N MyOTEPES OO TNV KOVOVIKT MUEPA Ypnons Tov Wegovy,
YPMNOLOTOWGTE TO OUESMG LOALS TO BuunOeite. Katdmiy, kdvte v endpevn €veon cag v
TPOYPOULATIGILEVT) NUEPA O SLVHOMC.

. £€YOLV TEPACEL TEPIOCATEPEG OO S NUEPEG ad TNV KAVOVIKT MUEPa yp1ions tov Wegovy,
mapodetyte T 600m Tov Eeydoate. Katomv, Kavte v eMOUEVN EVEST| GOG TV
TPOYPUUUATICUEVT NIEPA G SLVIO®G.

Mn xpnoponomoete SUTAr dOGN Y10 VO AVOTANPAOGETE T 0OGT oL EgYAGaTE.

Edv otapamiocere va ypnopomroreite 1o Wegovy
Mn GTOUOTCETE VA YPNCIUOTOLEITE OVTO TO PAPLLAKO YWPIC VO EVILLEPDGETE TOV YATPO GO,

Edv &yete mep1ocdTEPEG EPMOTHGEIC GYETIKA LLE TN YPTOT GLTOV TOL POPUAKOV, POTAGTE TOV Y1UTPO,
TOV PUPULAKOTTOL0 1) TOV VOGOKOUO GOC.

4, MBavég avemBOunTEg evépyereg

Onwg 6Aa ta pdppoka, £T61 Kol 0VTO T0 PAPULOKO UITOPEL Vo TPOKOAESEL AVETIOVUNTES EVEPYELES, OV
KoL 0gv Tapovoldlovtal 6 GAOVG TOVE 0vVOPOTOVG.

Yopapéc avemBOuNTEg EVEPYELES

Toyvég (evoéyeton va emnpedcovv £0g 1 atovg 10 avBpdmovg)

. Emmiokég Sapntikng opbaipondadeiog (Swafntikn aueipinotposidonddeia). Eav éxete
o, Ba TPEMEL VO EVILEPDTETE TOV Y1OTPO GOG EAV TAPOLCIAGETE TPOPAALATO OTO LLATIOL
OTMG OAAAYEG GTIV OpOoT), KATE TN d1apKeld TG Oepormeiog pe ovtod 10 PAPUAKO.

Oy ovyvég (evdéyetar va exnpedoovy £o¢ 1 atoug 100 avBpamovg)

. DdAeyupovn oto Taykpeag (ofeia maykpeatition). Ta onueior PAEYIUOVIC TOV TOYKPEATOG
evdéyetan vo mepthapévouv cofapd Kot TapateTapéVo TOVo 6To oTopdyt cog. O mdvog
umopet vo, petakivn et oty TAdtn cog. Oa Tpénel va dgite AUECOE TOV YITPO GAg, EGV
EUQAVICETE TETOLN CUUTTOHATOL.

Yravieg (evoéyeton vo emnpedcovy mg 1 atovg 1.000 avOpmdmoug)

. Yofopéc aAAEPYIKEG aVTIOPAGELS (VOPLAOKTIKES avTIOpAcELS, ayyelooidnua). Ilpéret va
{nmoete opécmg 1Tpikn Pondeia Ko va EVIUEPMGETE AUECHS TOV Y1UTPO COG EAV ELPAVIGETE
oupmTOpaTe OO SVOKOAN TNV avamvor|, TN Eo, téoelc Autofupiog, tayvmoipio, epidpwon
KOl OTOAELW GLVEIONONG N amOTOMO TPNEWO KAT® 0O TO SEPLN GE GTELD OTTOE TO TPOGMTO, O
houpdg, ot Bpayioveg kKo To TGS, To omoio pmopel va glvon ametintikd yio ) Con edv 1o
TPNEWO TOV AQLOV QPAEEL TOVG aEPUy®YOVG,
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Mn yvootég () cuyvotnta dev pmopei vo ektiundei pe Paomn to dobéoipa dedopévar)
. Amoppaén Tov evtépov. Mo coBapn Lopen SLoKOMOTNTAG LE ETUTPOCHETO CLUTTAOUATO, OTTWC
OTOLLOYOTOVOG, POVOKMLL, EULETOC K.AT.

Aldrec avem@OunTEg evépyereg

oAb cuyvés (evdéyeTar va enNnpedcovy mePIocdTePovs amd 1 atoug 10 avBpmdmovg)

. TOVOKEPOAOG

. aioOnuo adabeciog (voutior)

. adiobecio (epetde)

. Siappota

. dvokotMoTTO

. TOVOG GTO GTOpAYL

. aicOnpo advvapiog 1 kKovpooTg

— OVTEG TAPOTNPOVVTOL KUPIMG KATA TNV KAMUAK®OT) TG d00MG Kot GLVIB®G TEPVOLV LE TNV TAPOSO
oV ¥pdVoL.

Toyvég (evoéyeton va emnpedcovv £0g 1 atovg 10 avBpdmovg)
. aioOnua Cong

. OTOUOYIKEG dLoTapayEC 1 Svomeyio

. epuyM (pEyipo)

. aéplo (LETEWPIOLOC)

. (POVCKMLLO. GTO GTOUYL

. QAEYLOVT GTO GTOWAYL («yooTpitiday) — To onueio Tephapupdvovy Tévo 6To GTopdyl, aicnua
adwbeciag (vavtio) 1| adiabecio (petog)

. TOAVOPOUN O™ 1 KaoOPo — OVOUALETOL ETICTC «YOGTPOOICOPAYIKT TOAVOPOUNCTY

. TETPEG OTY| (OAN

. TP dTTOON

. avTIOPACELS GTO OMElo €veong

. oAhayn o1 YEVGT] TOV TPOP®OV 1] TOV TOTOV

. YOUNAO GaKyapo 6TO aipa (vToyAvkouia) og acOeveic pe dafntn Tomov 2.

Ta pogidomonTiKd onueia ToV YounAol cakyGpoL AiilaTog UTOPEL Vo, ELEAVIGTOVV EQPVIKA. AVTA
umopel va teptlhopfavouv: Kpvog 10paTaC, KPVO Kol YAMUO SEPLLA, TOVOKEPAAOS, TOYVTOALIN, aicOna
adwfeciag (vavtia) | peydang meivag, addayéc oty 6poct, aicOnua vevniiog 1 advvapiog,
EKVEVPIOUOG, AYX0G 1 CLYYVOT], SUGKOAIN GTN CLYKEVTP®GN 1) TPEUOVAO.

O 110tpd¢ 6oG Bo 0OG TEL TMOG VO AVTILETOTIGETE T YOUNAL ENTES AL GOKYAPOV AHLATOG KOl TL VL
KOVETE, EAV TAPATNPNOETE AVTA TO, TPOEWOTOMTIKG GTIUELDL.

Xoaunio cdkyapo aipatog eivor mBavotepo va eppavictel v Aapupdvete eniong coviApovoiovpio M
wooVAiv. O yloTpdg G0¢ UTOPEL VO LELMGEL T 00T GVTMY TOV QAPUIK®V TPV 0PYIcETE VA
XPNOUOTOLEITE OVTO TO PAPLLOKO.

Oy ovyvég (evoéyetar vo emmpedcovv émg 1 atovg 100 avBpmmong)
. YOUNAN apTNPLOKY TTiEoN
. aicOnuo {dne ) Amobupiog o 0pOial 6TAGM ) OTAV CIKMOVESTE AGYM TTOGNE TNG AP TNPLOKNG

mieonc

. TOYLTOALTOL

. avENon TV TayKpeaTIKaV eviOU®V (0Tmg 1) Mmdon Kot 1 apvAdon) mov peaviletot 6Tig
g€etdoelg aipatog

. KaBvoTéPNOT OTNV KEVMGT] TOL GTOUAYOV.

Ava@opd avemOvunTOV EVEPYELOV

Edv mapatnpnoete kémoto avemiBountn evépyela, EVNUEPDGTE TOV YLOTPO, TOV QUPLAKOTO0 1) TOV
VOGOKOUO 6aG. AVTO 10YVEL Kal Y10, KAOE TBov| ovemiBOpUN TN EVEPYELN TOL OEV AVAPEPETOL GTO TOUPOHV
@OALO 001 YLDV YpTIoNc. Mmopeite emiong va avapépete avemBounteg evépyeleg ancvbeiog, LEow ToL
€Bvicoh ouoTLOTOG CvaPopds oV avaypdeetol 6to [Hapdptnua V. Méow g avapopdg
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avemBOUNTOV EVEPYEIDV Umopeite va Bondncete 6T GLAAOYN TEPICCOTEPMV TANPOPOPLDV GYETIKA
LLE TNV AGPAAELD TOL TOPOVTOG POP LAKOV.

5. ®g va pvrdooete 10 Wegovy

To pdpuoxo avtd TPEMEL Vo PLAACCETOL GE PLEPT) TOL OEV TO PAETOVY KoL OV TO POAVOLV TOL TOdLA.
Na pn xpnoiponoteite antd 10 PAPLOKO HETA OO TV NUEPOUN VIO AENG OV avapEPETAL GTNV
EMIGNLLOVOT) TNG GLOKELTG TOTOV TEVOG KoL 6T0 KoLTi petd ) « AHEH». H nuepopnvia Anéng eivaun
TEAELTOIO MUEPQL TOV UIVO TTOV OVOPEPETOL EKEL.

IIpwv to évorypa
dvrdooete o€ yoyeio (2°C — 8°C). Mnv katayvyete. Alatnpeite Lokpid amd To 6Torygio Yokng.

Koata ™ owdpkera e yprong
. Mmopeite va S10TnpNGETE T GLOKELT TOTOL TEVAS Yo 6 EBS0LAdES, OTAV PUAACCETOL GE

Oeppoxpoaoio pikpotepn tov 30°C 1 oe yoyeio (2°C — 8°C), poxpid amd 0 ctoryeio yoéne.
Mnyv katoyovyete to Wegovy kot unv to ypnoomoteite edv £xet karayvydei.

. Orav o€ ypnoponoieite T GVOKELT THTOL TEVAS, OLOTNPEITE TO KOTAKL TOTOOETNIEVO G
GUGKELT TUTOL TEVOG Y10 VO TTPOGTATEVETAL OO TO PG,

Na pn xpnoiponoteite avtd 10 PAPLOKO £V TAPATNPNOETE OTL TO dtdAVHA dgv gfvon dtowyEg Ko
dypouo.

Mnv mtetdite @APUAKA GTO VEPO TNG AMOYETELONC N OTA OKIOKA amoppippota. Pomote tov
QOPUAKOTO0 GOG Y10l TO TMG VO TETAEETE TOL PAPLLOKA TTOV O€ YPTCYLOTOIEITE Mol AvTd ToL HETPOL Ot
BonBnoovv oty Tpoctacio Tov mEPPiAlovTod.

6. Iepreydpeva TG GVOKEVLAGIOS KO AOUTES TANPOPOPiEg

T epréyer o Wegovy

- H dpaoctikn| ovoia gival n oepaylovtion.
Wegovy 0,25 mg FlexTouch evéoo didivua
Kabe mpoyepopévn ovokeun tomov mévog mepiéxet 1 mg cepayiovtiong oe 1,5 ml (0,68
mg/ml).

Wegovy 0,5 mg FlexTouch evéouio diéivpa
Kabe mpoyepuopévn ocuckenn tomov mévog mepiéyet 2 mg cepoayiovtiong o 1,5 ml (1,34
mg/ml).

Wegovy 1 mg FlexTouch evéouyio didlvpa
Kabe mpoyepuopévn ocvekenn tomov mévog mepiéxet 4 mg cepoayiovtiong o 3 ml (1,34 mg/ml).

Wegovy 1,7 mg FlexTouch evéoo diéivpa
Kabe mpoyepuopévn ocvokenn tomov mévog mepiéxet 6,8 mg cepayrovtiong oe 3 ml (2,27
mg/ml).

Wegovy 2,4 mg FlexTouch evéouio diéhvpa
Kabe mpoyepuopévn ocvckenn tomov mévog mepiéxet 9,6 mg cepayrovtidng og 3 ml (3,2 mg/ml).

- Ta dAAa cvoToTIKA gival S10PIKO POGPOPIKO SVATPIO, TPOTVLAEVOYAVKOAT, POIVOAN,
VIPOYADPIKO 0EV/VaTPiov VOPOEELSIO (Yia pvBLIoN Tov pH), Bdwp Yo evéciua. BAére emiong
nopdypapo 2 «To Wegovy mepiéyel vATplo» yio TANPOPOpieg GYETIKE LLE TO VATP1O.

Epg@avion tov Wegovy kot TepLeoLEva. TG GUOKEVAGIOG
To Wegovy givar d1avyEg Kot ypopo eVEGYLO SIIAVLLO GE TPOYELGUEVT] GUGKELT TOTOV TEVOS.
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KéBe npoyepucpévn cuoieun tomov mévag nepiéyetl 4 dOGELC.

To evéowo Sudhvua Wegovy 0,25, 0,5, 1 ko 1,7 mg FlexTouch Swtifstan oo okdrovo udyedoc

GLOKEVAGTOG:
1 TpoyepicpéVn cVoKELT TOTOV TTEVOG Kol 4 avoldoipes Beloves NovoFine Plus.

To evéoyo duvua Wegovy 2.4 mg FlexTouch dwtifeton oto akd6Aovba peyédn cvckevaciog:
1 mpoyeopévn ouokevt| TOmoL Tévas Kot 4 avolmoiesg ferdveg NovoFine Plus.
3 TPOYEUIGHEVES GLOKEVEG TOTOV TTEVOS Ko 12 avardoieg feddveg NovoFine Plus.

Mmropel va unv KukAoQopovv OAEC 01 GUGKELOGIES.

Karoyog Adsrog Kukhogopiag
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsveerd

Aovia

Hopoaokevaotilg
Novo Nordisk A/S
Novo Allé
DK-2880 Bagsverd
Aovia

Novo Nordisk Production SAS
45, Avenue d’Orléans

28000 Chartres
ToAlio

To mapdv @OAM 0N YLV YprioNS avademp1)Onke Yo TeEAsvTALN POPA OTIC

AlLreg INYES TANPOPOPLAOY

Aentopepeic mMAnpoeopieg Yo To pApRoKo avtd etvar S1Bécipec oTov dIKTLOKO TOTO ToL Evprmaiko
Opyaviopod Qopudkov: http://www.ema.europa.eu.
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Odnyieg ia tov Tpomo yp1ong tov Wegovy

[Tpotov Eexvnoete va ypnoyomoleite T cuokevn oag tomov wévag Wegovy FlexTouch pia popd
epoopadaing, dapalere mavra Tig 00NYieg OVTEG TPOSEKTIKG Ko anevBuvbeite oTOV Y10TPO, TOV
VOGOKOLO 1] TOV QUPLOKOTO0 GG GYETIKA LLE TO TTMG VO KAVETE GOOTA TNV éveon Wegovy.

H cvokevn thnov tévag Wegovy sivar o GueKeD TOTOV TEVOG LE ETIA0YT SOCTG TOL TEPLEYEL TEGGEPLS
and TG 0001 TOV Wegovy Tov 60g Y00V oVVTOYoYPP0&l, 01 07TOIES AVTLETOLOVY GE TEGOEPLS
efoopadraiss yopnynoeic.

XpNOWOnoumoTE TOV TivaKe 0L PPICKETOL LEGH GTO KOTAKL TOV KOVTIOV Y10l VO KOTAYPAPETE TOV aplOud
TOV EVEGEMV OV £XETE KAVEL KOl TOV ap1BUd TV 0OGEWDV TOV OITOUEVOVV GTI) GUCKEVT GO.G TUTTOV TTEVOG.

To Wegovy kukhopopel 6€ TEVTE S10POPETIKEG CVOKEVEG TOTOV TTEVAG, KaBein ommd TIg 0Toies TEPIEYEL
pia amd T1g akdAoveg GVVTAYOYPAPNUEVES DOGEIS CEUAYAOVTIONG:

ZeKIVATE TAVTA EAEYYOVTOG TV EMLGTUOVOT] TIS GVGKEVTG GOS TOTOV TEVAS Yo va. fefarmBsite 0T
nepiéyel ) o6omn Tov Wegovy mov 6ag £xel cvvtayoypoenOsi.

H ovokeun cog tomov mévag eivorl oyedacpuévn yo xpnon pe avoiooieg ferdveg 30G, 316 kot 326 pe
punKog £mc 8 mm.

H cvokevaoio mepréyer:

. Yvokevn tonov mévag Wegovy
. 4 Berdveg NovoFine Plus

. DVYALO 0OV YpNoNg

Yvokev] Tomov wévag Wegovy FlexTouch (rapddsiypa)

Enueioon: H cuokeun oag tHmov mévag evaéyetor va £xel S1opopeTikd HEYEDOS KO 1] ETIGNULOVOT THG GLOKEVT] GOG TUTTOV TEVAG
EVOEXETOL VOL EYEL DIPOPETIKO YPDLLOL OO TO TOPAOELY LA TOV PUIVETOL GTIG EIKOVEG.
Ot 0dnyieg avtég epapuolovian oe OAeg TG cuokevig Thmov névag Wegovy FlexTouch

Hpepopnvia
“léﬂ@r (AHEH) Metpntig Emloyéag
o ﬂapden!)o z‘;g Oﬂglzﬁg d6ce@V d60ng
oL GUoKEVTig EmGHpavonS Agiktng Kovpmi
GUOKEL|G TUTTOV TOmOV TEVOG TIG GUGKEVTG d6omg d6ong

névag ) h
TOmOV TEVAG

Belova NovoFine Plus (mapdadsiypa)

E&otepukéd Ecotepiko
Saroppa Eaoppa Xaptivm
Berovag Berovac Behova Tovia
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1 lIpogTondote T GLOKELVH 060G TVOL TEVAG Be i véa ferdva

E)éyEre TV ovopacio Kol T1 6061 TNG GUGKEVNG GOG TOTTOV TEVOG
v va Befarmbeite 6TL mep1Eyet ) d6om Wegovy mov cag €xet
ouvtayoypaenet.

AQuIP£6TE TO KATAKL TG GVOKEVG TOTOV TEVUG.

(BAéne oynuo A).

E)éyEre 60TL TO d1Ghvpa 611 GLGKELT] GG TOTOV TEVAG Eivar
OL0VYEg Ko Gypmpo.

Koutdéte oo mapdbupo tng ocvokevng Tomov mévoc. Edv to Wegovy
gtvar BoA0 1| €yypopo, U YPNOLOTOU|GETE TN GUGKELT TUTTOV

éVag.

(BAéme oynua B).

Xpnowonoieite mdvta o véa ferova yra ka0e Eveon.

Héapte po Perdva dtav eiote ETOYOl VoL KAVETE TNV £VEGT GOC.
E\éyEte ™ xbpTivn Tovia kot to e€Tepkd KaAvppa TG fEAOVaG
v Bopég, o1 omoieg Ba pmopovoav va ETNPEAGOVVY T GTEPOTNTA.
Edv mopatnpnoete Tuxdv bopéc, ypnopomomote pia véa Perdva.

Agmpéote T YapTIVY TOViO.

(BAéme oynua I).

IIéote ™ Perdva gvbeia erdvm 6T 6VoKELT] TOTTOL TEVaC.
Yrpéyte TNV 006 0TOV PromOsi kard.

(BAéme oynua A).
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H pelova dro0éter 6vo karvppara. Hpéne vo apopécete kKo Ta
000 KaAvppoTa.

Edv Egyaoete va aparpéoete kot o 500 KaAvppoTa, d¢ Oa evécete
kaBo6rov Wegovy.

Bydahkte To eEmtepkd kdioppa g ferdvag ko poiatTe 10 Y0
apyotepa. Ou T0 YPEOGTEITE Yo TNV AOPUAN apaipeot g Perdvag
omd T GLGKELT TOTOV TEVAG LETA TNV EVEGT).

Bydhite To eomTepkd kdioppa g fehdvag Ko amoppiyTe TO.
Mua otayéve Wegovy umopel va eppavictel 6to dkpo e ferdvog.
Ye KGOe mepintmon, npénel vo eréyEete T pon tov Wegovy, eav
YPTOLOTOIEITE L1 VEO GLGKELT TOTOL TTEVAS Y10 TPMTN POPd. BA.
«EAéyEte T pon pe kGOg véa ovokeL] TOTOL TEVACH.

IToté un ypnoyomoteite BeAdva mov etvar Avyiopévn 1 eppavilet
@Bopd. T Tep1ocdTEPES TANPOPOPIEG GYETIKA LLE TOV XEPICUO TNG
BeAdvog, PAéne «XyeTikd pe TIS PEAOVES 60> GTO KATW UEPOC
QUTAOV TOV 00N Y1DV.

(BAéne oynua E).

EL&yETe TN poi] pe KGOE vEa GVOKELT] TOTOL TEVAG

Edv n ovokevn cag tomov wévag Wegovy ypnoiponoteitol 1on,
avatpé€te 010 «2 PvBpiote ™ 6061 6oy,

E\éyEte ™ pon tov Wegovy povo tpv amd v apaT) 60g £vesn)
pe Ka0g véa 6VoKELT] TOTOV TEVAG.

Ytpéyte Tov emAoyEa dOomG péExP va deite T0 GOUPoA0 EAEYYOL
porfig (= = mm).

(BAéme oynua ZT).

T
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BePawwbeite 611 10 supPoro eréyyov pong evbuypappiletor pe Tov
deikn d6onC.

(BAéme oynuo Z).

E)\éyEre T pony

Kpatmote ™ cvokev| TOmov Tévag e T PeAdva Tpog T ETAVE.

IMiéoTe KoL KPATNGTE TATUEVO TO KOVUTTL 006N G UEYPL O LETPNTIG
docewv va emotpéyet oto . To 0 mpémer va givan
gvbuypappiopévo pe tov deiktn 0dong,

Mua otayove Wegovy mpéret va epeavictel 6to dipo e PeAdvoc.
H otayova avt anotekel £voeiEn 0Tl 1 GLOKELT GOG TOTOV TEVOG

glvar €Toun yuo ypnon.

Edv dev eppaviotel otayova, eléyEte mad ) pon. H dwwdikacia
auT] TPETEL VO, YIVEL HOVO dV0 QopEs.

Edv e€axohovBel va punv epoaviletal otayova, arraére ™ Perdva
ko eA£yETe T pon pia akoépn Popa.

M (pNOYOTON|GETE T GVGKELI] TOTOV TTEVAG €6V eEakoAiovDel
va unv epeavifeton otayova Wegovy.

(BAéme oynuo H).
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2 PvOpicte ™ 6001 cOg

Ytpéyte ToV EMAOYEN SOONG LEXPL O HETPN TS OOGEMV VA
OTUNOTI|CEL KoL VO ELPaviceL T1) 6001 mov oag £xeL
ovvtayoypoen0si.

(BAéne oynuo ©).

|
H Swokexoppévn ypopun (1) otov petpnt 06cewv Ba cag 0dnynost

61N 0601 GOC.

O emhoyéag 600mMG KAVEL SIUPOPETIKA «KAUOY OTAV GTPEPETOL TPOG
TO EUTPOG, TPOG T TG ® N OTOV Egmepvate v EvdeiEn g 6omng
c0c. ®a akovte £vo «kKAuo Kabe popd mov oTpifete TOV EMAOYEQ
d6omc. M pvBpilete T 6601 LETPOVTOS TOV APLOLO TOV KA TOL
OKOVTE.

(BAéme oynua I).

Awkexkoppévn
yYpoppi

‘Otav 1 600on oL cog £xel cvvrayoypaenOsi fpickeran oty idra
gvl¢cia pe Tov dgikT d60MNC, £xeTe EMALEEL TN 600N GOC. XE VTV
TNV €1KOVa, 1 dO0M amoTELEL £Vl TOPASETY AL

Edv o petpnig 606e®v GTOUATAGEL TPOTOV PTACETE GTN SOCT| TOV
oag &xel ouvtayoypaendel, avatpééte oty mapdypaeo « Exete

apkeT TocdTNTA Wegovys» 61O TELOC AVTMV TV 00NYIDV.

(BAéme oynuo. T1A).

IA

HMopaderypa:
emAEYONKaY
0,25 mg
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EmAéEte To onpeio g éveong

Emiiééte to dve TpuMpa Tov Bpayidvov, Toug Unpovg 1 To GTopdyL
cog (dttnpnote omdoTacn 5 cm and Tov apold Gog).

Mmopeite vo KAveTe TV EVEST] OTNV 1010 TEPIOYT TOV CAOUATOS KAOE
gPooudda, alid Pefaiwbeite 0TL dev emdéyete 1o 1010 oNueio pe
owTO oL EMAEENTE TNV TEAELTAI POPAL.

Avo Tpipo
Bpoyrovev

Tropdy

Mnpoi

3 Evéote ™)) 0001 GOG

Ewoayete ™ Perdva oto déppo coc.

Beparm0site 6T propeite va dgite Tov petpnT) 660€mv. Mnv tov
KOAOTTETE e TO. dGYTVUAG coc. Mmopei va drakonel 1) Eveon).

(BAéme oynua IB).

1B
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Iéote kon kpaToTE TETNREVO TO KOLUTL 006G HEYPL O
peTPN TG 000E@V va deiEear -0~

(BAéme oynuo IT).

2oveyioTe Vo KPOTATE TOTNREVO TO KOvumi 06ong pe T Perdva
KATO 076 To 0éppa 6og Ko peTpriote apyd péyprto 6. To -0
npénelva Ppioketar otny id1o gubeia pe tov deiktn d6omMg Mropet
Vo 0KOVGETE 1 Vo aicBavieite €va «icAik» dTav o Petpnig 00GE®Y
emotpéyet oo I,

(BAéme oynua IA).

Ir

W

Merpiiote

apya
1-2-3-4-5-6

\/

Aoparpéote ™ Pehdva amd To déppa oac. Edv 1 Peddova aparpedel
vopitepa, propel va deite pa pory Wegovy omod 1o dkpo g ferdvag
Ko Tote O Ba &yl yopnynOBel oAdKANP™ M 0dON.

Edv eppaviotel aipa oto onpueio g éveong, Tiéote eEAappd v
TEPLOYT] Y10 VO GTOLLOTIGETE TNV OLLOPPOryicL.

Mmopei va deite o otaydva Wegovy oto dipo tng ferdvag HeTd
™V €veon). Avtd etvar eLG10A0YIKO KoL dgv ennpedlet T 000N GO,

(BAéme oynua IE).

IE
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4 Meta v éveot] 60g

Oonynorte 0 axpo g Perovag péca ato eEmTEPKé KdAvppa
TG Pehdvac emdve G€ Lo ETITedN eTPAVELL YOPIC Vo oyyiEeTe T
BeAdva 1 to eEmTepcd KdAvpupa g ferdvag.

A@oV kKarlv@Osi ) Berdva, oTpdETE TPOGEKTIKA TO EEMTEPTIKO
KéAvppa ™G PEAOVOG MOTE VAL EQAPUOGEL KOAJ.

(BAéme oynuo IZT).

IXT

Zefromote T Perdva Kot omoppiyTe TV TPOGEKTIKA, GOUPOVO, [LE
TG 00MYIEC TOV Y1OTPOV, TOV VOGOKOLOV, TOV PUPLOKOTO00 GAg 1|
TOV TOTIKOV apyDV.

Moté unv tpoona0ceTE VO TOTOOETGETE TO ECOTEPIKO
Kaioppo g ferovag micwm ot Pehdva. Mropei va tpumnBeite pe
™ Perdva.

Amnoppintete Tavta T fehdvo apéoms petd amd kade Eveon yuo
Vo oo OYETE amOQposn g PeAdvac, empodAvLVoT, Aoinumén Kot
avakpipr docoroyia. [ToTé pn PUAGGGETE T1] GUGKELV GAG TVITOV
wévag ne 1\ Perdva TpocapTuivey.

(BAéme oynua 1Z).

1Z
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Tomo0eTeite TO KATAKL TNG GVOKELVNG TUTOV TEVUS GTI] GLOKELN
G0G TOTOV TEVOG PETA amd KADE Yp1ON OOTE VO, TPOGTUTEVGETE TO
Wegovy and 10 pog.

IH

(BAéme oynuo TH).

Ortav 1 6LoKELT TOHTOL TEVOS 0OELATEL, ATOPPIYTE TNV XOPIG
BeAdva, oOupova pe TIg 00N Yieg TOV Y10TPOV, TOL VOGOKOLOL, TOL
QOPLAKOTO0D GOG 1) TV TOTIKMV OPYDV.

To komdKt Tng GVoKELNG THTOV TEVAG KL TO AOEL0 KOLTL TOpovV va
amopp1PBOHV GTO OTKIOKA GOLG OTTOPPILLLOTOL.

LyeTIKa pe TIg ferdveg oug

og 0o avayvopicete andepain N PLaPn ™g Perovaog

. Edv o petpnrig 60cewv o dgi&et 0 apov mTatioete
GUVEYOLEVO. TO KOVUTT dOONGC, UTOPEL VO EYETE YPNOYOTO|GEL
H @POypéEVN 1 KATESTPAUUEVT BeEAdva.

. Yy nepintmon avtr, dev Exete Aafel kaboiov Wegovy —
aKOUN KO 0V O PLETPTTHG dOcE®V £xEl petokivnOel amd v
apyun 66om mov pudpicare.

o va yeypreteite o epaypévn Perdva

. AMLGETE T Perdva OTtmg TeptypapeTal oto «1 TpogTopdote
TN GUOKEVLT] 060G TUTOV TEVAS pe pua véa Berdvar Kat
avatpéste 010 «2 PvOpiote T 0601 GOC».

DpovTiow TNG GVOKELVNG 60S TOTOL TEVAG

Xeproteite e Tpocoyn ™ cLOKELT oG TOTOL TTEVAS. O amdTOHOS XEPIGUAC N 1 KOKT) xprion pUropet va
TPOKAAEGOVV TN YopNyNon avakpiBoug déonc. Edv avtd cuupet, to Wegovy pmopet va unv €xet v
wpoPiendpevn dpdon.
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Avatpé€te 610 TG HEPOG TOV TAPOVTOG PVAAOL 0ONYLDY ¥PNONG Y Vo S1PACETE TIg cLVOTKEG
QOAOENG TNG CLOKELNG GO TOTTOV TEVAG,.

Ed&v to Wegovy £yel ektedel angv0siog 6€ nAakd ¢og, pnv Kavete TV £veon).

Mnyv ek0étete To Wegovy o€ Tayeté Ko, £Gv To £xel KaToyvyOel, TOTE PNV KAveTe TNV éveon)
10V Wegovy. AToppiyte T GLOKELT| TOTOV TEVOC,

Mn piyvete KATO TN GVOKEVT] 60G TOTOL TEVAG 1] LNV TN (TUTATE ENAVED GE CKANPEG EMPAVELES,
Mnyv apoonadi|ceTe vo. EQVayERIGETE T1] GVGKELY 60 TOTTOV TEVAS. EQOcov adeldoel, Tpémetl va
TNV OTOPPIYETE.

Mnv TpoomaOGETE VO ETGKEVAGETE T1] GLOKEVT 60G TOTOL TEVAG 1) VO TV
OTOGUVOPHOAOYTCETE.

Mnv ek0£éTETE TN GLOKEVT] GOG TUTOV TEVAS GE GKOVI|, oaKaOapaoies ] vypa.
Mnyv mAéveTe TN GVOKEVY] 60 TOTOL TTEVAS, puny T PoBilete o€ vYPo | pnv ™ Mraivere. Edav
ypeotel, kobopiote TV Ue £va TV EUTOTICUEVO LE NTTIO GTOPPVTAVTIKO.

"Exete apket) mtocétnTo Wegovy;

Edv o petpnig 606e®v GTOUATAGEL TPOTOV PTACETE GTN SOCT| TOV
oag &yel ouvtayoypaendei, 1 tocodTTa ToLV WeEgovy mov amopévet
dev emapkel Yo pio oAOKAN P d00M. AToppiyTe TN GLOKELT THTOL
TEVAG KO YPTCILOTOWOTE [0 VEN CLOKELT TOTOL TEVaG \Wegovy.

&Zn LOVTIKES TANPOPOPIES

Evéote pia 0606 Wegovy povo pia gopa efoopadiaing. Eav de ypnooromcete to Wegovy cog
OTWG Gag £l cuvtayoypaendel, To PapUoKo aVTd PTopel va punv &yel TV TpoPArendpsvn dpdon.
Edv maipvete mep1ocOTEPOVG TOV EVOG TOTOVG EVEGLOV QUPLLAEKOV, ival TOAD GNUAEVTIKG Vo
eLEYYETE TNV OVOROGLA KoL TN 0061 GTNV ETICTLAVOT] TG GLUGKEVTG GOG TUTTOV TEVOS TPLV U0 T1)
xpnon.

Mn ypnoyomoleite ovT T1) GVOKELT] TOTOL TEvaG Yopis fondeta, edv avipetonilete
npofApaTa 6pacig KoL OEV PTOPEITE va. akorovOceTe TIG 001 Yieg avTES. Zntiote T fondela
€VOG 0TOLOV LLE KOAT OpOIOT TTOL £YEL EKTAOEVTEL GTN ¥PNOT TNG GLOKELNG TVTOL TTEVAG Wegovy.
Ddvldooete TAVTA T GUOKELT TOTOL TEVOG Kot TS feAdvec cag o€ BEon mov o€ PAETOLVY KoL dgV
npoogyyilovv driol, 1OLOLTEPMS TA TULOLA.

Moté pn popdleste T GVOKELT GOG TOTTOL TEVAG N TIG PEAOVES GOG e AAA ATOUAL.

O Berdveg mpoopilovton Yo pia pdvo ypron. Mnv eravaypnoponoreite moté Tig feldves ocag
kabmg pmopel va tpokAnOel amdppain g feAdvag, empdrvvon, Aoipnwmén Kot avoxpPig
docoloyia.

Ot ppovTIoTEG TPEMEL VAL EIVAL TOAD TPOGEKTIKOL KATA TOV YELPLORO TOV YPNCIUOTOLUEVEOV
Pehovav yio v TpOANYN TPOLUATIGHOD amtd TiG BEAOVES KOl AOTU®ENG.
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Hopapmpa IV

Emotnpoviké mopiocpato kKor A0yol yia TNV TpOTomoin o1 TOV 6pev doetag(®v) KuKAoPopiag
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Emotypoviké mopiocpata

Aoppdavovtag voym v ékBeon a&oroynong g PRAC oyetcd pe v (tig) ‘Exbeon(-g1c)
[Teprodwng [apaxorovdnong g Aceddretag (EITIIA) yo T cepoyAovtion, To EXIGTNUOVIKE
nopiopoto tng CHMP givon ta e&ng:

Evoyel tov dwbéoiav dedopévav yio trv oAANAenidopaoT HeTaED TG GELOYAOVTIONG Kol GAA®V
KOVUOPIVIKADV TOPAYDY®V 0t avBOpUNTES avapopég, Tov TEPaUPAVOUY € €61 TEPUTTMCELG GTEVN
YPOVIKT cuoyétion, BeTikn| amo-mpdkinon (de-challenge) oe pio mepintwon kot BeTikn omwo-TPOKAN O
Kot emava-tpokAnon (re-challenge) oe pia mepintwon, n PRAC Oewpei 6Tt arttohoykn cueyétion
peta&d TG CEUAYAOVTIONG KOt TNG OAANAETIOPAONC LE GAAN KOVUOPIVIKA Topaymya eivorl
TovAdytotov gvrdoya mBovr. H PRAC katéinée oto cupnépacpa 6Tt 01 TANpopopieg Tpoidvtog yia ta
TPOTOVTO TTOL TEPLEYOVV GELLAYAOVTION TPEMEL VAL TpoTomoinBohv avardymg.

Evoyel tov d1ubéoipmv dedopévav yio v evtepicn amogpaén amd T BifAloypapio Kot Tig
awBOPUNTEG AVAPOPES, TTOL TTEPTAUUPAVOVVY G€ 17 TEPIMTAOGEIG GTEVI| XPOVIKT| CLCYETION, BTk amo-
TPOKAN O O€ OEKO TEPMTMOELG Kot OETIKT Omo-TPOKAN O™ Kol EXAVA-TPOKAN O G€ o TepinTmon, 1
PRAC 6ewpel 6T1 1 outioAoy1Kn cuoy£Tion Heta&d g GEROyAOVTIONG Kol TG EVIEPTKNG omOPpatng
glvar tovAdyiotov gvAoya mBavn. H PRAC katédnée 6to cuunépaciia 6Tl o1 TANpopopieg mpoidvtog
Y10l TOL TPOTIOVTO TTOL TEPLEYOVV GELLAYAOLTION TPEMEL VAL TPOTTOTONHOVV avoAOY®C.

Apov e&étaoe ™ ovotacn g PRAC, n CHMP cupgmvel e ta yevikd cupmepdcoTo Kot Toug
Adyovg mov od1ynoav ot ovotact g PRAC.

AodYOoL Y10, TNV TPOTTOTTOIN 6T TOV 6p®V (OELHG(-DV) KVKLoOQOpiag
Me Bdon ta emotnpovikd mopicpoto yio ) oepayiovtion, n CHMP ékpve 6T 1 oyéom opéhovc-
KvdOvoU 1oV (TOV) PapUIKELTIKOV(-®MV) TPoioVTOG(-mV) ToV TEPEXEU-0VV) CELOYAOVTION TOPOUEVEL

QUETAPANTY, VIO TNV EMUPOAOEN TOV TPOTEWVOUEVOV GAALYDV GTIC TANPOPOPIES TOV TPOIOVTOG,

H CHMP gionyeiton v tpomonoinon tewv 0pav ddetog(-mv) kukhopopiog.
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