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IEPIAHYH TOQN XAPAKTHPIZTIKOQN TOY ITIPOIONTOX



V To @dpprako avtd TELEL LTO CLUTANPOUOTIKT TOPUKOAOVONGT. AVTO B0 ETLITPEYEL TO YPTYOPO
TPOGIOPIoUO VEDV TANPOPOPLOV OGPAAELNS. ZNTEITAL OO TOVG ENXAYYEAUATIEG VYELNG VO AVAPEPOVY
omolesdnmote mhavorloyovpeveg avemiBounteg evépyetec. BA. mapdypapo 4.8 yia tov Tpomo avapopdig
OVETOOUNTWV EVEPYELDV.

1. ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Vabysmo 120 mg/ml evéoipo dtéAvpa

Vabysmo 120 mg/ml evéoo didAvpa o Tpoyepuspévn cipLyya.

2. MNOIOTIKH KAI MIOXOTIKH XYNOEXH

"‘Eva ml diaAddpatog mepiéyet 120 mg opioudpmang.

IIpoysuiouévn cvpryya

KdaBe mpoyepucpuévn cdpryya mepiéyel 21 mg eopiodpnang o€ 0,175 ml dioddpatog. Avtd mopéyet pa
OQEMUN TocdTTO Yio. T Yopnynon wiog epdamaé 6o6omg 0,05 ml dakduatog mov mepiéyel 6 mg
QOPICULAUTNG.

DroAid0

Kdabe ouohidio mepiéyer 28,8 mg gopiowdunng og 0,24 ml Stahdpatoc. Avtd mopéyel pio oeEALUN
TocOTITA Y10 TN XOpNyNnon wiog povig 66omg 0,05 ml dtaAdpotog Tov mepiéyel 6 MY POPIGIUAUTNG.

H papiopdunn sivar Eva eEavOpmmIGUEVO AVTIG®LO TOV TAPAYETOL OE KOAAEPYELD KVTTAP®Y
Qofninc tov Onraoctikod Kivelikov Kpuntov (CHO), pe texvoroyio avacvvdvacpuévou DNA.

"Exdoya pe yvootn dpdon

KdaBe 0,05 ml droddpartoc mepiéyet 0,02 mg moAvcopPikd kot 0,07 mg vaTpio.

T tov TApn Katdloyo tov ekddy®v, BA. mapdypago 6.1.

3. DOAPMAKOTEXNIKH MOP®H

Evéoo didAivpa (éveon)

Awopavég éoc omaiilov, dypmpo £mg avolkto Kaeé-Kitptvo ddAvpa, pe pH 5,5 kot oouwtikdtTo
270-370 mOsm/kg.

4, KAINIKEX IIAHPO®OPIEXZ

4.1 OgpomevTikég evosiEelg

To Vabysmo gvdeikvotat yio t Bepancio evilikov ac0eviv pe:

. veoayyetokn (Vypod TOTOV) NAIKIOKT eKPOAGT TG WYPac knAidag (NAMD),

. Sratapoyn ¢ Opacng Aoy drafntikod owdnuatog g wypds kniidag (DME),

. daTapayn g 0poong Aoym devutepomafods O0NIATOG TG O)PAS KNAISAG amd andppaln
eAEBag tov apeiPAnotpoedong (khadikny RVO 1 kevipikii RVO).



4.2  Aocoloyio Kol TPOTOS YopNyNoNg

AVT0 TO POPUAKEVTIKO TPOIOV TPEMEL VAL YopTYEITOL A0 £VOV EEEIOIKEVIEVO 10TPO TTOL OlaBETEL
EUTEIPI0 OE EVOOVAAOEIOIKES EVECELS,

Aocoloyia

Neoayyeioxi (vypod tdmov) niikiaky expdiion e wypac kniidac (NAMD)

H cuvictdpevn 66om eivan 6 mg (0,05 ml srodvpatog) yopnyodueva pe evéoiarogldikn Eveon kdde 4
gPdopadeg (Unviaioe) yia Tig TpadTeg 3 000ELS.

211 GLVEYELD, GUVIGTATOL Ho AEL0AGYNOT TG EVEPYOTNTAG TNG VOGOL LE Bdom TV otk o&utnta
Ko/ tao ovatopkd anotedéopoto 16 1/xan 20 efdopdoeg petd v Evapén tng Bepamneiag, £161 doTE M
Oepameia vo, pmopel vo eotoptkevtel. Xe acbeveic ywpig evepyodotnta e vocov, Bo tpénetl va
e€etdleton To EVOEXOUEVO YOPIYNONG TNE PUPICIUAUTNG KGO 16 efdopddes (4 unveg). Xe aobevei e
gvepyotnTa g vooov, Ba tpénel va eEetdleTon To evdeyopevo Bepanciog kKabe 8 efdopddeg (2 unveq)
N 12 gPfdopadec (3 uveg). Eav n ontikn o&dtnta Ko to avatopkd amoteréopata aAldEovy, 10
uecodidotnua Oepaneiog Oa mpémel va TpocapuocTel avaAdymg Kot O TpETEL Vo, EQUPUOCTEL Ueimon
TOV LECOSIOOTILOTOC EGV 1] OTTTIKY] 0EHTNTA KA/ Ol OVATOMKEG TOPAUETPOL EMOEWV®OOLV (BA.
Tapdypoeo 5.1). Yrdpyovv meplopiouéva dedopéva aoparelag yio pecodtactipata Oepaneiog 8
gfdopadwv 1 Ayotepo peto&d tov evécewv (BA. mapdypago 4.4). H mapakorovdnon puetad tov
EMOKEYEWV Y10 TN Yopnynor doong Oa mpémnel va mpoypappotileton pe faor v katdotacn Tov
ac0evolc Kot Katd TV Kpion Tov wTpov, aAld dev vapyel omaitnon yio pnvicic Topakoiovonon
UeTaED TV EVEGEWV.

Aiwazopoyn e opoonc Loyw diafntixov oidnuozoc e wypac kniidac (DME kai devtepomabéc oidnuoa.
71C WYPAC KknAidog amo amdppaln pléfac tov augifinarpocidoic (RVO)

H cuvictdpevn 66om givan 6 mg (0,05 mL draAdpatog) yoprnyodueva pe evoodaroeldikn éveor kabe 4
ePdopdoeg (unviaiong). Mropet va ypelastody 3 1| TEPIGGOTEPES SLODOYKEG, UNVIOIEG EVECELS.

21 ouvéyela, 1 Bepameio EATOUIKEVETOL YPNCUYLOTOIMVTOG L TPOCEYYIoT Oepomeiag-Kal-emEKTAoNG.
Me Baon tnv kpicn Tov 1Tpod GYETIKA LE TNV OTTIKT 0EVTNTO KOV TO OVOTOUKG OTOTEAEGLOTO TOV
000gvog, T0 LECOOAGTAOTA TOV 00GEMV UTOPEl va enektafovy, Le TpocavéNcelg uéypt Kot 4
gfodoudoec. Edv 1 otk 0&0TNTO KOV TO OVOITOUIKG, ATOTEAEGLOTA OALAEOVY, TO LEGOSLAGTNUO, TOV
d0CEMV TPEMEL VO, TPOCAUPUOGTEL OVOAOYMG, KOl LEIMOT TOL HeGOd0GTALATOG Depameiag mpEmet va
EQUPUOCTEL €V M OTTIKT 0EVLTNTO KOVT Ol AVOTOUIKES TapdpeTpot emdevebovy (BA. mapdypaeo 5.1).
Meocodwomuato Oepomeiog pikpdtepa v 4 efSouddmy Kot pueyorlvtepo Tmv 4 unvav uetaéd tomv
gvéoemv dev €yovv peietnBei. H mapakolovOnon petald tov emokéyemy yio ) xoprynomn 66ong o
npénel va mpoypappatiletat pe fdorn Ty Katdotaor Tov 0chevoig Kot Katd Ty Kpion Tov 1atpob,
OAAG dev VITAPYEL aOiTNON Yo unviaio TopakoAovdnon petad TV EvEGE®V.

Aiépkeia Ospameioc

Av106 T0 POapUaKEVTIKO TPOIdV TpoopileTal yio pakpoypovia Oepameia. Edv ) ontikn o&dtnta kavn ta
OVOTOLKG, OTOTEAEGLOTO DTTOSELKVOOVY OTL 0 060gVIG dEV ENMPELEITOL GO Tr GLVENLOT) TG
Oepaneiag,  Oepaneia Oa npénel va doukdmTETOL.

Aoon mov kaBvotépnoe 1 wopalsipOnke

Edv po d6om kabvotepnost | maparelpdel, o acBevig Ba mpénet va emotpéyet yia va a&toroyndel
omd 1Tpo otV enOUEVT dlaBoiun emicKeyn Kot vo Guveyicet T 60GOAOYN O™ KOTA TNV KpioT Tov
Tpov.



Eidixoi whnBvouol

Himawuévor

Agv amaiteitol Tpocappoyn g 60omg og acbeveic nikiag 65 etdv kot ave (PA. tapdypoeo 5.2). Ta
dedopéva acpalreiag og aobeveic e NAMD ko RVO > 85 et@v givon mepropiopéva (PA. mapdypapo
4.4).

Negpixn ovolertovpyio.
Agv amaiteitol Tpocappoyn g 60omg oe acbevei pe veppikn dvciettovpyio (BA. Topdypago 5.2).

Hrozikn dvalerrovpyio
Agv amaiteitol Tpocapuoyn g doong oe acbeveic pe nratikny ducAertovpyio (PA. Tapdypago 5.2).

Taidrazpiros minBoouog
Agv VILApYEL GYETIKN YPNOT CVTOV TOL POPUUKEVTIKOD TPOTOVTOG GTOV TAUSLATPIKO TANOLGUO Y10, TIC
evoeieic NAMD, DME kot RVO.

Tpdroc yopnynong

Movo yia gvdoiarogdikn yprion. Kabe mpoyepiopévn cdpryya 1 ororido Bo mpémetl va
ypMolLoTotEiTan Yo T Oepameia Lovo evoc 0pOUALOD.

To Vabysmo 0a npénet vo embempeiton omtikd yio, v Vaopén couaTidiny Kol amoypOUaTIcUd TPy
amo TN Yopnynon kati, ebv mapatnpndel KATL TETO10, 1| TPOYELIGUEVT GUPLYYO 1 TO PLaAido Ot Ba
TPEMEL VO YPTCLLOTOLEITOL.

H dwdikacio g evoobarocidikng éveong Oa mpénel va dievepyeitol vId donmreg cuVONKES, Ol 0Toieg
TEPIAAUPAVOLV TN ¥PNOT XEPOLPYIKNG OVTIONYING TV YEPIDV, ATOCTELPOHUEVOD YEPOLPYIKOD TESIOV
KoL 0mOGTEPOUEVOL PAePapodiacTorén (1] 10odvVauov). [Tpv amd ) dievépyela TG EVOOHOAOELIIKNC
dwadkaciog, Oa mpémetl va e&eTaleTon TPOGEKTIKA TO 1ATPIKO 1GTOPIKO TOV 0.eBevoDg Y1o avTIdpAcELg
vrepevarcnociog (PA. mapdypaeo 4.8). Qo npémel va yopnyeiton enapkng avorsOnocio Kot va
YPTCULOTOLEITOL TOTTIKO LKPOPLOKTOVO EVPEOG PAGLLOTOC Y10, TV ovTIoNYio Tov TEPLo@Oaipkon
dépLOTOC, TV PAEQAP®V Kal TNG EXPAVELNS TOV 0QOUALOD TPV OO TNV EVECT).

Lpoysuuouévy oopiyyo,

H mpoyepicpévn oOpryyo mepiéyet mepiooeto dykov. H mepicoeia tov dykov npémetl va amofaiietal
TPV OO TNV EVECT] TG CLVICTOUEVNG 000N C. H éveomn oAdKANPOL TOV GYKOL TNG TPOYELGHEVTG
oVPLYYOS UTOPEL VOL 00N YOEL GE VTTEPOOGOAOYIAL.

IMa vo amofdiete T puoaAideg aépa poll Pe TV TEPICOELN TOV PAPLAKEVTIKOD TPOTIOVTOG, TIECTE
apyd ™ papoo Tov epPforov Emg 6Tov TO KATM AKpo TOL BOALOV TOV EANGTIKOD TOUATOG VA
gvbuypapuiotel pe v évoeién d6ong 0,05 ml (BA. Tapaypdeovg 4.9 kot 6.6).

H BeAdva éveong pe piktpo (meprrappdvetar otn cvokevacia) Oa mpénet va giodyston 3,5 éwg 4,0 mm
oW A0 TO GKANPOKEPOTOEIDEG OPLO PEGT GTNV VAAOEIDIKT] KOIAOTNTA, ATOPEDYOVTAG TOV 0pILOVTIO
peonuPpwvod kot otoyedovtag Tpog to KEVIPO Tov PorPov. O dykog éveong tav 0,05 ml yopnyeitol ot
cuvéyela opyd. [ Tig emdueveg evéoelg Oa mpémet va Yp1GILOTOLEITAL SLOPOPETIKO GNLELD TOV
oKANpoL ylrTdVva.

Diohidio

H Beldva g éveong (30 gauge x Y% ivtoa, dev mepthopPdveton ot cvokevacio) 0o Tpénet va
glodyeton 3,5 £wg 4,0 MM wico omd T0 GKANPOKEPATOEIDEG OPLO EVTOG TNG VOAOELIIKNG KOILOTNTOG,
ATOPEVLYOVTOC TOV 0pLLOVTIO HECT|UPRPIVO KOl GTOYXEVOVTOG TPOG TO KEVTPO TOL PoAPoV. XN cuvEyELo,
0 6ykog 0,05 ml g éveong yopnyeitar apyd. I'a tig emdpeveg evéoelg Ba mpénet va ypnotpomondei
éva O10popeTIKO onpeio oTov GKANPO YLTdVva.



TTopakorovOnon petd v £veon

Metd v éveon|, k4O apnoUOTOINTO PAPUOKELTIKO TPOTOV 1 LIOAENO O TPETEL Vo, amoppinTeTOL
GUUPOVE, LLE TIG KATO TOTOVG 10YVOVGEG OYETIKEG SLOTAEELS.

Apéomg petd v evoobarogldikn éveon, ol acbeveic Ba mpémetl va mapakolovBovvtot Yoo adEnon g
evoopBdiog Tieong. H katdAinin maparxorovbnon puropel vo teptiapPivetl ELeyy0 adT®ONS TNG
KEPOATNG TOV OTTTIKOV VELPOV 1| TovopETpnon. Edv amatteital, Oa mpénet vo vdpyet dtobéotuog
OTOGTEPMUEVOS EEOTAIOUOG TOPAKEVTIOTG.

Metd v evéobaroeldikn éveor, ol acBeveig Oa mpénet va AapuPdvouy 0dnyiec MOTE Vo avapEPOVV
Y®pic kKabvoTépnon Kabe COUTTOO TOV UTOPEL VO VTTOONADVEL EVOOPOUAUITION (7.}, ATMAELN
opaong, ahyog opBodpov, epubpotnta o@BaAL0V, poTtopofia, Odupog dpacnc).

IMa 00nyieg oyeTIKA pE TOV YEPIOUO TOL PUPUAKEVTIKOD TPOIOVTOG TPV otd TN Yoprynomn, PA.
Tapaypapo 6.6.

4.3  Avrevosieag

YrepevoioOnoia 6tn dpactikn ovsia 1} 6 KAmo1o amd To £KO0Y TOV AVAPEPOVTL GTNV TAPEYPAPO
6.1.

Evepyég 1) mBavoroyovpeveg opBolpkég 1 meplo@Boipcég Aotuméers.
Evepyn evdopOdio pieypuovn.
4.4  EwKég TPOELOOTOU|GELS KU TPOPVAAEELS KATA TN Y(p1o1)

Iyvynloowdtro

ITpokeévov va Bertiwbel 1 yvnAacuodTnTe TV PLOAOYIKMOV QOPUOKEVTIKOV TPOIOVI®V, TO GVOUQ
Kol 0 aplOUOG TOPTIONG TOL YOPYOVLEVOL PAPLLAKOV TPETEL VO, KATAYPAPETAL L€ GOPVELOL.

Avtidpaoceic oyetilduevec pe tnv evooHaloeldikn £VEoT

O1 ev30LOAOEIOIKEG EVEGELS, CUUTEPIAAUPAVOLEV®Y OVTOV LE TI QOPIGIUAUTT, EXOVV GUCYETIOTEL e
evooQBoAUiTIdO, EVOOPOAAULN PAEYLOVT], PNYHOTOYEVH] OTOKOAANOT TOV aAUEPBANGTPOEd0VS, pPrEN
TOV QUEIPANGTPOEIB0DS Kol LOTPOYEVT TPOLLOTIKO Katappdktn (BA. mapdypapo 4.8). [Ipénetl mdvtote
Vo e@appolovtal 0l 6moTEG AONTTES TEXVIKES £veong Katd tn yoprynon tov Vabysmo. Ot acbeveic Oa
TpEmEL va, AapPavouy 0dnyieg va avapépouy KiBe GOUTTOA, OTMG AAYOC, ATMAELN OPACTG,
ootopofia, BoAn 6pact, pooyieg 1 epuBpodTNTO TOL Eival LVTOONAMTIKE EvdoPOUAUiTIOOG 1
0m01EGOMTOTE OO TIC TPpoavapepeioec avemBounteg evépyeleg ympic Kabvotépnomn, MeTE va eivat
€QIKTN 1 &yKOpn Kot KATAAANAN avtipetdmion. Ot acbeveig pe avénpévn cuyvotnta evEcemv Umopet
va StoTpéxovv owEnuévo Kivouvo emmAOK®Y 0o T JedIKGia.

Avénoeic evoophdiac mieong

"Eyxovv mopatnpnbel mapodikég avénoeig g evéopdaiog nicong (EOIT) (evtog 60 Aemtdv amod tnv
€vOOLOAOEIOIKT £VEDT, CULTEPIAUUPOVOLEVOV Kl TV EVECEDV UE Qaptotudumn (BA. mapdypago 4.8).
Amauteiton Wiaitepn mpocoyn og aceveic e YAaOKoUo Tov dev eEAEYYETOL EMAPKAOC (UNV EKTEAEITE
éveon pe Vabysmo 6tav EOIT eivon > 30 mmHg). e 6Aeg tig mepurtdoelg, toco 1 EOIT 660 kot n
OUATOOT) TN KEPOUANG TOL OTTIKOV VEVPOL TPEMEL VAL TOPAKOAOLOOVVTOL Kot VoL YIVETOL KATAAANAN
dwoyeipion tovg.



2VOTNUOTIKEC EMOPAGELS

"Exovv avaeepbel cuotnpatikd avemifounta copPdvta, 6To 0moio GLYKATUAEYOVTOL OpTPLOKA
OpoppoepPorikd couPavta, HeTd amd evOOHUAOELSIKT] EVECT] AVUCTOAE®DVY OlYYELOKOD EVOOONALOKOD
avéntikov mapdyovto (Vascular endothelial growth factor, VEGF) kot vdpyet £vag Oewpntikdc
Kivouvog Ott awtd pmopel vo oyetiCovrat pe v avactoin tov VEGF. Eva younid mocooto
eUPAaviong aptnplakav Bpopfoepforikmv cuufaviov Tapatnpnnke oTig KMVIKEG SOKIUES [E
eaplopaunn o€ acbeveic ue NAMD, DME kot RVO. Avto givatl mopopoto e ekeivo mov
avapépbnke o AAAeg KAMvikég dokipuég pe avti-VEGF avactoleic o acbeveic. Yrdpyovv
TEPLOPIOUEVA DEDOUEVO GYETIKA LE TNV aoPAaieln TG Bepaneiog pe papioudunn o acbeveic pe DME
pe vynAn aptnprokn migon (= 140/90 mmHQ) ko ayyewokn voco kot og acBeveic pe NAMD kot RVO
niwiog > 85 et@v.

Avocoyovikdtnta,

Kabdg mpdretton yior o 0epamentiky TpoTeiv, VTAPYEL N TOAVOTNTA AVOCOYOVIKOTITOG LLE TN
oaplopapnn (PA. mapdypaeo 4.8). Ot aceveig Oa mpénet va Aappdvovv 0dnyieg vo eviUep@®VOLY TO
10TPO TOVG GYETIKA LLE OTOLOONTOTE GTUELD 1] CUUTTAOUOTO EVOOPOAALLOG PAEYUOVIS, OTTWC OTMAELD
opaong, Ahyog Tov 0PBaALOD, avENEVT evausincia 6To PGS, LVoyieg 1 ETOEVOVEVT] EpLOPOTNTA
oV 0QOAALOV, Ta 0TOl0 UTTOPEL VL ATOTEAODV KAVIKA ompeio oV amodidovtal o€ vaepevaictncia
&vavtt g eoaplotpnaunng (PA. mapdypagpo 4.8).

Aungotepomievpn Oepaneia,

H ac@dieia Kot 1 amoTEAECUOTIKOTNTA TG QOPICILAUTNG XOPTNYOVUEVNG Kot GTOVS 500 0pOaAovg
TavtoOYpova Oev £xovv peretndel. H appotepodmievpn Bepaneio Bo pmopovoe vo mpokaAEoel
OUPOTEPOTAEVPEG OPOOAUIKES aveETIBOUNTEG EVEPYELEG Ka/T] SUVNTIKA VO, 001 YNGEL 6E avENom g
ouoTnpHaTIKnG £kBeong, 1 omoia Bo propovoe va awénoet Tov Kivouvo GLGTNUATIKGOV oveTIBOUNTOV
gvepyelmv. Méypt va Kataotovv d100éc1a 000UEVA Y10, AUPOTEPOTAEV PN ¥PNOT, VTOG vl EVOC
BepMTIKOC KIVOLVOG Y10 TN QOPIGIUAUTY.

Tavtdypovn ypnon dAlev tapoyoviev ovil-VEGF

Agv vapyovv S1a0Ec1e SEG0UEVA Y10 TV TAVTOYPOVT] YP1ON TG PUPICIUAUTNG LE GALD
QapuakeLTtikd mpoidvra avil-VEGF otov 1610 0p0aiud. H eapiodunn de Oo mpémetl va yoprysitot
TAVTOYPOVA [E GALD PapUOKELTIKA TTpoiovTa avTl-VEGF (cvomuotikd 1 oeBoiuika).

Xpnon GAAmV BeAOVOV £VECTC LLE TNV TPOYELCLLEVT] GLPLYYO.

Xpnoiponoteite Ty Tpoyeiopévn cvptyya uovo pe t Pedodva Eveong pe giltpo mov
oLVUTEPTAAUPAVETAL 0TI GLOKEVAGTN. AV VIAPYOLY JBECTUN KAIVIKA OECOUEVA GYETIKA LLE TN YPNON
AV PEAOVOV EvEOTG LLE TNV TTPOYEUICUEVT) GUPLYYAL.

IIpocwpwvn drakonn tne Oepomeiog

H Bgpancio O wpénet va dtakdmTeTal TPocmpvd o€ acBevels pe:

. Pnypotoyevn amokoAAnom tov apeiBAnctposdoic, omég wypds knAidag otadiov 3 N 4, pnén
apeipAnotpogidovg. H Bepaneia e o mpémet va Eavapyilel £mg 6Tov eméAbel emapKng
OTOKATAGTACT).

. Meimon g kaddtepa dtopbopévng ortikig o&vtnrag (Best Corrected Visual Acuity, BCVA)
mov oyetileton pe ) Bepomeio > 30 YpApUpUaTO CLYKPITIKE e TNV TEAEVTAiO agloAdyNnon TG
omtikng o&utnrac. H Bepoameio 0e Oo mpémetl va Eavapyilel vopitepa omd v emduevn
npoypoupatiopuévn Bepameio.

. Evdop8diua mieon > 30 mmHg.

. YropeifAnctpoeldikn apoppayio Tov UTAEKEL TO KEVIPIKO Pobpio 1, edv T0 péyebog tng
apoppayiag givar > 50% g cuvoAKnG TEpLoyNG TG PAAPTS.



. AtevepynBeica 1 TPOYPAUUOTIGUEVT EVOOQOAALLO XEIPOVPYIKT EXEUPACT] EVTOG TV
mponyovuevemV N TV emopevayv 28 nuepwv. H Bepaneia dev Ba tpénel va Eavapyilel vopitepa
amo TNV EMOUEVT TPOYPOUpaTIoUEV Depameia.

Pnén perdyypov emnAiiov tov au@iAnctpostdonc

H p1én tov peddyypov embniiov tov apeifinotpoeidoig (RPE) ivar pio emmhoxn g amokoAAnong
Tov perdyypov emBniiov (PED) oe acbeveig pe NAMD. Ztovug mapdyoviec Kivdvvov ov oyetilovtan
pe v avdmtuén piéng tov perdyypov emBnAiov Tov AUEIPANGTPOEIOOVG LETA amd Bepameia e
mapdyovteg avt-VEGF yio tpv NAMD mepiapfdveton 1 peyddn Kov n vynin omokoAAncn Tov
peAdyypov emniiov. Katd v évapén g Bepaneiog pe QopIoLdUnn, amalTelTol TpOoGoy o8
ao0eveig |1 TOVC GLYKEKPIUEVOVC TTaPEYOVTEC KIVOHVOL Yo pHiEEIC TOL LEAAYYPOV ETONAIOL TOV
apeipAnotpogidong. Ot pi&eig RPE eivan kowég oe acBeveig pue NAMD pe PED, ot ontoiot Aappdvouv
Oepaneia pe avi-VEGF mapdyovteg evooborogldikig xopnynong COUTEPIAAUBOVOIEVIC TNG
eaplopaunns. Yanpée vynidtepn cuyxvomra piiéne RPE oy opdda g poapioipwaumng (2,9%) ot
obvykpion pe v ouddo tov aflibercept (1,5%). Ta nepiocodTepa cuuPavta cuvépnoov Katd T @don
QOPTIONG KO TAY NG £MG UETPLAG PaphTnTag, yopig enidpacn otnv dpaon.

ITAnBvopoi pe mepropiopéva dedouva

Yrdpyel mepropiopévn povo sumeipio ot Beponeio acbevav pe NAMD kot RVO > 85 etdv kot
acOevov pe DME pe dafnimn tomov I, acbevaov pe HbALC vynAidtepn amd 10%, acBevav mov
draTpéyouy VYMAO Kivovvo Tapayyikng dtapntikng aueipAnoctposidonddeiag (DR), pe vymin
aptnplekn migon (= 140/90 mmHQ) kot oyyelokn vOGO, TOPOTETAUEVE LECOOOGTIHOTO dOGEDMV
uikpotepa tov kabe 8 efdouddwv (Q8W) 1 acbevav ue NAMD, DME kot RVO ue evepyég
GUOTNUOTIKES AOIUMEELS. YTAPYOVY TEPLOPICUEVEG TANPOPOPIES AGPAAELNS CYETIK LLE TOPATETAUEVOL
pecodaoTNUATO 0060A0YNoNG 8 EfSoUAdV 1) AlydTEPO KOl AVTA UTopel va oyeTilovTol pe vYNAOTEPO
Kivouvo oQBOALIK®OV KOl GUCTNUATIKOV AVETLOOUNTOV EVEPYELDY, CUUTEPIAOUPAVOUEVOY GOROp®DY
avemBountov evepyeldv. Eniong, dev vrdpyet eumeipio ot Oepomeio pue popioudunn e dtopnrikode
acBeveic | acBeveic pe RVO pe pn eheyyopevn vréptaon kat acheveig pe RVO mov €xouv amotidyet
pe mpornyovpevn Bepaneio. O watpog Ba mpémet va Aapfdavel voyT ovtn TV EAAENYT TANPOPOPLOV
Katd tn Oepameia ovTOV TOV 000EVOV.

IleprektikdTnTa 6€ VATPLO

AVt 10 PaPROKELTIKO TTPOidV eptéxel Aydtepo and 1 mmol vatpiov (23 mg) avd 66o1, dnAadn eival
OVLCLUGTIKA «EAEVBEPO VaTpioL.

TIeprektkdnra o€ molvocopikd

Av16 10 PappokevTiKd Tpoiov mepiéxet 0,02 mg ToAvcopPikovd avd doon 0,05 ml. O acbeveic pe
vrepevatcinoia 6to moAvcopPikd dev mpémel va AapBdvovy avtd To EapUaKO.

Exnmodsutikd vk

Ot cuvtayoypoapovvteg Ba mpémel va eivat eE0IKEIMUEVOL LLE TOV 001Y0 Y10 TOV acBev oL £xel
ETOLUAOTEL Y10, VO SIOCPOMGOTEL 1] ETLYVOON T®V GNUEI®V KOl TOV CUUTTOUATOV TNG EVOOQOGApLOG
QAEYHOVIG KoL TNG EVOOPOUAUITIONG Kot Bo TPETEL VO TOV TTOPEYOVY GTOV ACOEVI)/ PPOVTIOTY|
eEnydvtag avtd To cupPavTa.

45  Aliemopacsig pe GALO QUPUOKEVTIKA TPOTIOVTA KOl GAAEG HOPPES aAINAETIOPAGTG

Agv &yovv poypatonomei perétec adinieniopacng. Me Bdor to Plopetacynuatiotd Kol Ty
amofoAn g papioaunng (BA. mapdypao 5.2), dev avapévoviol aArniemdpdaoels. Qotdc0, N
oaplopaunn o Ba mpémet va yopnyeitotl Tavtdypova pe dAlo cuotnuatikd 1| opBaipikd avti-VEGF
QP UAKELTIKG TPOiovTa. (PA. mapdypao 4.4).



4.6 TovipdtnTa, KOO KoL yolovyia

T'vvaikeg o€ avamapay®yikn nAkio

Ot yuvaikeg aoBeveic og avamapaywykn nAtkio 0o Tpémetl va Yp1noLUOTOI00V ATOTEAEGLLOTIKY
OVTICOAAN YN Katd T Stdpkela e Bepameiog Kot Yo TOVAGYIGTOV 3 UVES LETH TNV TEAEVTOLN
€VOOVAAOEIDIKT] EVEST] TNG POPICILAUTNG.

Kvnon

Agv datiBevton 1 elvar TEPLOPICUEVE TO KAVIKG OEO0UEVO GYETIKA LE TN YPNOT TNG PUPLCIUAUTNG GE
£€ykvo yovaika. H cvompotikni ék0eon o1 @aptoipdunn petd amd opBoiiukn yopnynon sivat
YOUNAR, 0AAG AOY® TOL PnNYoviopol dpaong g (dnA. avacstoin tov VEGF), n papioipndunn npénet
va Bewpeitar SuvnTikd Tepatoyovoc kot epPpvotolikn (BA. Topdypao 5.3).

H papioipdunn dev mpénet va ypnoUoToleiTol Kot T SIUPKELD TN EYKVHOCVVNG, EKTOC Kol EAV TO
mBovo 0perog avtiotaduilel Tov mBavo kivouvo yia o Epppuo.

OnAacpos

Agyv givorl yvooTo €6v 1 QOPICIHAUTT AmEKKPiveTal 610 avOpdmivo ydAa. O kivovvog ota
veoyévwnto/Ppéen mov OnAdlovy dev pumopei va amoxkeiotei. To Vabysmo dev npénet va
YPMOLOTOEITAL KT TN S1dpKeLd Tov OnAacpov. [pénet va anopaciotel edv Ba dtakomel o Oniaocudg
1N Ba daxomel/Ba amopevyBel  Bepameio pe popiouaunn, Aapfdavovtag voyn o 6PELOG TOL
OnAacpov yia to modi Kot o 6pelog TG Bepameiog yio T yuvaika.

Tovipémra

Agv TapotnpnOnkay eTdpPACELS GTO AVOTOPAYOYIKE OPYUV 1] GTY] YOVILOTNTO GE L0 LEAETN
dapkelag 6 unvav o mhnkovg cynomolgus pe tm eopiodumn (BA. mapdypago 5.3).

4.7 Emopacseig 6Ty IKOVOTNTA 001]Y161)G KO YELPIGHOV Y UVIILATOV

To Vabysmo pmopei va £yl pukpn exidpacn oty KovoOTTo 001 yNoNG Kol XEPIGUOD UNYOVILATOV.
[Ipocmpvég omTikéG SraTtapayEg UTOPEL VoL TPOKOWOLY LETA TNV EVOODAAOEISIKN EVEGT] KOL T1 GYETIKN
opBoiporoyikn e&€tao). Ot acbeveic dev mpémel va, 031 YOUV 1 VA, YPTCLULOTOIOVY UNYAVILLOTOL £C
OTOV 1) OTTIKT AEITOLPYIN AVOKAUWYEL ETOPKADG.

4.8  AvemOovunteg evépyeleg

20VOYT TOL TTPOPIA OLGPAAELOS

O1 mo ovyvd avapepopeves ovemBounteg evépyeleg Ntav katappakms (10%), owpoppayio Tov
emme@LKoTa (7%), 0moKkOAANoT ToV VAA0EB0VE Mdp0ToG (4%), EOIT avénuévn (4%), e€1dpduata Tov
varogwovg copatog (4%), movog tov o@Boipod (3%) war pnEn pekdyypov embniiov ToL
apepAnotpogtdong (NAMD povo) (3%).

O1 o cofapég avembounteg evépyeieg Ntav poyoewditda (0,5%), evéopbaipitida (0,4%), voritda
(0,4%), pnén tov auePinotpocdovg (0,2%), pnyHaToyEVAS omokOAANGOT TOL apEPBANGTPOEd0DG
(0,1%) kot tpavpatikdc katappdrg (< 0,1%) (BA. mopdypago 4.4).

Koatdroyoc tov avemtBountov eVEPYEIOY GE LOPQON TIVOKO,

Ot avemBounTeg evépyeteg Tov avaeépOnkay o€ KMVIKEG HEAETEG N KATA T SLOPKELD TNG
TOPOKOAOVONONG HETA TNV £YKPIOT) TOPOTIOEVTOL GOUPOVE LLE TNV KOTNYOPio/0pyaviKOd GUGTNIO TG
Baomng dedopévov MedDRA kat ta&vopoidvial ové cuyvotnta pe m xpnon g akoélovbne coufoong:
[ToAv ovyvég (>1/10), ovyvég (=1/100 €wg <1/10), oyt ouyvég (=>1/1.000 émg <1/100), omdvieg
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(>1/10.000 éwg <1/1.000) 1} un yvootrg cvyvotnrag (dev pmopodv va ektiunBovv pe Bdon ta
dBéoipa dedopéva). Evtdg kdbe katnyopiog cuyvotntog, ot avemBounTeg evépyeleg mapotifevion

Katd POivovsa celpd cofopoTnTaC.

IMivakog 1: ZoyvetnTteg avemOupunTOV EVEPYELOV

Katmyopia/opyaviké cootnuoe copgova pe ) paocn dsdopévov | Katnyopia coyxvotnyrog
MedDRA

Awotapayés Tov 0@0aipov

Koartappdkng YoyvEg
Aoppayia Tov emmepukoOTOL Xoyveg
AmokOAANGT TOV VAAOEIOOVE GOUOTOC Suyvég
Evoop0diua wicon avEnuévn 2oyvEC
E&15popata Tov vaAoedo0g COUITOG YoyveEg
Prén peldyypov embnAiov tov ap@PANcTpoEdovs (LOVO Yo TV Xoyvéc
nAMD)

[1ovog tov 0@BHaApo Suyvég
Exdopd 100 KePTOEOOVC Oy ovyvég
Epebiopdg tov 0pBaipoh Oy ovyvég
Aaxpoppota, avEnpévn Oyt suyvég
Odupog 6pacng Oy ovyvég
Kyvnopdc tov opBaipon Oy ovyvég
Avcpopia Tov 0QOUALLOD Oy ovyvég
Ymnepaipio tov oeOoALoD Oy ovyvég
Ipitioa Oyt suyvég
Ontikn o&dTNTO pE®pEVN Oy ovyvég
Payoedition Oy ovyvég
EvéopBaipitidon Oy ovyvég
AicOnon &Evov ocdpaTog Oyt suyvég
Aoppayio ToL VOAOEIOVE CHOUOTOG Oyt ouyvég
Y oditioa Oyt ouyvég
Iptdoxvichitidn Oy ovyvég
Ymepatpio Tov EMmepuKOTU Oy ovyvég
AAyog katd TV enépPoon Oyt suyvég
Pnén apeipinctpocidoig Oyt ouyvég
Pnynatoyevig amokoAAnen tov apupiBAnotpoetdoie Oy ovyvég
Ontikn 0&EVTNTA LEWOUEVT TOPOSTKE Xrdvieg
TpavpatiKdc KaTappaKTNg Xrdvieg
Ayyetitido Tov auPPANGTPOEIdONG* Mn yvooTiG GLuXVOTNTOG
ATOQPOKTIKN oyYeEUTIO0 OUPIBANGTPOEIdOVC™ Mn yvooTiE GLuXVOTNTOG

Ot 6pot Tov onueidvovtar e aotepioko (*) elval avemBOUNTEG EVEPYELEC TTOV £XOVV EVIOTIOTEL LiE Bdon
avBopuNTES AVAPOPEG PETA TNV KUKAOPOPia TOV @apudiov oty ayopd. Exeldn avtéc ot avtidpdoelg
avapépovtal avbopunta amd Evav TAnduoud apépfatov peyéboug, dev givar mavta duvatd vo exTiunOel
0ELOTLOTA 1| GLYVOTNTA TOVG.

TIeprypoen emieyuévmv ovembountwy EVEPYELMV

Ayyeritidoa tov Aupipinorpoeioovs kar Amoppoxtiky Ayyetitido. Aupifinotpogidods

YMAVIEG TEPMTMGELS OYYEUTIONG TOV  OUQEIPANCTPOEIOOVC KOV  OTOQPOKTIKAG  OyYEUTIONG
OUEIPANGTPOEIOOVG £YOLV avapepBel avBdpunTa 6TO TAOIGL0 PETE TV KVKAOPOPi TOL PUPLAKOL GTNV
ayopd (PA. moapdypago 4.4). Ayyeitido TOL OpEIPANCTPOEOODS KO OTOPPOKTIKY OyYyEUTION
apeipAncTpoedong Exovv emiong avapepbel oe acbeveig mov éhafov Oepameieg evOOLAAOEIOIKNG

xopfiynone.



AvemBounteg evépyeleg mov ayetilovial ye ™V KaTiyopio. o0 TPOiovIog

Yrdpyel évag Oewpntikdg kivovvog aptnplakmy Opopupoepforlikdv cupfavimv, cUUTEPIAAUPOVOUEVOY
TOV EYKEPAAIKOD KOl TOV EULPPAYUATOG TOV HVOKAPIIoV, UETE amd VOODOAOELDIKT XPTOT| OVOGTOAEDY
tov VEGF. Mia younAn cvoyxvotmnta apmplokdv Opoufoeupforitkmv coupdviov mopatnpndnke otig
KAWIKEC SOKIHEG TNC eaplouaumng o€ acbeveic ue NAMD, DME kot RVO (BA. mopdypagpo 4.4). e
OMeg T1g evoeielg, oev mapatnpnOnke a&toonuein dapopd HETAED TV opadmy mov Elafav Bepameio
LE QOPIGIULALITT KOl [LE TO GLYKPITIKO TapAyovTa.

Avocoyovikdtntao

Yrdpyel mbovotnto avocoamokplong oe acbeveic mov Aapupdvovy Oepaneia pe eapiouduan (PA.
Topaypa@o 4.4). Metd and docordynon pe popropdunn yio éoc kot 112 (nAMD), 100 (DME) kot 72
(RVO) gpdouadeg, avtioduato Kot e apiotudumng mov eppoviotnkoy pe m Oepomeio
aviyvevdnkav og wepinov 13,8%, 9,6% «ot 14,4% tov acbevav ue NAMD, DME kot RVO 7ov ftav
TUYOLOTOMUEVOL OTN QapLeUdumn avtiototyo. H khvikh onuacio Tov aviicoudtov Kotd g
QOPIGIUAUTNG Yot TNV acPAAEL Ogv glval capng ent Tov mapovtoc. H cuyvotnta g evoopOaipiiog
QAEYUOVIG 6€ BETIKOVG Y10 AVTICOUOTO, KATd TN poptoudunne acbeveic rav 12/98 (12,2%, nAMD),
15/128 (11,7%, DME) ka1 9/ 95 (9,5%, RVO), ka1 6 apvnTikohg Y10 ovIIoOUATO EVOVTL TNG
eapodunng acbeveic frav 8/562 (1,4%, nAMD ), 5/1124 (0,4%, DME) kot 10/543 (1,8%, RVO). H
GLYVOTNTA TOV GOPaPOY 0QOUALIK®Y OVETIBOUNTOV EVEPYEIDV GE BETUCOVS Y10, AVTICOUOATA KATH TG
eoploudunne acbeveic frav 6/98 (6,1%, nAMD ), 14/128 (10,9%, DME) xa1 7/95 (7,4%, RVO) ka1
0€ QPVNTIKOVG Y10, OVTIOMUATO EVOVTL TNG QopIotpdunng acbevei fitav 23/562 (4,1%, nAMD),
45/1124 (4,0%, DME) xou 34/543 (6,3%, RVO). Ta avtic®pata Kotd e apiotuaunng o
GUOYETIGTNKAVY LE EMOPACT GTNV KAVIKH OTOTEAEGUAUTIKOTNTO 1 OTN GLGTNUOTIKY POPUOKOKIVITIKT.

Avopopd ThavorloyoOuevev aveTOOUNTOV EVEPYELDY

H avopopd mBavoroyodpuevemy avemiBountmy evepyeumv HeTd amd T Yop1yNno” Adelc KKAOPOpiag
TOV PAPUAKELTIKOD TPOTOVTOG elvar onuavtikn. Emtpénet tn cuveyn mapakoiovdnon g oyéong
0PEALOVC-KIVOVVOL TOV QOPHOKEVTIKOD TPOTOVTOG. ZnTeital and Tovg enayyelnatieg vyeiag va
AVOPEPOVV OTTOEGONTOTE THAVOLOYOVUEVEG OVETIBVUNTEG EVEPYELEG LECH TOV EBVIKOD GLGTNLLATOG
avaopdg mov avaypdeetol oto [Hapdptnpa V.

4.9 Ymnepodocoroyia

H vrepdocoroyia pe 6yko Eveong LeYOADTEPO GO TOV CUVIGTOUEVO UTOPEL Vo TpokaAécel abénon
g evooeOaAag Tieons. Xe mepintmon vepdocoroyiag, 1 EOIL Oa mpénel va mapakolovbeiton Kat,
€dv 0 Bepdmmv 1atpdg Kpivel 0Tt eivor avaykaio, Oa mpémetl va Eekivioetl kKaTtdAANAN Bepameio.

5. DAPMAKOAOI'IKEX IAIOTHTEX

51 ®@appoxodvvopikés 1010TNTES

Ddoppokobepamentikn katnyopic: OEOAALOAOYIKA, AVTIVEONYYEI®TIKOT TOpayoVTES, Kmdkdg ATC:
SO01LA09

Mnyoviopdc 6pdonc

H gaproaumn givar éva eEovBpomiouévo avticopa avocoopaipivng G1 (IgG1) duming eidikdtntag,
7O 07010 dpat LEGM AVOGTOANG SVO SLUKPLTM®V 00V, e EEOVOETEPMOT) TOGO TNG QY YELOTOTIVIC-2
(Ang-2), 660 kat Tov ayyelakob evéodnAlakod avéntikon mapdyovia A (VEGF-A).

H Ang-2 mpokadel ayyelakn aotdbeia, endyovrag v amootadepomoinon tov evéobniiov, v
OTTAOAELN TOV TEPIKVTTAPMVY KOL TNV TUOOLOYIKT| Oy YELOYEVEDT], EVIGYVOVTOG LE VTS TOV TPOTO TNV
ayyelokn dtoppon Kot T eAeypovn. EvaicOntomoiei eniong to aipoeopa ayyeia ot dpdon tov
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VEGF-A, odnydvtog o€ mepattépm ayyslokn amootabepomnoinon. H Ang-2 ka1 o VEGF-A dpovv
GUVEPYIKE GTNV aOENCN TNG QYYELOKNG SLUTEPATOTNTAG Kot T OEYEPOT TG VEOUYYEIMONG.

Méow g dumAng avactolng g Ang-2 kai tov VEGF-A, 1 popiotldunr HEIOVEL TV OyYELOKN
SomEPATOHTNTO KO T PAEYUOVT], OVOSTEALEL TNV TABOAOYIKT Oy YELOYEVEST] KOl ATOKOOIGTA TNV

oyyEWOKN oTafepOTNTAL.

Doppakodvvoukéc ETOPAoELS

[Mopatnpndnke pio peimon GUYKPITIKA UE TV opyIKn 0E0AGYNOT| OTIG OIIEGEG GUYKEVTIPMGOELS TNG
elevBepng opOaipucng Ang-2 kot tov erevBepov VEGF-A amd v nuépa 7 kot 6tn cuvéyela oTig €61
perétec ®aong 1 mov weprypdpovion Tapokdto.

nAMD

Y1ic peréteg TENAYA kot LUCERNE, ypnoomomnkay ovtikelpevikd, tpokafopiopuévo ontikd
KOl OVOTOULKA KP1TipLa, KoBmg kot kKAvikn a&toAdynon omd tov Ogpdmovia 1atpo, yio TNV

K000 yNoN TOV BEPUTEVTIKDY TOPAGEDV GTA YPOVIKA oneia, a&loAdynong e evepydTnTag TNG
vocov (gfoopada 20 kai efdopdda 24).

H péon peimon tov mayovg kevrpikov vromediov (central subfield thickness, CST) and v apykn
a&loAdynon Katd TIC EMOKEYELG TOV KOPLOL KATAANKTIKOD onueiov (katd uéco 0po oTig efdouddeg
40-48) Ntav cuykpiown pe ekeiveg mov mapotnprnkav pe to aflibercept, pe -137 pm ko -137 um oe
acBeveic mov Ehafav papiopdunn, n onoio yopnyovviav kabe 16 efdopddes (QL6W) ce chykpion pe
-129 um ko -131 pum pe 7o aflibercept, otic perétec TENAYA ko LUCERNE, avrictotya. Avtég ot
uéoec peimoelg CST drotnprnOnkav Kot Kot To £tog 2.

Tnv efdopdda 48, kKot 611G 600 HEAETEG LNPYE GLYKPICIUN EMIOPAOT TNG POPICIUAUTNG KOL TOV
aflibercept ot peimwon tov evéoauipAnotposidikon vypoo (intraretinal fluid, IRF), tov
vrapePAnoTpoedikon vypov (subretinal fluid, SRF) kot g PED. Avtég o1 emdpdoeig oto IRF, SRF
kot PED Swotnpnnkay kot katd to étog 2. Yrnp&av emiong cuykpioteg aAAayEc oty EKTAON TNG
ouvolkng PAGPNG CNV kot otov meptopiopd g dappong otic CNV meployég cuyKpLTikd pe tnv
apykn T yia acOeveig oto okéAn Oepomeiog g eaplodumang kot tov aflibercept.

DME

>11g peréreg YOSEMITE ko RHINE, ot avatopikéc mapdpetpotl mov oyetilovtay pe To oldnpa g
oypds KNAdag amotehovGaV LEPOG TV AELOAOYNGE®V TNG EVEPYOTNTAS TNG VOGOL TTov Katodnyovoov
T1G OEPOTEVTIKEC OMOPACELS.

H péon peimon tov CST amd v évapén o115 emokéyels a&loAdynong Tov KOPLov KATUATKTIKOD
onueiov (kotd péso 6po otic efdopddeg 48-56) Ntav aplOuntikd peyoahdTepn 0o EKEIVEC TOV
napatnprOnkav pe to aflibercept, pe -207 um ko -197 pm oe acBeveic mov ELapav Bepaneio pe
oaplopapnn Q8W kot popiopdaunn pe tpocapuoldpevn docordynon péxpt kow QL6W oe cuykpion
ue -170 um o acBeveic pe aflibercept Q8W ot YOSEMITE. Ta amoteiéopata frav 196 um, 188
um ko 170 um, avtictorya otn RHINE. Zt00epéc peiwoeig tng CST mopatnpndnkov Kotd ™
duapxela tov ‘Etovg 2. Meyadbtepo 10606To 060evadv Kot 6To, 300 GKEAT QUPICIUAUTTG TETVY OV
amovcio IRF ka1 anovoio DME (nov opiletar og emitevén CST kdtm and 325 um) pe v népodo tov
xpoOvo péxpt to étog 2 oe ovykpion ue o aflibercept ko otig dvo perérec.

RVO

e uehéteg @aong 1T oe acbeveic pue kKhadikn andepacn eréBag Tov apeipinotposidovg (BRVO;
BALATON) kot kevipikf/kotd to Nuicv amod@paén eAépog tov apeipinotpoeidong (C/HRVO;
COMINO), mapatnpndnkav peiwoelg ot péorn CST amd v évopén émg v efdopndada 24 pe
oaptoaunn Q4W kot ftav cuykpiolueg pe avtég mov mapatnpndnkav ue aflibercept Q4W. H péon
peiwon g CST amd v évapén émg v efdondda 24 ftav 311,4 pm v ™ eapropdunn Q4W
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évavtt 304,4 um yia to aflibercept Q4W, oty BALATON, kot 461,6 pm évavtt 448,8 um otnv
COMINO vy ™ gapiodunn kot to aflibercept, avtiotorya. Ot peiwoeic oto CST datnpnOnkav
péypt TV efdopada 72, 6tav ot acheveic TpoydPNoaV G€ Vo TPOGUPLOLOUEVO SOGOAOYIKO GYNO
eapropaunng Eoc Q16W.

Suykpioua 10600T0 acbevdv 1060 610 oKELOC papioiuaunng Q4W 6co kot oto aflibercept Q4W
nétoyav amovoio IRF, arovsio SRF kot amovsio odnpatog g wypdg kniidog (mov opileton wg
enitevén CST kdartw amd 325 um), kot 671G 000 peAétec. Avtd ta amoteléopata dotnpionkay uéypt
v gfdopdda 72, 6tav o1 acbeveic Tpoymdpnoay o€ Evo TPocoPUOLOUEVO JOGOAOYIKO GYNLO
eapropaunng Eoc Q16W.

KAk ommoteAeouotikOTnTo. Kol 0oQAAEL

nAMD

H ac@dAieta Kot 1 amoTEAECUATIKOTNTA THG QOPICIUAUTNG a&loloynOnkay g 600 TUYOTOMUEVEC,
TOAVKEVTPIKEG, OUTAL TUPAEC PLEAETEG LT KATOTEPOTNTOS, OLAPKELNG 2 ETMV, EAEYYOUEVEG LE OPACTIKO
oLYKPLTIKO Tapdyovta o€ acbeveic ue NAMD, v TENAYA kot ) LUCERNE. Xtic peAéteg avtég
evtdyOnioav cuvohika 1.329 acbeveic, pe 1.135 (85%) acBeveig va ohokAnpdvouy Tig peAéTec £mg TNV
gBdopdoa 112. Zvvolka 1.326 acOeveig Edafov TovAdyiotov pia d6om eapudkov (664 pe
eaplopaunn). Ot nlikieg twv acBevov kopaivovtay and 50 Eémg 99 £t pe péomn tiun [Tomkn
amokAlon; SD] ta 75,9 [8,6] ém.

Kot otig 600 peréreg o acbeveic tuyaiomomOnkav oe pio avaroyia 1:1 o€ éva amd ta 500 oKEAN
Oepameiog:

. Dopropapnn 6 mg g kot QL6W petd and téccepic apyikég unvioieg 00GE1G
. Aflibercept 2 mg Q8W petd and tpeig apyikés unviaieg 60c€1g

Metd and Tig TpdTE TEGGEPIS UnVviaieg 60oelg (efdopdodeg 0, 4, 8 ko 12), o1 acheveig mov
TUYooTOMONKAY 6T0 6KEAOG TNG Paplolpdunns Edapav Oepomeio kabe 16 efdopddeg (QL6W), kibe
12 gfdouddeg (Q12W) 1 kéOe 8 efoopadeg (Q8W) ue Baon v a&loldynon g evepydtnrag g
vooov otic efdoudoeg 20 kot 24. H gvepydtnta g vVOGOL EKTIUNONKE LLE XPTOT UVTIKEYUEVIKDV
npokadopiopévav kprnpiov opacng (BCVA) kat avatopkdv kprnpiov (CST), kabdg kar pe Bdon
v KAk a&loldynon tov 0epdmovtog 1Tpol ¢ TPOG TV TUPOLGIN ALLOPPAYIOG TNG OYPAC
KnAidog i evepyotntog g vooov nAMD wov amaittei Oepamneio (uovo v efdopdda 24) . Ot acbeveig
TopEUEVOY GE 0VTA Ta KaBOPIoUEVE LEGOSIOGTHILOTA YOPTYNOoNG 000N EmG TNV gfdopndada 60 ywpig
ocvpmAnpopatikn Bepancio. Awd v efdopdda 60 kot petd, ot as0evelg 610 GKEAOG TNG PAPIGILAUTNG
petaxvnOnkav og £va Tpocapuolopevo 6060A0YIKO oyfLa, OOV To LeEcoddoTna Bepameing Tovg Oa
uropovce va Tpomomoindel Le TapaTACEL TOV LEGOJAGTALATOG £mG Kot 4 efdopnades (Emg Q16W) 1
va pelwdel og pecodaotipata £0¢ 8 efoopnddes (¢ng Q8W) Bacet piog ovTopaTOTOUEVNG
avtikelpevikng a&loddynong tpokabopiopévav kpitnpiov ontikig o&bvmrac (BCVA) kot avotopukng
(CST ko aupropparyio TG wypdg knAidag) evepyodtntag g vocov. Ot acbeveig 6to okéAOC TOL
aflibercept mapépevay oe 66om Q8W kaf' 6An v mepiodo tng perétng. Kot ot dvo peréteg elyav
duapxela 112 gfoopdadmv.

Aroteléouoza

Kot ot 000 peréteg katédel&ov amoTeEAEGLATIKOTNTO 0TO KUPLO KATUANKTIKO oneio, To omoio opiletan
g N péon petaforn g BCVA and v apyikn a&loldynon émg tnv HECT TN OV LIOAOYILETOL Ao
TIG LETPNOELG OTIC EMOKEYELG TV EfSopddwv 40, 44 kar 48 pe Pdon ™ Pabporoyia ypoppdTev g
Merétng Ipoung Oepanciog Atofntikng Apeipinotposidonddeiag (Early Treatment Diabetic
Retinopathy Study, ETDRS) (ITivaxog 2 kot ITivakog 3). Kot otig 800 peiétec, ot aobeveic mov
éloPav Bepaneio pe papiopaunn éoc QLW eiyav pn-katmtepn pHéon LETAPOAN OO TNV aPYIK)
a&lodoynon oty BCVA, g oyéon e toug aoBeveig mov élafav Oepancia pe aflibercept Q8W oto
£10¢ 1 ko awtég ot PelTimoelg tng dpacng dwtnphonkay €mg tnv efdopdda 112. Ot feAtidoelc g
BCVA xatd v efdopdda 112 cuykpitikd pe tnv apyikn T mapovoidovrol otnyv Ewova 1.
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To mocootd acbevav oe kdBe Eva amd ta daPopeTIKA pecodiacTipata Oepaneiog katd TV efooudda

112 omig peréreg TENAYA xar LUCERNE 1jtav avtictotyo:

. Q16W, 59% kot 67%
. Q12W, 15% kot 14%
. Q8W, 26% a1 19%

Mivakog 2: EKPaoels 0moTELECRATIKOTNTOS OTIS EMGKEYELS TOV KUPLOV KATUANKTIKOU onpeiov”
Kol 010 £10G 2° 61N pehétn TENAYA

> 1ov 15 ypappdtov o
G0 LLE TNV apPYIKY|
a&lodoynon (otabuicpévo
nocootd CMH, 95% ClI)

(15,6%, 24,4%)

(11,9%, 19,6%)

(17,8%, 27,2%)

ExBaceig TENAYA
UMOTELECRATIKOTI TS
‘Etog 1 ‘Etog 2
Daprodpnn Aflibercept Daprodpnn Emg Aflibercept
€og Q16W Q8w Q16w Q8w
N =334 N = 337 N =334 N = 337
Méon petapoin oty BCVA, 5,8 51 3,7 3,3
Onmg peTpléTan pe (4,6,7,1) (3,9, 6,4) (2,1,5,4) (1,7, 4,9)
Babuoroyia ypoppdtov
ETDRS and v apykn
a&ordynon (95% CI)
Awopopd ot péon tipn LS 0,7 0,4
(95% ClI) (-1,1,2,5) (-1,9, 2,8)
ITocoot6 aobBevav pe avénon 20,0% 15,7% 22,5% 16,9%

(12,7%, 21,1%)

Awpopd 6Tig TYéG
otafuopuévor CMH % (95%
Cl)

4,3%
(-1,6%, 10,1%)

5,6%
(-0,7%,11,9%)

I[Mocoo16 acbevarv mov
OTOPEVYOVV OTMAOAELD > TWV
15 ypappdrtev og oxéon pe
mv apykn agloddynon
(otabpcpévo T0606TO
CMH, 95% CI)

95,4%
(93,0%, 97,7%)

94,1%
(91,5%, 96,7%)

92,1%
(89,1%, 95,1%)

88,6%
(85,1%, 92,2%)

Al0popd 6TIC TIHEG
otafuopévor CMH % (95%
Cl)

1,3%
(-2,2%, 4,8%)

3,4%
(-1,2%, 8,1%)

“Méon Ty tev efSouddov 40, 44 kor 48, PMéon T twv efdopddwy 104, 108 kot 112
BVCA: Kalvtepa dopbopévn otk o&otmta
ETDRS: Mehét [poung Oepomeiog Awofntikic ApeiAnctpogidonddeiog

Cl: Aot po epmeTocivng
LS: EAdyiota teTpdy@va

CMH: Mé6odog Cochran—Mantel-Haenszel. Mo ototiotiky dokyacio wov dnpovpyel pio ektipnon mg oyéong pe dvadikn
£xPaom Kot xpnoonoleitot yio Ty aEloAd0YNoN TOV KATYOPIK®V LETAPANTOV.
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Mivokag 3: EKPacEIS 0TOTEAECUATIKOTTOS GTIS EMCKEYELS TOV KOUPLOV KATUMKTIKOD onueiov®
Ko oto £10¢ 2f otn perétn LUCERNE

>10v 15 ypoppdtov o
OYECN LLE TNV OPYIKT
a&oldynon (otobuopévo
nocootd CMH, 95% CI)

(15,9%, 24,6%)

(17,7%, 26,8%)

(17,8%, 27,1%

Expaceig LUCERNE
UTMOTELECRATIKOTI TG
"Etog 1 "Etog 2
Daprodpmn Aflibercept Daprodpnn Emg Aflibercept
éng Q16W Q8w Ql6W Q8W
N =331 N =327 N =331 N =327
Méon petapoin oty BCVA, 6,6 6,6 5,0 5,2
Onmg peTpléTan pe (5,3,7,8) (5,3,7,8) (3,4, 6,6) (3,6, 6,8)
Babuoroyia ypoppdtwv
ETDRS and v apyikn
a&ordynon (95% CI)
Awopopd ot péon tipn LS 0,0 -0,2
(95% CI) (-1,7,1,8) (-2,4,2,1)
ITocoo16 aobBevav pe avénon 20,2% 22,2% 22,4% 21,3%

(16,8%, 25,9%)

Awpopd 6Tig TYéG
otafuopévov CMH % (95%
Cl)

-2,0%
(-8,3%, 4,3%)

1,1%
(-5,4%, 7,6%)

[Mocoot6 acbevarv mov
OTOPEVYOVV OTAOAELD > TWV
15 ypoppdromv oe oxéon pe
™mv apykn agoidynon
(otabucpévo Tocootd
CMH, 95% CI)

95,8%
(93,6%, 98,0%)

97,3%
(95,5%, 99,1%)

92,9%
(90,1%, 95,8%)

93,2%
(90,2%, 96,2%)

Awpopd 6Tig TYéG
otafuopévov CMH % (95%
Cl)

-1,5%
(-4,4%, 1,3%)

-0,2%
(-4,4%, 3,9%)

“Méon Ty tev efSopnddov 40, 44 kon 48, PMéon T twv efdopddmy 104, 108 kot 112
BVCA: Kaivtepa dtopBmopévn ontikr o&otnta
ETDRS: MeAét Ipdiung Ogpanciog Atofntikng Apeipinctposidonddetog

Cl: Aot po epmeTosivng
LS: EAdyiota teTpdy@va

CMH: Mé6odoc Cochran—Mantel-Haenszel. M otatioticy dokipocio ov dnpovpyel pia ektipnon g oxéong pe dvodikn
éxPoaom Kot xpnoonoteitor yio Ty a&loAdynon ToV KaTNyoptK®v LeTAPANTOV.
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Ewova 1: Méon petafoin g ontTikig 0E0TNTAG 0td TNV apyiki] a&loddynon £mg to £tog 2
(gpoopada 112). Xvvovacuiva dedopéva amd Tig peréteg TENAYA kan LUCERNE

8 =

Méon petapoAn otnv BCVA
(BaBuohoyia ypappdrwyv ETDRS)
I @
1 1

[aS]
1

0

0 4 8 12 16 20 24 28 32 36 40 44 48 52 56 60 64 68 72 76 80 84 88 92 96 100104 108112
EBBopdbeg

W Papioipdutn 6mg £wg Q16w (N=665) Aflibercept 2mg QBW (N=664)

Toéoo ot pedétn TENAYA 6o0 kot ot LUCERNE, o1 Bektidvoerg tng BCVA kot tov CST and v
apykn a&oAdynon katd v efdopndda 60 Ntav cuykpiciueg petald Tmv dVo oKeADV Bepameiog Kot
GOUQMVESG LE AVTEC TOV TTopaTnPNONKay otnyv gfdopdda 48.

Trnv efdopdda 60, to 46% tov acBevmv 1660 oty TENAY A 660 kot ot LUCERNE 7jtav o¢
Oepaneia pe pecodidomue Q16W. And avtovg, 10 69% tov acbevdv kot 6Tig 000 HEAETEG
dwpnoav 10 Q16W émg v efdopdda 112 ywpig peiwon Tov HeEGOIIAGTALATOG,

Tnv efdopada 60, to 80% Kat 1o 78% twv acbevav oty TENAYA kot oty LUCERNE, avtictouya,
ntav o€ Oegpamneio pe pecodidotnua > Q12W (Q16W 11 Q12W). And avtovg, to 67% kot 1o 75% tmv
acBevav, avtictoya, datpnoay £va pesodtdotnuo > Q12W €wg v efdondda 112 ympis peiwon
TOV HECODIOGTAOTOC KATM ammd QI12W.

Trnv gfdopada 60, to 33% tov achevov 1660 otnv TENAYA 660 kot ot LUCERNE 1jtav og
Oepaneia pe pecodiaomue Q12W. And avtovg, to 3,2% kot 10 0% tov acbevav otnv TENAYA «ot
o™ LUCERNE, avtictotyo, dtatipnoav 1o Q12W émg v gfdopdada 112,

Trnv gfdopada 60, to 20% war 10 22% 1wV acBevav oty TENAYA kot ot LUCERNE, avtictoya,
ntav o€ Oepamneio pe pecodidotnue Q8W. And avtovg, to 34% kot 0 30% tov acbevav oty
TENAYA «ot ot LUCERNE, avtictoiya, dwutnpnoav ) Oepancio Q8W péypt v fdopdda 112.

O1 ekPAcElg ATOTELEGUATIKOTNTOC G€ OAEC TIG LITOONAdEC TOV a&loAoynOnkav (m.y. nAkia, eOAO,
QUAN, apyikn ontikn o&0TNTA, TOTOG PAGPNG, néEyeBog PAAPNG) o KAOE HEAETN KOl OTN CUYKEVTPOTIKN
avéAvon Ntav GVVETELS Pe T ATOTEAECLOTH GTOVG GUVOALKOVS TANBVGHOVG.

e 0Aeg TIC peAéteg, n papioaunn £o¢ QLW katédeiée Pfeltimon ota TpokaboptoUéva KOTAANKTIKG
oNUElN ATOTEAEGLATIKOTNTOG TNG HEOTG OAAAYTG amd TNV apyik| a&lohdynon éoc v efdoudda 48
o1 cvvolikt| Babuoroyia 25 ototyeimv tov Epotnpatoroyiov Opbaiukng Agttovpyiog tov EBvikon
OgBolporoyikov Ivetitovtov (NEI VFQ-25), n omoia fjtav cuykpicyun pe to aflibercept Q8W wo

15



Eemépaoe o 0p1o TV 4 Pabudv. To péyebog avtdv TV oAAaydV avTictolyel o€ kKEpdog 15
ypopupdtov otny BCVA.

H ocvyvomta tov 0pBodukdv averiBountov coufdaviov otov vmo pelétn opbaiud nrov 53,9% kot
52,1% won o pn o@Baipkd avembopunta coppavia frav 73,3% ot 74,3%, o v efdopdda 112
o010 oKEAN NG papouaunng ko tov aflibercept, avtiotoya (PA. mapdypoago 4.4 kot 4.8).

DME

H aocpddeta kot 1 amoTELEGUATIKOTITO TG POPICIUAUTNG a&toAoynOnKay 6€ 600 TVYOLOTOMUEVEG,
TOAVKEVTPIKES, OUTAL TUPAEG, EAEYYOLEVEG LE OPACTIKO GUYKPITIKO PAPUOKO, JETELG LEAETES [N
katwtepdmTog (YOSEMITE ko RHINE) og acOeveic pe DME. Z1ig 600 peléteg evidydnkoav
ouvolikd 1.891 acBeveic, evd 1.622 (86%) tov acbevav oAokAnpooay Tig HeAETES £G TNV Rdopdda
100. Xvvoiikd 1.887 acBeveig Ehafav Bepameio pe TovAdyiotov pio 06om Emg tnv gfdopdada 56 (1.262
EhaPav eopiopaunn). Ot niikieg tov aclevav kopoivovtay ornd 24 émg 91 £t ue puéomn tyun [SD] ta
62,2 [9,9] . O cvvolikdc TAnBvucudc TepildpPove acbeveig mov dev giyav AdPel 6to TapeAbov avti-
VEGF (78%) ko acBeveic mov eiyav AdPet mponyoduevn Bepancio pe avactorén VEGF npwv and
ovppetoyn ot perém (22%). Ko otig 600 peréteg, or acbeveig toyatomomOnkoy pe avoroyio 1:1:1
o€ €va, and ta Tpio oynuato Oepomeiog:

. Dopropaunn 6 mg Q8W petd tig mpmteg 6 pnviaieg d0CELS.

. Ddoproaumm 6 mg pe npocapuolduevn 6ocordynom £mg kat kdbe QLEW, yopnyoduevn oe
Swotiuata 4, 8, 12 1 16 gfdopddov petd tig mpmdTeg 4 pnviaieg d00eLs.

. Aflibercept 2 mg Q8W petd t1ig mpdteg 5 pnviaieg dooelc.

210 okélog NG Tpocopurolopevng 6ocordynong uexpt QL6W, n docordynomn akorovdnce pio
Tononompévn Tpocéyylon Bepaneiog-kar-enéktaons. To pecodidotno propovoe va avéndel oe
o1adw TV 4 gfdopadmv N va pewwbel oe otadio TV 4 1| TV 8 efdopddmv, pe Bdon Tnv otk
0&OTNTO KON TO OVOTOUIKG OTOTEAEGUATO, YPTCLLOTOLOVTOG 6ES0UEVO TTOV EANPONGOY LOVO GE

EMOKEYELG YOPNYNONG dOGNG TOV PAPUAKOV TNG HEAETNG.
Amoteréouara

Kot ot 800 peréteg kotédei&ov amoTEAECUATIKOTNTO GTO KUPLO KATUANKTIKO oTUElo, To onoio opileTan
¢ N uéon petaforn amd mv apykn a&lordynon oty BCVA oto étog 1 (uéon tiun katd Tig
EMOKEYELC 0TIC Efoopadeg 48, 52 kar 56), petpovpevn pe ™ Pabuoroyia ypouudtov ETDRS. Kot
oT1G 000 peréTec, o acBeveic mov EhaPav Bepaneia pe papiodunn og QL6W siyav un Kototepn
péon petaforn and v apykn a&lohdynon oty BCVA, oe oyéon e toug acBeveic mov Ehafav
Oepameia pe aflibercept Q8W o0 £10¢ 1, ko avti 1 Pertimon oty dpacn doatnprdnke kot Katd to
£10¢ 2.

Metd amd 4 apyikég unviaieg d0celg, ol 0obeveig 6To 6KELOC TNG TPOocapolopevNG d0GOAdYN GG
eaploaunng €mg kot Q16W Oa. pmopovoay va éxovv AaPel cuvolikd peTacd Tov EANYIGTOV 6 Kl TOL
péyiotov 21 cuvolkdv evécemv £wg tnv efdopdda 96. Katd v gfdopdada 52, to 74% kot 10 71%
TV ac0evdv 610 oKELOG TNE TPOoGapUoLOUEVIC BOGOAOYNONE PAPICIUAUTNG Em¢ Kot QLE6W métuyav
pecodidotnua yopnynong 66ong QL6W 1 Q12W otic ueréteg YOSEMITE kot RHINE, avtictoya,
(53% xon 51% og QL6W, 21% ko 20% og Q12W). And avtovg Tovg acbeveig, to 75% kot 10 84%
Sdwatnpnoav ) 8601 = Q12W ywpig peimon tov pecodaothpotog kbt and QL2W e v efdopdda
96. Ano toug acOeveic oto QLE6W v gfdoudda 52, to 70% kat 10 82% TV 0cbevdv datnpnoay T
d0oom tov Q16W ympic peiwon tov pecodiactipatos £og v efdopdda 96 ot YOSEMITE kot o1t
RHINE, avtictoya. Katd v efdopdda 96, to 78% tmv acbevav 6to okéAog g Tpocaprolouevng
docoAdynong eaptoudumng Eog kat QL6W wtétuye éva pecodidotnue dosoroynong Q16W 1 Q12W
Kot oT1g 600 peréteg (60% kar 64% oto QLEW, 18% war 14% oto Q12W). To 4% kat 0 6% tev
acBevov ypeldotnray pecodtdotnue Q8W kot mtapéueivay og docoroynon < Q8W éwg v efdoudda
96. To 3% kot 10 5% €lafav povo docordynon Q4W ot YOSEMITE ko otn RHINE éwg v
gpdoudda 96, avtioTorya.
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Aemtopepn amoteAéopota amo Tic avaAdoelc v pelet@v YOSEMITE kot RHINE mopatifevtol otov
ITivaxa 4, tov [ivaka 5 kot oty Ewova 2 Tapokdto.

Mivaxkag 4: EXPacelg amwoTehecpaTIKOTITOG GTIG EMOKEYELG TOV KOPLOV KOTOANKTIKOD G UEIOV
670 £1o¢ 1* kan 670 £10g 2P 61N pedétn YOSEMITE

Expaceig YOSEMITE
UTOTELECRATIKOTY)
TOG "Etog 1 "Etog 2
Qapodpnn | Mpoocappolod | Aflibercept | @apiowapan | Mpocappold |  Aflibercept
Q8w pevn Q8w Q8w pevn Q8w
N =315 docoAdyNoN N =312 N =315 docordynon N =312
QOPIoUAUTN POPIoLAUTN
¢ émog Q16W ¢ émg QL6W
N =313 N =313

Méom petafoin 10,7 11,6 10,9 10,7 10,7 114
omv BCVA, 6nog (9,4, 12,0) (10,3,12,9) (9,6, 12,2) (9.4,121) (9.4,121) (10,0, 12,7)
HETPLETOL LIE TN
Bobporoyio
ypoppdtov ETDRS,
oo TNV aPYIKN
a&loroynon (97,5%
Cl oto étog 1 ko
95% Cl o10 €106 2)
Awopopd oTig péceg -0,2 0,7 -0,7 -0,7
Téc LS (97,5% Cl (-2,0,1,6) (-1,1,2,5) (-2,6,1,2) (-2,5,1,2)
oto étog 1 kot 95%
Cl oto é10g 2)
TTocootd acOevav 29,2% 35,5% 31,8% 37,2% 38,2% 37,4%
7ov giyav avénon (23,9%, (30,1%, (26,6%, (31,4%, (32,8%, (31,7%,
TovAdyloToV 15 34,5%) 40,9%) 37,0%) 42,9%) 43,7%) 43,0%)
YPOUUATOV GTNV
BCVA oc¢ oyéon e
TNV apyIKn
a&lodoynon
(otaBucpévo
nocootdo CMH, 95%
Cl ota ¢ 1 kot 2)
Awpopd 6Tig TYéG -2,6% 3,5% -0,2% 0,2%
otafpcLéVoD (-10,0%, (-4,0%, (-8,2%, 7,8%) (-7,6%,
ota £t 1 ko 2)
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Expaocerg YOSEMITE
UTOTELECRATIKOTT)
TOG "Etog 1 "Etog 2
Ddapiowdunn | Mpoocappold | Aflibercept | dopiowaunn | pocapuold |  Aflibercept
Q8wW pevn Q8w Q8wW pevn Q8W
N =315 docoroynon N =312 N =315 docoroynon N =312
QOPLGILAUT POPIoUAUTN
¢ émg QL6W ¢ émg QL6W
N =313 N =313

TTocootd acBevarv 98,1% 98,6% 98,9% 97,6% 97,8% 98,0%
OV ATEPVLYOV (96,5%, (97,2%, (97,6%, (95,7%, (96,1%, (96,2%,
peicon TovAdyioTov 99,7%) 100,0%) 100,0%) 99,5%) 99,5%) 99,7%)
15 ypappdrev oty
BCVA oc¢ oyéon e
TNV apyIKn
a&lodoynon
(otaBrucpévo
nocootdo CMH, 95%
Cl ota étn 1 ko 2)
Awpopd 6Tig TYéG -0,8% -0,3% -0,4% -0,2%
otafpcLévoy (-2,8%, (-2,2%, (-2,9%, 2,2%) (-2,6%,
CMH % (95% ClI 1,3%) 1,5%) 2,2%)
ota €t 1 ko 2)

“Méon Ty tov efdopnddov 48, 52, 56. PMéon T twv efdopddwy 92, 96, 100
BVCA: Kaivtepa Atopfopévn Onticy OSHta
ETDRS: MeAét Ipdiung Oepanciog Awofntikng Apeipinctposidonddeiog

LS: EAdyiota teTpdy@va

Cl: Auiotnpo eumeTocivng
CMH: Mé6odoc Cochran—Mantel-Haenszel. M otatioticy dokipocio ov dnpovpyel pia ektipnon mg oxéong pHe dvodikn
éxPoaom Kot xproonoteitot yio Ty a&loAdynon TV KaTNyoptK®v LeTAPANTOV.

Enueioon: Zrabuopuévo CMH % yu to okélog tov aflibercept napovoiacuévo yia m odykpion pe popiopdpnn Q8W

évavt aflibercept. Qotoco, 10 avtictoryo ctabopévo CMH % yio v mpocapuolopevn 8060A0yNoN TS PUPLGHAUTNG
évavt aflibercept givor mapoporo pe avtd mov mapovoidleTal mo Thve.
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Iivakog 5: EXBdosig amoTeAeoHaTIKOTNTOS GTIS EMGKEYELS TOV KUPLOV KUTUANKTIKOU onpeiov
670 £1o¢ 1° kan 670 £tog 2P ot perétn RHINE

ExBdaosig RHINE
UTOTELECRATIKOTY)
TOG "Etog 1 "Etog 2
Qapodunn | Mpoocappolod | Aflibercept | ®apiowauan | Tpocappold |  Aflibercept
Q8w pevn Q8w Q8w pevn Q8w
N =317 docoAdYNoN N =315 N =317 docordynon N =315
QOPIoUAUTN PaPIoLAUTN
¢ émg QL6W ¢ émg QL6W
N =319 N =319

Méom petafoln 11,8 10,8 10,3 10,9 10,1 9,4
omv BCVA, 6nog (10,6, 13,0) (9,6, 11,9) (9,1,11,4) (9,5, 12,3) (8,7,11,5) (7,9, 10,8)
HETPLETON LE TN
Bobporoyio
ypapupdtov ETDRS
oo TNV aPYIKN
a&loroynon (97,5%
Cl oto étog 1 ko
95% Cl o710 €106 2)
A0popa 6TIG LECES 15 0,5 15 0,7
Téc LS (97,5% Cl (-0,1, 3,2) (-1,1,2,1) (-0,5, 3,6) (-1,3,2,7)
610 €t0G 1 ko 95%
Cl oto étog 2)
TTocootd acOevav 33,8% 28,5% 30,3% 39,8% 31,1% 39,0%
7ov iyav avénon (28,4%, (23,6%, (25,0%, (34,0%, (26,1%, (33,2%,
TovAdylotov 15 39,2%) 33,3%) 35,5%) 45,6%) 36,1%) 44,8%)
YPOUUATOV 0TV
BCVA oc¢ oyéon e
TNV apyIKn
a&lodoynon
(otaBucpévo
nocoot6 CMH, 95%
Cl ota ¢ 1 kot 2)
Awpopd 6Tig TIYéG 3,5% -2,0% 0,8% -8%
otafpcLéVoy (-4,0%, (-9,1%, (-7,4%, 9,0%) (-15,7%, -
CMH % (95% ClI 11,1%) 5,296) 0,3%)
ota &t 1 ko 2)
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Expaocerg RHINE
UTOTELECRATIKOTT)
TOG "Etog 1 "Etog 2
Ddapiowdunn | Mpoocappold | Aflibercept | dopiowaunn | pocapuold |  Aflibercept
Q8wW pevn Q8w Q8wW pevn Q8W
N =317 docoroynon N =315 N =317 docoroynon N =315
QOPLGILAUT POPIoUAUTN
¢ émg QL6W ¢ émg QL6W
N =319 N =319

TTocootd acBevarv 98,9% 98,7% 98,6% 96,6% 96,8% 97,6%
OV ATEPVLYOV (97,6%, (97,4%, (97,2%, (94,4%, (94,8%, (95,7%,
peicon TovAdyioTov 100,0%) 100,0%) 99,9%) 98,8%) 98,9%) 99,5%)
15 ypappdrev oty
BCVA oc¢ oyéon e
TNV apyIKn
a&lodoynon
(otaBrucpévo
nocootdo CMH, 95%
Cl ota étn 1 ko 2)
A0popd 6TIC TIHEG 0,3% 0,0% -1,0% -0,7%
otafpcLévoy (-1,6%, (-1,8%, (-3,9%, 1,9%) (-3,5%,
CMH % (95% ClI 2,1%) 1,9%) 2,0%)
ota €t 1 ko 2)

“Méon Ty tov efdopnddov 48, 52, 56. PMéon T twv efdopddwy 92, 96, 100

BVCA: Kaivtepa Atopfopévn Onticy O&Hta
ETDRS: MeAét Ipdiung Ogpanciog Awofntikng Apeipinctposidonddeiog

LS: EAdyiota teTpdy@va

Cl: Auiotnpo eumeTocivng
CMH: Mé6odoc Cochran—Mantel-Haenszel. M otatioticy dokipocio mov dnpovpyel pia ektipnon mg oxéong e dvodikn

éxPoaom Kot xproonoteitot yio v a&loAdynon ToV KaTnyoptk®v LeTOAPANTOV.
Enueioon: Zrabuopuévo CMH % yu to okélog tov aflibercept napovoiacuévo yia m odykpion pe popiopdpnn Q8W

évavt aflibercept. Qotoco, 1o avtictoryo ctabopévo CMH % yio v mpocappolopevn 3060A0YNON QAPICIUAUTNG EVOVTL
aflibercept givor mapopoto pe avtd moOL TAPOLOLALETAL O TAV®.
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Ewova 2: Méon petafoin g ontTikig 0E0TNTAS 0td TNV apyki] a&loddynon £mg to £tog 2
(epoopdoa 100). Xvvovaopéva amoterioporto and Tig peréteg YOSEMITE kon RHINE

14 1

12 4

Méiom peraols) omyv BCVA, (BaBpooyia ypappdrwy ETDRS )

4 4
2 | |
0 T T L ] L] L T L) L T T L T L} T T L} T T T T T T T 1
0 4 8 1216 20 24 28 32 36 40 44 48 52 56 60 64 68 72 76 80 84 88 92 96100
ERSopadeg
n ®apiowdun Gmyg pe mpooappolopevn Soookdynon fuwg xar kB Q16W (N=632)
A Gopiowdayn Gmg Q3W (N=632) Afibercept 2mg QBW (N=827)

Ot exPaocelc amotedeouaTikOTNTOG 68 000eveic Tov dev eiyav AdPel oto TapeABOV Bepamneia e ovTL-
VEGF mapdyovteg Tptv amd T GUUUETOYN OTN UEAETT Kal 68 OAES TIG GALEC LTOOUADES TTOV
a&loloyndnkav (m.y. avd nAcio, eOXo, LAN, apykn iy HbALcC, apyikn ontiky o&vtnta) o KGOe
UEAETN NTOV GUVETN UE TO ATOTEAEGLLOTA TWV GUVOAIKOV TANBVCUDV.

e 0Aeg TIc peréteg, n papiopaunn Q8W kot n mpocappolouevn 6060A0YNGT PUPIGIUANTNG MG Kot
QL6W katéoei&ov PeATioELS 6T TPOKOOOPIGUEVE KATUANKTIKA CUELD AITOTEAEGLOTIKOTNTOG TNG
puéong petafoing omd v apyikn aloroynon émg v gfdopada 52 otn cvvorikn Paduoroyio NEI
VFQ-25, mov ftav cuykpiocueg pe to aflibercept Q8W xau Eemépacav to 6plo tov 4 fabumv. H
eaplopaunn Q8W kot n mpocapuolouevn 6060A0YNoN Papiotudumng Eog kot QL6W édeiéav emiong
KAVIKG GNUAVTIKES PEATIDGELS 0TO TPOKAOOPICUEVO KOTAANKTIKG GTUEIN OTTOTEAECUATIKOTNTOG TG
UETAPOANG amtd TNV apyIKn a&oAd0YNoT £wg TV efdopdda 52 otig Pabporoyiec NEI VFQ-25 yua Tig
KOVTIVEG OpUOTNPLOTNTEG, TIG OPUCTNPLOTNTES OTOGTUCTG KO TIG OpACTNPLOTNTES 0O YNONG O OTOlES
Ntov ovykpiocuec pe to aflibercept Q8W. To péyebog avtdv tev aAlaydv avtiototyel o képdog 15
ypappdatov otny BCVA. Zuykpiocyo mtocootd aclevov mov Eaafav eapiopdunn Q8W, papioiudaunn
og mpooappolopevn docordynon émg Q16W «ou aflibercept Q8W nopovsiacav pio kKivikd
onuavtikn Peitioon > 4 Babudv o cvvorikn Babuoroyia NEI VFQ -25 o€ oyéon pe v apytkn
a&lohdynon, kot v fdoudda 52, éva Tpokafopiopuévo KOTUANKTIKO ONUEi0 OmOTEAEGUATIKOTNTAG.
Avtd to amoteréopata elyav dtoutnpndet oy gfdopdada 100.

Mo tpdobetn Pacikn EkPaon amotelecuatikdmrog otig ueaéteg DME fitav n petafoin oty
KApoka Bapdtntog e Awfntcig ApgipAnotpogidonddeiog tng Meréng [pdiung Ospaneiog
Awpntikng Apeipanotposidondadeiog (Early Treatment Diabetic Retinopathy Study Diabetic
Retinopathy Severity Scale, ETDRS-DRSS) an6 v apyikn a&loAdynon énc mv epdoudda 52. And
tovg 1.891 acbeveig mov evtdybniav otig peréteg YOSEMITE ko RHINE, 708 kot 720 acBeveig
Ntav aSloloynolpot Yo To KotaAnktikd onueio DR, avtictoiyoc.

Ot Babporoyieg ETDRS-DRSS katd v apykn a&toAdynomn kopoivovray and 10 émg 71.

H meovomnta tov achevov, mepinov 60%, eiyov pérprog émg Paptég popens un topayoyiky DR
(DRSS 43/47/53) xotd tnv apyikn aElohdynon.
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To mocootd 0cbevdv Tov Tapovsiacav Peitioon katd > 2 Babuidec kot > 3 Babuideg and v apykn
a&lordynon otv ETDRS-DRSS koatd v gfdoudda 52 kot v efdopdada 96 mapovcsialoviol 6Tov
IMivaka 6 a1 otov [Mivaxa 7 Tapaxdto.

Mivakag 6: IT060670 0.60ev@V TOL TETVY AV PElTiOon KoTd > 2 fadpides kon > 3 Badpideg otn
BaBuoiroyio ETDRS-DRSS kota tv efdopnada 52 kar tnv efoopndda 96 o€ oxson pe v apyikn
aroroynon oty perétn YOSEMITE (a&oroyioipog minBuopog DR)

YOSEMITE

52 Epoopadseg

96 Epoopaosg

Dapiopdumn
Q8w
n =237

[poocappol
opevn
docoroyNnon
paplopbpun
ng é0g
Q16W
n =242

Aflibercept
Q8w
n=229

Dopiopaunn
Q8w
n =220

[poocappold
pevn
docoAdyNoN
QOPIoUAUTN
¢ émog Q16W
n=234

Aflibercept
Q8w
n=221

[Mocoot6
acOevav pe
Pektioon
Katé > 2
Bobpideg
otmv ETDRS-
DRSS and
™V apyKn
a&loloynon
(otobopévo
T0G0GTO
CMH)

46,0%

42,5%

35,8%

51,4%

42,8%

42,2%

Zrofopévn
dapopd
(97,5% ClI
610 106 1,
95% o710 €106
2)

10,2%
(0,3%,
20,0%)

6,1%
(-3,6%,
15,8%)

9,1%
(0,0%, 18,2%)

0,0%
(-8,9%,
8,9%)

IMocooto
acfevav pe
Pektioon
Katd >3
Bobpideg
otmv ETDRS-
DRSS and
™V apyKn
a&lodoynon
(otaBcpévo
T0G00TO
CMH)

16,8%

15,5%

14,7%

22,4%

14,6%

20,9%
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YOSEMITE

52 Epoopadeg 96 Epoonadeg
Ytofopévn 2,1% 0,6% 1,5% -6,7%
Sapopd (-4,3%, 8,6%) (-5,8%, (-6,0%, 9,0%) (-13,6%,
(95% Cl oto 6,9%) 0,1%)
étog 1 ko
010 £10G 2)

ETDRS-DRSS: KAipoxa Bapitntag Awafnticig Apeipinctpocidonddetag g Meréng Ipdiung Oepaneiog Atofnticng
Apoepinotpocidonddetog
Cl: Awdotpa Epmietostvig
CMH: Mé6odoc Cochran—Mantel-Haenszel. M otatioticy dokipocio mov dnpovpyet pia ektipnon mg oxéong pe dvodikn
£xPoaom Kot xpnoonoleitot yio TNy aEloA0YNoN TOV KATYOPIK®V LETAPANTOV.
Inueioon: Zrobuopuévo CMH % ya o oxéhog aflibercept topovoiacpévo yia ) odykpion pe papiodunn Q8W évavtt
aflibercept. Qotdo0, 10 avtictoyo otabuicpévo CMH % yia tv Tpocappoopévn 30G0AGYNON PAPIGILAUTNG EVAVTL
aflibercept givor mapopoto pe avtd MOL TAPOLOLALETAL O TAV®.

Mivaxkag 7: II060676 0.60ev@V TOL TETVY AV BELTiOON KOTA > 2 Padpides ko > 3 Badpideg otn
BaBuoioyio ETDRS-DRSS kota tv efoopnada 52 kar tnv efdopndda 96 cc oxson pe v apyikn
afroroynen ot perétn RHINE (e&roloyfioipnog tinbvopog DR)

RHINE
52 Epoopadeg 96 Epoonadeg
Dapoapnn | Mpoocappol | Aflibercept | ®apiowaunn | Mpocappolo | Aflibercept
Q8wW ouevn Q8w Q8w pevn Q8w
n=231 docoroynon n=238 n=214 docoroynon n=203
PopIopT PaPIoLApTN

NG émg ¢ émg QL6W

Q16W n=228

n=251
Iocootd 44,2% 43,7% 46,8% 53,5% 44,3% 43,8%
acOevav pe
BeAticooon
Katd > 2
Bobpideg
oty ETDRS-
DRSS and
™V apyKn
a&lodoynon
(otaBpcpévo
T0G00TO
CMH)
Yrofuiopuévn -2,6% -3,5% 9,7% 0,3%
dapopd (-12,6%, (-13,4%, (0,4%, (-8,9%,
(97,5% ClI 7,4%) 6,3%) 19,1%) 9,5%)
0710 €106 1,
95% o710 £10G
2)
Iocootd 16,7% 18,9% 19,4% 25,1% 19,3% 21,8%
acOevav e
BeAticooon
Katé >3
Bobpideg
oty ETDRS-
DRSS and
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RHINE

52 EBdopadeg 96 Efdonadeg

TNV apyIKn
a&loAdynon
(otofopévo
T0G0GTO
CMH)

Yrofcpuévn -0,2% -1,1% 3,3% -2,7%
dapopd (-5,8%, 5,3%) (-8,0%, (-4,6%, (-10,2%,
(95% Cl oo 5,9%) 11,3%) 4,8%)
étog 1 xon
010 £10G 2)

ETDRS-DRSS: KAipoxa Bapitntag Awafnticig Apeipinctpocidonddetag g Meréng [pdiung Oepaneiog Atofnticng
ApeipAnotpogidonddeiog

Cl: Aviotpo Epmietocivng

CMH: Mé6odog Cochran—Mantel-Haenszel. Mo ototiotikr dokyacio mov dnpovpyel pia ektipnon mg oyéong pe dvadikn
£xPoaom Kot xpnoonoleitot yio Ty aEloAd0YNoN TOV KATYOPIK®V LETAPANTOV.

Enueioon: Zrabuopévo CMH % yuo to okéhog aflibercept mapovoiasuévo yio ) cvykpion pe aproydaunn Q8W évavt
aflibercept. Qot600, 10 avtiotoyo otabuicuévo CMH % yia v TPOGAPHOGUEVT BOGOLOYNGT PUPLEUANTNG EVavVTL
aflibercept eivat mapopoo pe avtd TOL TAPOLVGIALETAL O TAV®.

O emdpaoeic g Oepaneiog otig aloloynoipeg vroouddsg (my, ova tponyovuevn avti-VEGF
Oepomeio, nAucia, eUA0, LAY, HDALC katd v apykn a&lodldynon kot omtiky) o&0TnTo KaTd TV
apykn aEoAdyNnon) o KABe LEAETN NTOV YEVIKA GUVETEIC LLE TO AMOTEAEGILOTO, GTO GLUVOAKO
TANOLGLO.

O emdpdoeic g Bepaneiog oTig vwoouddeg ava Bapvtnta DR katd tv apykn a&loAdynon frov
SLOPOPETIKEG KO TOPOVGIOCAY TIC LEYOADTEPES PedTiDoElc Katd > 2 Babuideg otnv DRSS peta&d tov
acBevav pe pétprog Paputntag Kot Papldg popoeng un tapaymyikny DR, pe mepinov 90% tov acbevov
va emttuyydvouv Pertioon otabepd o Ao Ta oKkEAN Bepameiog Kot 6TIC V0 LEAETEG.

H ocvyvémra tev opBodpik®dv avemBountov coppdviov ot perétn frav 49,7%, 49,2% o 45,4%
Kot T g opBaipkd avemBounta coppavra frav 73,0%, 74,2% ko1 75,7% émg v gfdopdada 100,
o010 okEAN eopotuaumng Q8W, papioiuaunne émg Q16W ko aflibercept Q8W, avtictouyo (PA.
mopdypoeo 4.4 ko 4.8).

1.474 acbeveic mov eiyav olokAnpdoet tponyovpévag eite ) perétn YOSEMITE egite ) pedém
RHINE ovurepiinednkav ot peiétn RHONE-X, pio 2€t1, TOAVKEVTPIKT LOKPOYPOVIO LEAETT
EMEKTAGTG IOV GYESLAGTNKE Y10, TNV AEOAOGYNOT TG LOKPOYXPOVING AGPAAELNG KO OVEKTIKOTNTOG TNG
€VOOVAAOEIOIKNG YOPNYNONG PAPIGIUAUTNG 6 MY, oL YopNYNONKE [LE EENTOUIKEVUEVO LEGOIACTILLOL
Oepameiog.

To wpogid paxpoypdviag asPAAELNS TNG POPICIHAUTNG TToL TapoTnprOnke ot perétn RHONE-X
NTav cOUE®OVO pe avTd Tov mapatnpnonke otig peréteg YOSEMITE kor RHINE.

RVO

H ac@dlelo kot 1 amoTeAeGLOTIKOTNTO TG QOPIGIUAUTNG aEl0A0YNONKAY 08 SVO TUYALOTOINUEVEC,
TOAVKEVTPIKEG, OUTAG TUPAEC peAETEG dldpketog 72 efdopddmv o acbeveic pe oidnpa wypdg knAidog
devtepoyevég oe BRVO (BALATON) 1 CRVO/HRVO (COMINO). Ta eheyyOpeva e OpaoTikd
GUYKPLTIKO Topayovta dedopéva eivar dtabéotpa £0¢ Tov 60 punva.

Yvvolikd 1.282 acBeveic (553 otnv BALATON kot 729 otv COMINO) evtdybnkav otig 600

peréreg, pe 1.276 acBeveic va AapfPdavovv Bepaneio pe TovAdyiotov pia doom £oc v efdopdda 24
(641 pe papioipaunn). Ot nhikieg Tov acbevdv kopaivovioay omd 28 Emg 93 pe péon tun [SD] ta 64
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[10,7] étn kot 22 émg 100 pe péon TR [SD] 1o 65 [13,2] étn otnv BALATON o1 tpv COMINO,
avtiotoya.

Yuvolikd 489 and Tovg 553 acbeveic mov tuyatomomOnkav otny BALATON oloxAnpwoay tn pHeAéTn
mv gfdopdda 72. 263 acbeveig mov TuyotomomOnKay apylkd e EAPICIHAUTY (6TO GKEAOG TNG
QOPICULAUTING KTTPONYOLLEVMG OE PUPIGIUAUTNY) Kot 267 acBeveic Tov TuyaiomomOnKay apyiké o€
aflibercept (oto oxéhog tov aflibercept «tponyovpévag oe aflibercepty») élafav Tovddyiotov pio d6om
QUPICIUAUTNG KOTA T OAPKELDL TNEG PACTC TPOSAPUOLOUEVTIC OOGOAOYNONG POPIGILAUTNG.

Zuvolikd 656 and Tovg 729 acbeveic mov tuyaionomOnkav otny COMINO oloxAnpooay Tn pHeAéT
v efdopdda 72. 353 acbeveig mponyovpévmg oe paptoipdunn kot 342 acbeveic Tponyovpévag oe
aflibercept élafov TOLAGYIGTOV pict SOCT] PAPIGIUAUTNG KOTA TN SIEPKELN TN PACTC
TPOCAPUOLOUEVIG BOGOAOYNONG POPICIUAUTNG.

Kot otig 600 peréteg, ot acbeveic TuyatomomOnkoy pe avaroyio 1:1 o€ éva amd ta 600 GyUATA
Oepamneiog £wg v efdoudda 24

. Dopropaunn 6 mg Q4W yia 6 dradoyucég unviaieg d6GE1g

. Aflibercept 2 mg Q4W yia 6 dwadoyikég unviaieg d6oelg

Metd amd 6 apyiég unviaieg d0GELS, o1 0oBeVeEig TOV TVYALOTOOMKAY APYIKA GTO GKEAOG TOL
aflibercept 2 mg dAla&ov og poaploLaunn 6 mg Kot propovcoay va Adfovv eopioidunn 6 mg o
nwpocapuolopevn 6ocordoynon émg Q16W, 6mov 1o Hecodidotnio S06oAdYNoNG Uropovoe Vo, avéndel
o€ otdoln tov 4 efdouddwv 1 va pewwbdel katd 4, 8 1 12 gfdopnddes pe Pdon pio avtopatomompévn
OVTIKEWEVIKT a&loAOYN oM TPoKaHoPICUEVMY OTTIKMY KOl OVOTOUKMV KPUTNPIoV EVEPYOTNTIS TG
VOGOL.

Aroteléouoza

Kot ot 000 peréteg katédel&ov amoTEAEGLATIKOTITO 0TO KUPL0 KATUANKTIKO orueio, To onoio opiletal
¢ N petaforn amod v apykn a&loddynor oty BCVA v efdopdda 24, LeTpodUEVT LE TN
Babuoroyia ypappudtov ETDRS. Kot otig 600 peléteg, ot acbeveic mov éhafav papioipdaunn Q4W
glyav un kotdTEPT HEoN peTafoln and v apyikn a&toldynon oty BCVA, 6g oyéon pe toug
acBeveic mov éhaPav Oepameia pe aflibercept Q4W kot avTd ToL KEPOM GTNV OpOoT dratnpHOnKoy
péypt v efdopdda 72, 6tav ot acheveic dAla&av og Eva TpocaprolOIEVO dOGOLOYIKO GYN LA
oaptopaunng éoc Q16W.

Metaé&d g efoopadoag 24 kot g efdopddag 68, to 81,5% kot 10 74,0% TV acbevav mov Elafav
QOPICIUAUTT] 6TO TPOGaPROLOUEVO d0GOA0OYKO oynpa £mg QLW métuyav éva pesodidotnpo
docoloyiog > Q12W (Q16W 1 Q12W) otnv BALATON «xot v COMINO, avtictouo. Amd avtong
Tovg acbeveic, 10 72,1% Kot 1o 61,6% olokAnpwaoov TovAdyiotov £vay kKokio Q12W kot dtathpnoav
pia docordynon = QL2W ywpig peimon pecodactnudtov kato and Q12W éwnc v efdoudda 68
omv BALATON ka1 tv COMINO, avtictoya. To 1,2% kot 10 2,5% teov acBevav Erafav povo
doom QAW £w¢ v gfdopdada 68 otnv BALATON kot tnyv COMINO, avrtictouyo.

e 0Aeg TIC peAéTeg, TV efdopdda 24 ot acbeveic 610 oKélog TG poplonaumnc Q4W katédei&ay
Bektion oto TPoKaOOPIGUEVO KATAATNKTIKO GNUEID OTOTEAEGUATIKOTNTOC TNG LETAPBOANG 0td TV
évapén €wg v efdopdda 24 otn ocuvletn Pabuoroyic NEI VFQ-25 mov Tav cuykpioiun pe to
aflibercept Q4W. H papiowdpunn Q4W katedeite eniong PeAtioon oto npokadopioévo KatainKTiko
ONUELD OTOTEAEGLOTIKOTNTOG TNE LETAPOANG 0d TNV Evapén g v efdoudda 24 oTIC KOVTIVES
dpaoctnprotnTeg Kot dpaoctnprotnteg amootaong kotd NEI VFQ-25, mov ftav cuykpicieg pe 1o
aflibercept Q4W. Avtd ta anotedéopata dotnpnOnkoy péxpt v efdopdda 72, dtav 6Aot ot acbeveic
NTaV 6€ PAPICIUAUTT e TPOGaprolOueEVO d0GOAOYIKO Gy g Q16W.
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IMivokag 8: EKPacelg amoTeELECRATIKOTNTOS KATE TV EMIGKEYT] KATUANKTIKOV 61Ugiov TNV
gfoonada 24 kar oto Téhog TG perétnc” oty BALATON

ExBdaoeg
UMOTELECRATIKOTI TS

BALATON

24 EBoonadseg 72 Efdopadeg”
Dapowapnn | Aflibercept Q4W Dopiodpnn Aflibercept Q4W
Q4w N =277 Q4W oe o¢
N =276 npocappolopevn | mpocappolopevn
docordynon docoAdYNoN
PAPIGUANTNG PapoduTng
N =276 N =277
Méomn arlayn otmv BCVA 16,9 17,5 18,1 18,8
omd TV apyikn aglordyneon (15,7, 18,1) (16,3, 18,6) (16,9, 19,4) (17,5, 20,0)
OmG PETPNONKE pe ™
Babuoroyia ypoppdtov
ETDRS (95% CI)
Awpopd ot péon T LS -0,6
(95% Cl) (-2,2,1,1)
ITocoo16 0oBevav pe kEPSOg 56,1% 60,4% 61,5% 65,8%
> 15 ypappdrov ond mv (50,4%, 61,9%) | (54,7%, 66,0%) | (56,0%, 67,0%) | (60,3%, 71,2%)
apykn a&loroynon
(ctobicpévo T0c06TO
CMH, 95% Cl)
Awpopd 610 oTaducpévo -4,3%
1060610 CMH % (95% CI) (-12,3%, 3,8%)

*Méom Ty efdopddwv 64, 68, 72

BVCA: Kaivtepa Atopfopévn Onticy O&Hta
ETDRS: MeAét [poung Oepomeiog Awofntikic ApeiAnctpoeidonddeiog

Cl: Adompa epumetochvig
LS: EAGyiota tetpdyovo.

CMH: Mé6odoc Cochran—Mantel-Haenszel. M otatioticy dokipocio ov dnpovpyel pia eKtipnon mg oxéong pe dvodikn
£xPaom Kot xpnoonoteitor yio Ty aEloAOYNoN TOV KATYOPIK®V LETAPANTOV.
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IMivokag 9: EKPacelg amoTELECRATIKOTNTOS KATE TV EMIGKEYT] KATUANKTIKOV G1UEiov TNV
gfoonado 24 kar 6to Téhog TG perétns” etny COMINO

ExBdaoeg
UMOTELECRATIKOTI TS

COMINO

24 EBoonadseg 72 Efdopadeg”
Dapiowapnn | Aflibercept Q4W Dopiodpnn Aflibercept Q4W
Q4w N = 363 Q4W ce oe Il
N =366 Hpoocappolopevn | posappoldpevn
docoAdynon docoroynon
PAPICIHAUTNG QOPLGILAUTNG
N = 366 N = 363
Méomn adlayn otmv BCVA 16,9 17,3 16,9 17,1
omd TV apyIKh aglordynon (15,4, 18,3) (15,9, 18,8) (15,2, 18,6) (15,4, 18,8)
oG PeTPNONKE pe ™
Bobporoyia ypappdtov
ETDRS (95% CI)
Awpopd ot péon T LS -0,4
(95% ClI) (-2,5, 1,6)
ITocoo16 00Bevav pe KEPSOG 56,6% 58,1% 57,6% 59,5%
> 15 ypoppdrov ond my (51,7%, 61,5%) | (53,3%, 62,9%) | (52,8%, 62,5%) | (54,7%, 64,3%)
apykn a&lorloynon
(otobpiopévo m0c06TO
CMH, 95% CI)
Awpopd 610 oTObIGHEVO -1,5%
1060610 CMH % (95% CI) (-8,4%, 5,3%)

*Méon tr| efdopddwv 64, 68, 72

BVCA: Katvtepa Aopbopévn Ontiky O&vmta
ETDRS: Mehétn [poung Oepomeiog Awofntikic ApeiAnctpogidonddeiog

Cl: Aot po epmeTocivng
LS: EAdyiota teTpdy@va

CMH: Mé6odog Cochran—Mantel-Haenszel. Mo ototiotiky dokyacio mov dnpovpyel pio ektipnon mg oyéong pe dvadikn
€xPoaom Kot xpnoonoteitot yio TNV aEloAd0YNoN TOV KATYOPIK®V LETAPANTOV.
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Ewova 3: Méon petafoln otnyv otk o&0TNTO 0w6 TV 0p)ikn) oSloroynon g Ty efdonada
72 stnv BALATON
241

217
P 187
5
W 457
s
g2
>3 12]
o=
[~ - I
o % Z1abepr] pnviaia doan
% B 91 (Papioipaurm 6mg Q4W HDOGPDIJOCOUEVI'I BoooAGYNan PapIoIHALTING
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eaploaunn v efdopada 24.
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H ocvyvomta epodviong opBoiuikdv avem@ountov evepyeldv otov vmd pelétn opbaiud nav 20,1%
wat 24,6%, kot yuo Tig pn oeBaipikés avemBounteg evépyetec oy 32,9% ko 36,4%, mg v
epdoudoa 24 ota okéAn eapioipnaumng Q4W ko aflibercept Q4W, avtictorya (BA. mapdypapo 4.8).

TMoudwarpikdc TANOvoudC

O Evponaikoc Opyaviopog Papudkmv Exel dOCEL AmaAlayn omd TNV VTOYPEMST VIOPOANG TV
OTOTEAECUATOV TOV HEAETAOV LE TN QOPLCLUAUTN 0€ OAEG TIC VITOKATNYOPIES TOV TOUOLATPIKOV
mnBvopov oty NAMD, v DME kot v RVO (BAéne mapdypago 4.2 yio TAnpogopieg oyeTIKd, e
TNV TOLSLOTPIKT YP1IoN).

52  ®appuoKoKiviTIKES 1O10TNTES

H popioipdunn yopnyeitar evooHaAog1dikd MGTE VO AOKNGEL TOTIKEG EMOPACELG GTOV 0QOaAUO.

AmoppOONoT KO KOTOVOUN

Me Béon o avdivon eoppakokvntikig mtAnducpov (mov tepthdppove NAMD kot DME, N =
2.246), o1 péylotec ovykevipmoelg ehevBepng (un deopevuévng otov VEGF-A kar oty Ang-2)
eaplopaunng oto mAdoua (Cmax) ektipdror 61t Tapovsidlovron mtepimov 2 nuépeg petd t o06on. H
péon (£SD [tomikn amdxiion]) Cmax oto mhdopa extydral ot givar 0,23 (0,07) pg/ml xou 0,22
(0,07) pg/ml g aobeveic ue NAMD kouw DME, avtictoyo. Metd omd emovalapufavOoueves yoprynoeic,
Ol YOUNAOTEPEG UEGEG CLYKEVTPMGELS EAEVOEPT G PUPITIUAUTNG GTO TAAGLO TPOPAETETOL VO Elvarl
0,002-0,003 pg/ml yio T yoprynon d6ong Q8W.

H opioipaunn napovoiace docoeaptmdpevn gapuokokvntikn (ue pdorn ™ Cmax kot 1o AUC) oto
€0pog 600mg amod 0,5 Mg émg 6 Mg. Agv vanpée EPEAVIG CLGCMOPEVOT) TG POUPLCIUAUTNG GTO
VOAOEIOEC ) OTO TAGGUO PETA ad pnviaio yopnynon do6ong.

O1 LEYIoTEG GLYKEVTPMOGELS EAEVLOEPTG PAPIGIUANTNG 0TO TAAGHO TpoPAémeTan va ivan mepimov 600
Kot 6000 popég xapnAoTepes amd 0,TL GTO VIUTOELDES VYPO KOl OTO VOAOEWES GO, avtioTtorya. Katd
GUVETELD, givol amiBavn 1 EKONAMGEN CLGTNUOTIKAOV POPUUKOSVVAUIKOV ETOPAGEDV, YEYOVOS TO
omoio vrooTpileTal TEPUITEP® OO TIV OITOVGIN CIUAVTIK®Y OAANY®DV GTIG GLUYKEVTIPDGELG TOL
elevBepov VEGF kot Ang-2 oto midopa petd amd Oepaneio pe Qopiotldunn otig KMvVIKEG LEAETEG.

H avéivon goppokokivntikng TAn0uepon £xet katadei&et po exidpaoct Tng NAKIOG Kot TOV
COUOTIKOD BAPOLG GTNV 0QOUALIKT KO T1 GUCTNUATIKT QOPUOKOKIVITIKY TNG POPICLUAUTNG
avtiotorya. H emidpaon kot otig 600 mepintdoelg Bempeitor 61t dev Exel KhMvikn onuacio. Agv
amorteitol TPoGapUoYn TG 0OOMC.

Buouetooynuotiopndg kot amwofoin

H papiopdunn sivar £vag Bepamevtikdg mopdyovtag mov Paciletol oe TpOTEIVN Kol GUVETMG O
peTafoAopog ko 1 aooAn g dev €xovv TANpaG yapaktnplotel. H papiodunn avapéveton va
katoPoAiletal 6To AvcocMOUATO G PIKPA TENTIOW Kol apvo&éa, T, omoia pmopel va amofaiioviol
07O TOVE VEQPOVG, UE TPOTTO TaPOUO10 UE oV TOV TNG 0moPoAng g evdoyevoig IgG.

To TpoPik GLYKEVTIP®ONG-XPOVOL QUPIGIUAUTNG GTO TAAGLO LEW®ONKE TaPAAANAQ LE TO TPOPIA
GUYKEVTPMGTG-YPOVOL GTO VAAOEIOEC KOl GTO VOOTOELDEC. O EKTIUMUEVOS HEGOG XPpOVOC Nuicelog {ong
6ToV 0POAAUO Kol 0 QUIVOUEVIKOG GUOTNUATIKOG ¥POVOg Niicelng (NG TG PapIoUdumng etvot
mepimov 7,5 nuépec.

H gappaxokivntikn avdivon acevav pe nAMD, DME kot RVO (N=2.977) &€de1&e 611 o1
(QOPUOKOKIVITIKY] TNG Qaplotpdunng etvor cvykpiown o acOeveic pe nAMD, DME kot RVO.
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Edwoi mAnbvopuol

Himawuévor

Y1ig €6 KMvikég pedéteg @aong I, mepimov to 58% (1,496/2,571) twv achevav mov ToyoomomOnkoy
wote va AdPovv Bepaneia pe paploipaunn nov nikiog > 65 etdv. H pappaxoxvntikny avdivon
TANOLG OV £5e1EE KAmOLa EMIOPAOT TNG NAKING OTNV 0POUAUIKT] QAPLOKOKIVITIKY TNG QUPIGLULAUTNG
otov opBaAud. H enidpaon BempnOnke pun kKAViKG onpovtikn. Agv amoiTeiTon TPOoGopHoY TG 006NG
o€ aoBeveig nlkiag 65 etV kot dve (PAéme Tapdypagpo 4.2).

Neppixn dvalertovpyio,

Agv &yovv devepynOei e1dkég pedéteg pe T Qaploldpnn oe acbeveig pe veppikn duciettovpyio. H
QUPUOKOKIVITIKT 0VGALGT T®V 000eVAOV 68 OAEG TIC KAMVIKEC LEAETEG, €K TV omoimVv To 63% eiye
veppikn duciettovpyia (Mriov Pabuov 38%, pérpiov Pabduov 23% kot coPapov Pabuov 2%), dev
avEDEIEE OLOPOPES AVOPOPIKA LLE T1 CUCTNUATIKY POPLOKOKIVITIKY TNG QUPICIUAUTNG LETE OO
EVOODAAOEIDIKT] YOPNYNON TNES PUPICIUAUTNG. AgV amatteiton Tpocapoy” TG 006N¢ o€ acbeveig pe
veQpIkn dvoAettovpyio (PAéne Tapdypogo 4.2).

Hratikn dvalertovpyio

Agv &yovv dievepynbei e1d1kég peAéteg e T QaploUdpn oe acleveic pe nratikn ducAettovpyia.
Qo61660, dgv ama1TovVTOL E01KEG EKTIUNGELG GE OVTOV TOV TANBVOUO, EMELT| O LETAPOAIGHOC
TPOYUATOTOLEITOL HEGH TPMOTEOALGNG Kot deV €APTATAL OO TNV NIOTIKY Agrtovpyic. Agv amonteiton
TPocapUoYN TS 800G o€ acbeveic pe nratikn dvciettovpyio (BAEre Tapdypapo 4.2).

A)l\ot 1810l TAnBuopoi.

H ovotnpotikn oprokokivnTikh g Qoptotpdumng dev emmpedleton omd tn euAr. To @OA0 dev €xel
Katodel el OTL EYEL GYETIKN KAWVIKY] ETLOPOOT] GTI GUGTNUATIKT QOUPUOKOKIVITIKY TNG POPIGILAUTNG.
Agv amoiteitol Tpocoppoyn g 600G,

5.3 TIIpoxivika dogdopéva Yo TNV d6@dieia
Agv &ovv dtevepynbei peréteg yio v KopKvoyovo 1 T LETAAAAELOYOVO OpAcT TG QUPLIGIULAUTNG.

Y eykvovg mbnkovg cynomolgus, ot evoopAEPieg eVEGEIC POPIGIUAUTNG TTOL 0dNYoVGaY GE Ekbeo
otov opd (Cmax) peyaAdtepn katd mteptocdTepeg amd 500 popég and ™ uéyiot ékbeon otov
avBpwmo dev TpokaAeoay TOEKOTNTA GTIV OVATTLEN 1 TEPATOYEVEGT KO JEV ElYaV EMIOPOOT) GTO
Bapog M otn doun Tov TAMKOVVTA, TOPATL, UE PAOTN TN POPUOKOAOYIKT TNG ENIOPACT], ) POPICIUAUTT
Oa mpémetl va Bewpeitar SuvnTikd TEpaTOYOVA Kot EUPPLOTOEIKT).

H ocvompatikn £xbeom petd amd opBaipkn yoprnynon me eoptottdpunns etvor odd xopnin.

6. OAPMAKEYTIKEX IAHPO®OPIEX
6.1 Kataloyog ekdoymv

L-iot1divn

O&cd 0£0 30% (yw pvOion tov pH) (E 260)
L-pebetovivn

IMoAvoopPkod 20 (E 432)

Natpro yroprodyo

D-XZaxyapoln

Yéwp yio evéoipa
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6.2 AocvppatoétnTeg

Eletyel peketdv oyeTikd e T cuuPatdtnTo, To TopoV QAPUOKEVLTIKO TPOIOV OV TPEMEL VA
OVOULYVOETOL LUE GAAD QOPUOKEVTIKA TPOTOVTAL.

6.3 Awdpkera Long

IIpoyguopévn cvpryya: 2 ypdvia
OroAido: 30 pnveg

6.4 Iowitepeg mpo@urdéers katd T POLAEN TOV TPOIOVTOG

duvrdooete og yoyeio (2°C - 8°C).

Mnv katoyoyeTe.

dvrdooete T0 PLOAId0 6T0 EEMTEPIKO KOVTI Y10l VO, TPOGTATEVETAL OTO TO POC.

DuAdooete TNV TPOYEUIGUEVT] GUPLYYO GTH GOPAYICUEVT BACT HEGH GTO OPYIKO KOVTI Yo VoL
TPOGTATEVETAL OO TO PG,

[pwv amd ™ ypnon, N Un ovorypév TPOYEUGUEVT] GUPLYYQ 1] TO LT CVOTYUEVO QLOAISIO LITOPOVV VO
dwnpnBovv g Bepuokpacio dwpatiov oto apykd kovti, atovg 20°C émg 25°C, yia émo¢ 24 dpec.
Befaiwbeite 0t1 1| éveon yopnyeitan aUES®G LETE TNV TAPAGKELT TNG dOOT|G.

6.5 ®von Kol GLGTUTIKA TOVL TEPLEKT

IIpoysuiouévn cuptyya,

Evéoo dtdlvpa e Tpoyepucpévn cupLyyo Tov amoTeAEiToL amd yudAtvo kKoAvdpo (Tomov I) pe
évdelgn d0omg, TOUA 0md BOLTLAIKO KOOVTCOVK Kol KOTOKL KAEIGIHOTOG e EVOEIEN Tapafioong
(ovpmeprlopPovopévon evog AKOUTTOV KATOKIOD 6TO GKPO, EVOG KOTOKLIOD amd FOVTUAIKO KOAOVTGOUK
010 akpo ko evog luer-lock mpocapuoyéa). H mpoyepiopévn ocbpryyo cuvapporoyeitar pe pia papoo
euPorov ko pio ekteTapévn Aafn daxtolov. Kébe mpoyepuopuévn ocvopryya nepiéyet 21 mg
eoploudunng o€ dtdiopa 0,175 ml.

Méyeboc cvokevaoiag pog oteipag, E&apetikd Aentod Toryduatog felovag éveong e giktpo (30-
gauge x 5 tvtoa, 0,30 mm x 12,7 mm, 5 um), cuokevacpévn poll Pe pio TPoyEUIGUEVT] GUPLYYO.

To kamdKt 0o KOoVTGoUK, TO TMU 00 KAOVTGOVK, 0 YUAAVOG KOALVOPOG Kot 1) feAdva Eveong ue
OIATPO EPYOVTOL GE ETAPT LLE TO POPUAKEVTIKO TPOTOV.

DroAido

0,24 ml oteipov SoADUATOG G€ YOAAMVO PLOAISIO LE TAOU ELGYDPNONG EXKAAVUUEVO LE KAOVTGOVK,
COPUYIGHEVO LE TAOUO AAOVUIVIOV [LE TAUCTIKO KITPIVO AOCTOUEVO O1GKO.

MéyeBog cuokevaciog evog proidiov kot piag appieiog Pelovag petapopdg pe eidtpo (18 gauge x
1% ivtoeg, 1,2 mm x 40 mm, Sum).

6.6 Iowitepeg TPoPLLAEELS aTOPPLYNG KOL AALOG YEIPIGNOG
Mnv avoakiveite.
To Vabysmo 0o mpémet va eEAéyyeTon OmTIKG HETE TNV apaipeot amd T YVYEio Kot Tptv amd T

xoprynon. Eav vépyovv opatd copatidia 1 Bodepdtnta, To Vabysmo dev mpénet vo
XPNoomoEiTOL.
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Lpoyspuouévy ovpiyyo,

H mpoygpiopévn cvpryya mpoopileton yia pia ypron o povo Eva patt. Avoléte v anootelpopévn
TPOYELGUEVT] GUPLYYO LOVO VIO donmteg cuvOnkeg. To didAvpa Ba Tpénet va emibfempeitol onTikd
P amod T yopnynon. Edv vadpyovv opatd copotiow 11 0oAepotnTa, 1 TPOYEUGUEVT CVPLYYO OEV
TPEMEL VO YPTCLLOTOLELTOL.

H mpoyepiopévn cbpiryya mepiéyel peyaddtepn amd T cLUVIGTOUEVN 000N T@V 6 M EUPIGIUAUTNG
(mov 16o0dvvapei pe 0,05 ml). Kabe mpoysuicuévn odpryya mepiéyet 21 mg gapioudunng oe dStlopo
0,175 ml. H nepicoeia tov dykov mpénet va amofdAletor Tpv and tnv £veon).

MnvV 10 ¥pPMCILOTOLELTE EGV 1) GLOKEVAGIN, 1| TPOYEUOUEVN cVPLYYR KoM 1) feAdva Eveong e iATpo
glvan kateoTpappéva 1 £xel mapérbet n nuepounvio ANéng. Aertopepeic odnyieg yprong Tapéyovral
GTO PUALO OONYIDV XPIONG.

D10lidio

To QraAidlo mepiéyel mepocOTEPT OO T GLUVIGTMOHEVN OGN TV 6 MJ. O dyKog TAPWOTNG TOV
eroldiov (0,24 ml) dev mpémel vo ypnouonoleital 6to cuvord tov. H mepicoeia tov dykov Oa mpénet
va amofdAietal mpv omd v éveon). H éveon oldkAnpov tov dykov tov @laAtdiov Oa mpokaAécst
vrepdocoroyia. H d6on g éveong mpémet va opiotel otny évosién d6ong 0,05 ml, dniadny 6 mg
QOPICIUAUTNG.

To mepieyouevo tov Praidiov Kot 1 feAdva HeTapopds pe IATpo etval otelpa Kot Tpoopilovtat yio
pio povo ypnomn. Mnv to ypnoyomoteite €Gv 1 GuoKeLOGIN, TO PLOALGL0 /Kol 1 BeEAdval LeTAPOPAS LE
@iATpO €xovv voaTel N N edv Exetl mopérOel | nuepounvio ARENG. Aemtopepeic 0dnyiec ¥prong
TOPEYOVTOL GTO GOLAAO 0ONYIDV XPHOTG.

Ka6e aypnoiponointo eopuokevtiKd tpoidv 1 VITOAELUO TPETEL VO, ATOPPITTETOL COUPOVA LE TIG
KOTO TOTOVE 1GYVOVGEC GYETIKES SLUTAEELG.

Odnyieg xpong yio Ty TPOyEULTUEVH TOPLYYOL.:

H a@aipeon ¢ ovpryyag amd ) Baon g ovptyyas (Prpe 1) kot dAa ta emdueva Prjpata Bo
TPETEL VAL YIVOLV YPNCULOTOIOVTAG AGTTITH TEXVIKT].

Inueioon: n d6on apinel va pvOmotei oty £voatn 66e6mg 0,05 mi.

Avoi&te ™ Bdon Kol 0QUPEGTE TO KATAKL TNG GCUPLYYOS

1 EekolAnote To KGALUUO amtd TN BACT TN GUPLYYOS KOl APOIPESTE LLE AGTTITY TEYVIKT TNV
TPOYELGUEVT GVPLYYOL.

2 Kpomote m cOpryya amd to Agvukod meptraipio. Byddte to kamdkt g oOptyyos mélovtag
kaOeto (pA. Eucova I').

Mnyv agaipeite To Kamdxt oTpifoviag To.

Ewova I’
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IIpocappdote ™) Perdva éveong pe piltpo
3 Aogoaipéote donmrta Tt feAdOva Eveong e GIATPO 0o T GLOKELOGIN TNC.

4 Tlpooapudote donmro kot otabepd ) Pehdva Eveong pe @idtpo mavo oto Luer lock g
ovptyyog (Br. Etkova A).

Xpnopomromote L6vo v
TOPEYOLEV

Belova éveong pe piltpo
Yo TV xopnynon

Ewova A

5 Aogoaipéote mpoceKTIKA TO KamdKL TG feAovag tpafavTas to vbeia.

ATopakpOVETE TIG QUGALIOES AEPO.

6 Kpomote m oOpryya pe ) Beddva éveong pe ¢idtpo otpappévn tpog ta tave. EAéyEte T
GUPLYYO Y10, QLGOAISES 0EPaL.

7 Ed&v vndpyovv gucaroeg aépa, XTUTNOTE ATUAG Tr GUPLYYA E TO dAYTLAO GOg HEXPL OL
QLoOAideC va avéPovv otny kopven (PA. Ewkéva E).

Ewéva E
[pocappdote T 8061 TOV PUPPUOUKEVTIKOD TPOIOVTOS KoL aTofareTe TOv aépa
8 Kpomote ™ ohpryyo 610 DYOG TOV HATIOV KOl TIESTE apyd T pafdo Tov epforov Emg 6Tov
T0 KAT® dKpo Tov 0610V TOV £AIGTIKOD TONATOS Vo eVBVYPOUIOTEL e TNV EVOEIEN dOGTG
0,05 ml (BA. Ewova XT). Avtd 0o anoParel Tov aépo Kol TV TEPIGOELD TOV SLOADUOTOG KO

0o opicel ™ d6on ota 0,05 ml.

BeBaiwbeite 0t1 1 éveon yivetal apéomg LeTd TV TPOETOOGTO THG dOCNC.
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Ewovo =T

Awdkacia éveong

9 H dwdwacio g éveong mpénet va mpaypatonoteiton vid donmnreg cuvOnKec.

[payunotonomote Vv £veon apya £0G OTOL TO EAUGTIKO TOUN PTACEL GTO KATM UEPOC TNG
obpryyog yio va yopnynost tov éyko tov 0,05 ml.

Mnyv kaAvmtete Eavd 1 pnv amocvvosete T Pelova éveonc e QIATpo amd T cOptyya.

Kabe aypnoiponointo eapuokevticd Tpoiov 1 vroiepa Oo Tpénel va amoppintetan
GOUQ®VA LLE TOVG TOTIKOVG KOVOVIGLOVG,.

7. KATOXOX THX AAEIAY KYKAO®OPIAX

Roche Registration GmbH

Emil-Barell-Strasse 1

79639

Grenzach-Wyhlen

T'eppovia

8. APIOMOZX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1683/001

EU/1/22/1683/002

9. HMEPOMHNIA IMNPQTHY E'KPIZHX/ANANEQXYXHY. THX AAEIAX

Hpepounvia mpdtng éykpiong: 15 Zemtepppiov 2022

10. HMEPOMHNIA ANAGEQPHXHX TOY KEIMENOY

Aentopepeic TANPOPOPIES Y10 TO TOPOY QOPUOKEVTIKO TPOioV gival d1a0Ec1ES GTOV SIKTVAKO TOTO
tov Evpomaikod Opyovicpod @apudkov: hitps://www.ema.europa.eu/en.

34


https://www.ema.europa.eu/en

ITAPAPTHMA I

MMAPAZKEYAXTHE(EX) THE (TQN) BIOAOTTKQX
APAXTIKHE(QN) OYZIAZ(QN) KAI
MAPAZKEYAXTHX(EX) YIIEYOYNOZ(OI) T'1A THN
ATIOAEEMEYZH TON ITAPTIAQN

OPOI'H IIEPIOPIXMOI XXETIKA ME TH AIAOGEXH KAI
TH XPHXH

AAAOI OPOI KAI AITAITHXEIX THX AAETAX
KYKAO®OPIAX

OPOI'H NIEPIOPIXMOI XXETIKA ME THN AX®AAH KAI

ATIOTEAEXMATIKH XPHXZH TOY ®PAPMAKEYTIKOY
MPOIONTOX
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A. HAPAXKEYAXTHX(EX) THX(TQN) BIOAOTI'IKQXE APAXTIKHXE(QN) OYXZIAX(QN)
KAI TAPAXKEYAXTHX(EY) YIIEYOYNOX(OI) I'TA THN AIIOAEXMEYXH TQN
IMAPTIAQN

‘Ovopa kot dtevfuvon tov(tev) tapaokevaoti(@v) te(tmv) Broroyikdc dpaotiknc(®dv) ovoiac(dv)

Roche Diagnostics GmbH
Nonnenwald 2

82377

Penzberg

T'eppovia

F.Hoffmann-La Roche AG
Grenzacherstrasse 124
4058 Basel

EXpetia

‘Ovopa kot dtevfuvon Tov(tev) Tapaokevaoti(@v) mov givor vtevHuvoc(ol) Yo TNV aTodEGUEVCT) TOV
ToPTId®V

Roche Pharma AG
Emil-Barell-Strasse 1
79639
Grenzach-Wyhlen
T'eppovia

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

DoppokeuTikd TPOIOV Yo TO 0TTOI0 amoLTEITAL TEPLOPIGUEVT 1aTPIKT) cuvTayn (PA. mapdptnua L

[epiinym Tov Xopaktnpiotikev tov [Ipoidvtog, mapdypapog 4.2).

I AAAOI OPOI KAI ATTAITHZEIX THX AAEIAX KYKAO®OPIAX

. Ex0£6£1g meprodikic mopakorovdnong e acpdieroac (PSURS)

Ot anmoitioelg yo Tnv vrofoin tov PSURS yo to ev Adym @apuakevticd mpoiov opiloviot

GTOV KOTAAOYO UE TIG Nuepounvieg avoaeopag g Evaong (kotdhoyog EURD) mov mapatifeton

otV Tapdypapo 7, tov apbpov 107y, g odnyiag 2001/83/EK kot ka0 emakdlovdng

EMKALPOTOINGONG OTMG OMLLOGIEVETAL GTIV EVPMOTAIKT] SIKTVOKT] TUAT| Y10l TO PAPHOKAL.

0O Kdroyoc Adeiag Kukiogpopiag (KAK) Ba vrofarier v mpdtn PSUR yio o mpoidv péca o 6

UNVEG amd TNV £YKPLOT.

A.  OPOI'H HEPIOPIXMOI ZXETIKA ME THN AX®AAH KAI AITOTEAEZMATIKH
XPHXH TOY ®PAPMAKEYTIKOY ITPOIONTOX

. Yyéo10 owayeipiong kivovvov (XAK)

O Kdroyoc Adeiag Kukiopopiag (KAK) Oa die€aydyet Tig amattodpueveg SpactnploTnTeS Kot

TOPEUPAGELS PUPILOKOETOYPVTVIIONG OTT¢ Tapovctdlovtal 6to cupenvniéy XAK wov

napovctdleTar otny evotnta 1.8.2 g doetog KukAopopiog Kot 0molecdNToTE EMAKOAOVOES
eykekpiuéves avabempnoeig tov ZAK.
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'Eva emkatpomompévo ZAK 0o mpénet va katotedet:

. Metd and aitnpa tov Evponaikov Opyovicpod Goapudkmy,

. OnotedNmoTe TPOTOMOLEITAL TO GVGTNO. SLOYEIPIONG KIVOHVOD, EIOIKE MG ATOTEAEGLLO ANYNG
VE®V TANPOPOPIDV TOV UTOPOVV VO ETUPEPOVLY CTIUAVTIKT GAANYT GTN GYECT] 0PEAOVC-KIVOHVOL
N ©G ATOTEAEG LA TNG EMITEVENG EVOG OMLOVTIKOD OPOGTLOV ((PUPUOKOETOYPOTVION 1)
glaytotomoinor Kivdvvov).

. EmnpocOeto pétpa ehayrotonoinons Kivovvou

Ipwv and ™ didbeon tov Vabysmo oe kabe Kpdtog Méhog, o Kdatoyog Adesiag Kukhopopiag (KAK)
TPETEL VO GUUPOVIOEL GYETIKA LE TO TEPLEYOUEVO KOL TN HOPPY| TOV EKTOUOEVTIKOV TPOYPAUIOTOC,
GUUTEPTAAUPAVOUEVOY TOV HECHOY ETIKOWVOVING, TOV TPOT®V SLOVOUNG KOl OTOI®VONTOTE GAAMV
TTVYAOV TOL TPOYPAUIOTOG, pe TNV EOvikn Appodia Apyn.

To exmadevTIKO TPOYPUUUL GTOYEVEL GTIV EMOUPKN TANPOPOPTOT TOV 0GOEVOV/QPPOVTICTMOV Y10 TOVG
Kdvvoug Tov Vabysmo, ta facikd onueio Kot GOUTTOUATE GVTOV TOV KIVEOV®V KoL Y10, TO TOTE TPENEL
va avalntioovy enctyovca eEETaoT a0 TO 1WTPO TOVGS, UE GTOYO TNV EAUYIOTOTOINOT TV KIVOUVOV Kot
TUYOV eTakOAOVOV eTTAOKOY, EvOappOVOVTOG TNV £yKatpn Tapéupacn.

O KAK 0a npénet va dtacaricet 011, o€ kKOs Kpdtog MéLog 6o omoio kukhopopei to Vabysmo, 6iot
ot ao0eveic/PPovTIoTEG TOL avapéveTol va, ypnoiponoticovy o Vabysmo éxovv npdoBoocn/Aappdvovv
T0 0KOAOLOO EKTOOEVTIKO TTOKETO:

. [Mokéto mAnpopopidy yio tov acbevn

To maxéto TANPOPOPILOV Y1 TOV 0cBeV] amoTeELETOL 0O TO PVALO OONYIDV ¥PNONG Y ToV acbevn

KoL TOV 001Y0 Yo ToV acOevi)/ppovTioT.

O 0dnyo66 Yo Tov acBevi TOPEYETOL GE YPOITH KO NYNTIKY popen Ko Ba mepthapPavet ta akdlovba

Baowd otoryeio:

. Mia Teptypagpn TnG VEOUYYELOKNG NAIKIOKNG EKPOAIONG TG oy pdg knAidag (NAMD), tov
dapntikod owdNpaTog ™g oypas kniidag (DME) kat tg amogpaéng oAEPag tov
apeipAnotpoedong (RVO)

. Mia eprypagn Tov Vabysmo, tov tpdmov dpaong Tov, Kabmg Kot Tt TPETEL VO OVOUEVOLY ad
™ Bepomeia pe To Vabysmo

. Mo meprypar| TovV BOCIK®V GNUEI®V KOl CUUTTOUATOV TOV BAGIKOV KIVOOVOV TOL
oyetilovton pe o Vabysmo, dniadn g Aoudoovg evéo@Bolpitidog Kot Thg evoopOdApog
PLeypHoVIg

. Mua meprypaon| yio to mdte Tpémel va avalntioovy enetyovca e£€taom and Tov Tapoyo

VYELOVOIKTG TTEPIBOAYNG GE TTEPIMTMON TOL TAPOVGIAGTOVV GNUEIN KOl GUUTTOUOTH AVTMV
TOV KIVOOVEOV
. YVGTAGELS Y10 ETOPKT PPOVTION LETA TV £VEST
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ITAPAPTHMA 111

ENNIXHMANXH KAI ®YAAO OAHI'TQN XPHXHX
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A. EIIIXHMANXH
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ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
KOYTI
NNPOI'EMIXMENH XYPITTA

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Vabysmo 120 mg/ml evéopo didhvua og Tpoyepusuévn copryya
QOPIGILAUTT

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

"Eva ml dtoAdbpotog mepiéyel 120 mg papioipdumng
KdaBe npoyepuopévn odpryya mepiéxet 21 mg papioipaunng og 0,175 ml droddportog.

3. KATAAOI'OX EKAOXQN

Eniong mepiéyovtat: L-1otidivn, o&ikd 0&0, L-pebetovivn, molvcopPikd 20, vatpro yhoprovyo,
cakyopoln, HOwp Yo evEsua.
Agite 10 QOALO 0ONYIOV Y10t TEPLGGOTEPES TANPOPOPIEG

4, GOAPMAKOTEXNIKH MOP®H KAI ITIEPIEXOMENO

Evéoo dtdAvpa
21 mg/0,175 ml
Xopnyel 1 epama 66om twv 6mg/0,05ml

1 mpoyepouévn copryya
1 Belova éveong pe eiltpo

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Evdoboroedikn ypnon

Ednag xprion

AwBdote 10 EUALO 0dNYIDV YPAONG TPV O T YPNOT

Metd 10 Gvolypa TG COPAYIGUEVNG PACTC, TPOY®PNOTE VO AONTTEG GLVONKES

IIpocoyn:
Xpnoiponoteiote HOVo TV mTopeyOuevn ferova Eveonc ue eiATpo yio T yopnynon
H 860m mpémel va pubuctel oty évositn do6ong twv 0,05 mi

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

Na puAdooetol og 0éom, TV omoia dev PAETOLY Ko dev Tpoceyyilovv Ta TadId.

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

EXP

9. EIAIKEYX YYNOHKEX OYAAZEHX

dvAdocete o€ Yoyeio
Mnv kaToyvyete
Ddvidcoete T o@paylopévn Pdon o1o e£MTEPIKO KOVTL Y10 VO TPOGTATEVETAL A0 TO PMG

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKON ITPOIONTQN 'H TQN
YIHHOAEIMMATON ITIOY NIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
Teppavia

12.  APIGMOX(OI) AAEIAY KYKAO®OPIAX

EU/1/22/1683/002

13.  APIOMOZX ITAPTIAAZ, ETOIXEIA AOTH KAI KQAIKOI ITPOIONTOX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®POPIEX XE BRAILLE

H outioAdynon yio vo unv tepiingdei ) ypaoen) Braille ivon amodekt.

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

A160106T0TOC YPOUU®TOS KddKaG (2D) mov @épel tov TepIAn@OEVTa LOVOITKO aVayVOPIOTIKO KOOTKO.
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18. MONAAIKOX ANATNQPIETIKOX KQAIKOX - AEAOMENA ANAI'NQXIMA AIIO
TON ANOPQIIO

PC
SN
NN
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ENAEIZEIX [IOY IIPEIIETI NA ANATPA®ONTAI XTHN KYYEAH AAOYMINIOY
NNPOI'EMIXMENH XYPITTA

1.

ONOMAZIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Vabysmo 120 mg/ml evéoipo dtAvpa
QOPICILAUTT

| 2.

YXYNOEXH XE APAXTIKH(EYX) OYXIA(EX)

| 3,

KATAAOI'OX EKAOXQN

| 4,

DOAPMAKOTEXNIKH MOP®H KAI ITEPIEXOMENO

21 mg/0,175 ml

| 5.

TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Mia povo ypnon

Awfdote To @OALO 0ONYI®V YPNoTNG TPV amd T YP1oN

Evdobaloeidikn ypnon

Xpnoiponoleiote Hovo TV Topeyouevn felova Eveong e eiATpo yio T yopnynon

6.

EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOXETTIZOYN TA ITAIATA

Noa puAdcoetar og BEon, TV omoia dev BAETOLY Kol dgv Tpoceyyilovy Ta ToudId.

| 7.

AAAH(EY) EIAIKH(EX) ITPOEIAOIIOIHXH(EIX), EAN EINAI AITAPAITHTH(EYX)

‘ 8. HMEPOMHNIA AHEZHX
EXP
9. EIAIKEY YYNOHKEX OYAAZHX

dvidocoete og yoyeio
Mnv kaToyvyete
IIpootatéyte amd T0 Mg
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10. IAIAITEPEXZ IPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEIIMOIIOTHOENTOQN ®APMAKEYTIKOQN ITPOIONTQN 'H TQN
YIHOAEIMMATQON ITIOY NIPOEPXONTAI AIIO AYTA, EOOXON AITAITEITAI

11. ONOMA KAI AIEYOYNXH KATOXOY THX AAEIAY KYKAO®OPIAX

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
Teppovia

‘ 12.  APIGMOX(OI) AAEIAX KYKAO®OPIAX

EU/1/22/1683/002

‘ 13.  APIOMOZX IMAPTIAAZ, ETOIXEIA AOTH KAI KQAIKOI ITPOIONTOX

Lot

‘ 14. TENIKH KATATAZH I'TA TH AIAOEXH

‘ 15. OAHI'IEX XPHXHX

‘ 16. TAHPO®OPIEX XE BRAILLE
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX
NNPOI'EMIXMENH XYPITTA

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

Vabysmo 120 mg/ml evéoipo didivua

QOPIGILAUTT
Evdotoloedkn ypnon

‘ 2. TPOITIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX ITAPTIAAX

Lot

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

21 mg/0,175 ml

| 6.  AAAA TTOIXEIA

45



ENAEIZEIX [TIOY IIPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEYAXIA
KOYTI
OIAAIAIO

1. ONOMAZXIA TOY ®PAPMAKEYTIKOY ITPOIONTOX

Vabysmo 120 mg/ml evéoipo didivua
QOPIGILAUTT

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

"Eva ml dtoAdbpotog mepiéyel 120 mg papioipdumng
KdaBe prorido mepiéyet 28,8 mg papropdumng (120 mg/ml).

3. KATAAOI'OX EKAOXQN

Eniong mepiéyovtat: L-1otidivn, o&ikd 0&0, L-pebetovivn, molvcopPikd 20, vatpro yhoprodyo,
cakyopoln, HVOwp Yo evEsua.
Agite 10 QOALO 0ONYIOV Y10t TEPLGGOTEPES TANPOPOPIEG

‘ 4, GOAPMAKOTEXNIKH MOP®H KAI INTEPIEXOMENO

Evéoo dtdAvpa
1 x 0,24 ml gioAidio
1 Berdva pe pidtpo

‘ 5. TPOITIOX KAI OAOX(OI) XOPHI'HXHX

Mia povo ypnon

AwBdote T0 PUALO 0dN YDV YPAONG TPV O TN YPNOoM
Evdobaloedikn ypnon

Epdana& 66on: 6 mg/0,05 ml

28,8 mg/0,24 ml

6. EIAIKH ITPOEIAOIIOIHXH XYM®QNA ME THN OIIOIA TO PAPMAKEYTIKO
IPOION HPEIEI NA ®YAAXXETAI XE OEXZH THN OITIOIA AEN BAEIIOYN KAI
AEN ITPOZETITIZOYN TA ITAIAIA

Na pvidcoetal o€ Béom, TV onoia dev PAETOLY Kot dev Tpoceyyilovy Ta TALdd.

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

‘ 8. HMEPOMHNIA AHEZHX

EXP
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9. EIAIKEX XYNOHKEX OYAAZHX

dvAdocete o€ Yoyeio
Mnv kaToyvyete
Ddvidcoete T0 PLOAISI0 6TO eEMTEPIKO KOVTI Y10l VO, TPOGTUTEVETOL OO TO POG

10. IATIAITEPEX TIPO®YAAEEIX I'TA THN AITIOPPIYH TQN MH
XPHEZIMOIIOIHOENTON ®APMAKEYTIKOQN ITPOIONTQN 'H TOQN
YIHOAEIMMATQN I10Y ITPOEPXONTAI ATIIO AYTA, E@OXON AITAITEITAI

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

Roche Registration GmbH
Emil-Barell-Strasse 1
79639 Grenzach-Wyhlen
Teppavia

12.  APIOMOZXZ(OI) AAEIAYX KYKAO®OPIAX

EU/1/22/1683/001

13.  APIOMOZX ITAPTIAAX, XTOIXEIA AOTH KAI KQAIKOI IPOIONTOX

Lot

‘ 14. TENIKH KATATAZEH I'lA TH AIAGEXH

‘ 15. OAHTI'IEX XPHXHX

| 16. TIAHPO®OPIEX XE BRAILLE

H attioAdynon yio vo unv teptingdei ) ypaen Braille ivon omodekt.

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

A160106T0TOC YPOUU®TOS KddKaG (2D) mov @épel tov TepIAn@OEVTO LOVOITKO aVayVOPIOTIKO KOOTKO.

18. MONAAIKOX ANAI'NQPIXTIKOXZ KQAIKOX - AEAOMENA ANAI'NQXIMA AITIO
TON ANOPQIIO

PC
SN
NN
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EAAXIXTEX ENAEIZEIX TIOY IIPEITEI NA ANAI'PA®ONTAI XTIX MIKPEX
XTOIXEIQAEIX XYXKEYAXIEX
OIAAIAIO

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

Vabysmo 120 mg/ml evéoipo didivua

QOPIGILAUTT
Evdoboroedikn ypnon

‘ 2. TPOITIOX XOPHI'HXHX

‘ 3. HMEPOMHNIA AHEZHX

EXP

4. APIOMOZX IMMAPTIAAZX<, LTOIXEIA AOTH KAI KQAIKOI ITIPOIONTOX>

Lot

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

28,8 mg/0,24 ml

| 6.  AAAA TTOIXEIA
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B. ®YAAO OAHI'IQN XPHXHX
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@vAiro oonYLOV ypiong: IIinpoopics Yo Tov a.c0evi)

Vabysmo 120 mg/ml evéoypo drdiopa 6€ Tpoyspicpévny copLyya
QOPIGILAUTN

vTo QAPLOKO AVTO TELEL VIO CLUTANPOLOTIKY TOPOKOAOVONON. AVTo Ba emiTpEWEL TO YpryopO
TPOGIOPIoUO VEOV TANPOPOPLOY acPaAciloc. Mmopeite va Pondnoete péow g avagopdg mbavov
AVETOOUNTOV EVEPYELDY TTOVL EVOEYOUEVMG TTopovatalete. BA. Téhog e mapaypdeov 4 yio. tov Tpomo
avaQOopag avemBOUNT®V EVEPYELDV.

AW PaoTE TPOGEKTIKA OLOKAN PO TO PVAAO 0ONYLOV YP1ONGS TPV UPYIGETE VA YPNCLUOTOLEITE AVTO
T0 QappoKo, H10TL TEPIAAPPAVEL CNUOEVTIKEG TAPOPOPIES Y10 CUG.

. DdordEte avto To EOALO 0dNyIdV ¥prone. Towg ypelactel va to dofdcete Eava.

. Edv éxete nmepartépo amopieg, p@TNOTE TOV Y10TPO GO,

. Ed&v mapatmpnoete kamown avemBOunTn evEPYELD, EVIILEPDOTE TOV YITPO GOG. AVTO 10YDEL KOt
v K60 mThavn avemBOuNTN EVEPYELD TTOV JEV OVAPEPETOL GTO TAPOV PVAAO 00T YLDV YPNHONG.
BAéme mopaypogo 4.

Extég and 10 puALo 0dny1dV xpnomng, o yiurpog cag Bo cog dmaoel Evav 0dnyo yio Tov achevn, 0
01010¢ TaPEYEL OTUAVTIKEG TTANPOPOPIES AGPAAELNG TTOV Oa Gog BoNONCOVY VO KATOVOTGETE TOL OPEAT
KoL Tovug Kivdvvoug mov oyetilovtor pe to Vabysmo, kafmg Kot TIC EVEPYEIEG OTIG OTOlEG TPEMEL VO
npoPeite edv TOPOVOIAGETE CUYKEKPIUEVH GUUTTMOLLOTOL.

T epréyel 1o mapov GUAA0 00N YLOV:

Ti eivar to Vabysmo kot oo givon 1 xpfion Tov

T npénetl va yvopilete Tpv ypnoponomoste to Vabysmo
Iog vo ypnotpomomoete To Vabysmo

[MBavég avemBOuntes evépyeteg

Mo va pvidooete to Vabysmo

[epreydpeva g cvokevaciog Kot AOTES TANPOPOpieg

Soah~whE

1. T givon To Vabysmo kot o sivar ) yprjon tov
T givon To Vabysmo kot wova givar 1 yprjon tov

To Vabysmo mepiéyet tn SpacTiky] ovoio GUPIGIUAUTN, 1] OTTOlo OVIKEL GE L0 OUAO POPUAK®Y TOL
OVOLLALOVTOL OVTIVEONYYELOYEVETIKOT TPy OVTES.

To Vabysmo yopnyeitau pe éveon oto pdtt omd tov yiatpd oag, yio ) Oepameio diatapaydyv Tov

LOTIO0 TOV EVNAIK®V TOv ovopalovTat:

. veoayyetokn (Vypod TOTOV) NAIKIOKT eKPOAGT TG @Yphc knAidag (NAMD),

. Sratapoyn ¢ Opacng Adyw drafntikod odnuatog g wypds kniidag (DME),

. dlaTapayn g 0poong Aoym devutepomafods 010NIATOG TG O)PAS KNAIOAG amd andepatn
@AEPag Tov apeiBinotpoedoic (khadikn RVO 7 kevipuiy RVO).

AvTég o1 SroTapayéc TPooPAAlovy TNV @YPE KNALDA, TO KEVIPIKO TUALO TOV OUEPANCTPOEdONS (1)
@mTogvaichnTn oTfdda 6TO TGW PEPOG TOV HOTIOV) TTOL Elval LIEVOBVVO Y TN AETTOUEPT], KEVIPIKN
opaot. H NAMD mpokaieitat omd v avantoén Tadorloyik®@y otpo@edpv ayyeiov amd to omoio
SlopevyeL aipo Kot vypd péco otnv wypd knAida, kot n DME mpokaieital and aipopopa ayyeio and
T omoia SlapevyeL LYPO TOL TPOKOAEL 0idnpa TNG WyPAs kNAidag. H kevtpikn RVO eivar n amodgppaén
TOV KUPLOv opoPOpov ayyeiov (PAEPG) Tov pHeTtapépet aipo pakpild and Tov apPANCTPOEdN Kot 1
Khadikn RVO, etvar ) andppaén evog amd Tovg KPOTEPOLS KAAGOVE TG KUPLUG ALLOQOPOL QAEROC.
Adyo ¢ awEnpévng mieong péca 6e aVTA TO HOPOPa ayyeia, VITApPyEL dSappor| LYPOV GTOV
AUPIPANCTPOELDT, TPOKOADVTAG SIOYKWOOT) TG )PAS KNAidag (oidnua tng oypas KnAldag).
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g dpa to Vabysmo

To Vabysmo avayvopilel kot ovacTéAAel 101KE T dpAoT TPOTEVOV TOL 0VOUAlovTol
oyyelomontivin-2 Kot ayyelokoc evoonAlaxoc avéntikdg mapdyovtag A. Otov avtég o1 mpoTeiveg
VILAPYOLY GE EMIMESD VYNAITEPO GO TO PUGLOAOYIKO, LITOPOVV VO TPOKAAEGOVY TNV OVATTTLUEN
TBOAOYIKOV OHLOPOP®V aYYEI®V KauM va TpoKaAécovy BAGPN ota puGloAoYIKA aryyeio, pe
amoTELEC LA O10PPOT] VYPOD TNV WYPH KNAISO, TPOKAADVTOG £TGL 010N Ko 1| PAAPT Ta ommoia umopei va,
EMNPEAGOVY OPVNTIKA TNV 6paoT TOL acOevoDs. ZVVEEOUEVO e OVTEC TIC TPWOTEIVES, TOo Vabysmo
umopel va avacteidel Tn Opdiomn Tovg Kol va omoTPEYEL TNV avanTtuén Taboroyikmv ayyeimv, T
drappon omd avtd ko o oidnua. To Vabysmo pmopei va Bedtiocet tnv acBéveia Kovn vo
emPpadvvel v emdeivoon g acEévelag Kot, GUVETDC, Vo, S10TNPNOEL 1| AKOLO KOl VO, BEATIOGEL TV
Opaon cag.

2. Tvpémer va yvopilete Tpv (pnoiponomcete 7o Vabysmo

Mnyv ypnoiporonjcete to Vabysmo:

. o€ MEPINTOON AALEPYIOG OTN QUPICIUAUTN 1) GE OTOLOINTOTE AAAO OO TO GLGTUTIKG AVTOD TOL
QOPUAKOV (CVOPEPOVTOL GTNV TAPAYPOPO 6).

. g &yete evepyn N mBavoloyoduevn Aoipwén oto paTL 1§ YOp® omd avTo.

. €aqv €xete mOvo N epuBPOTNTA GTO PATL GOG (PAEYUOVT] TOL HATIOD).

Edv kdmoto and avtd 1oyvel Yo €G4S, EVNUEPMOTE TOV YIATPO GOC. Agv TpEmeL va oag yopnynOei to
Vabysmo.

Ipogdomomosis ko TpoPvAGEES

AmevBuvleite otov Yotpo oag mpwv Adfete to Vabysmo:

. €qv €xete yAavkopa (Lo Tadnon Tov patiov mov cuVHB®E TPoKaAeital 0md LYNAN Tieon 6TO
pat).

. €4V £YETE 1GTOPIKO POTOYIDOV 1) LOOYIDV (GKOVPU COUATION TOV HIOPOVVTAL GTO OTTIKO GOG
7edio) Ko edv Exete apvidla avénon tov peyébovg 1 Tov aplBov TOV COUATIOI®Y.

. €av €yete voPinbei oe yepovpykn enépPacn 6To HATL KaTd TIC TEAEVTOIES 4 gfdonadec N v
£YETE TPOYPAUUATICEL YELPOVPYIKT ETEUPOCT GTO HATL OTIC EMOUEVEC 4 eBOOUAdEC.

. €av elyate oto TapeABov omoladnmote mdOnon Tov poTod 1 giyate voPAndel oe

opBoipoloyuég Bepameies.

Evnuepoote apécme tov yutpo cag eqv:

. TOPOVGIACETE EAPVIKT OTMAELD TNG OPUCTG.

. Tapovcldoete onueio TOavng AoTU®ENG 1 PAEYLOVIAG TOL UATION, OTTMG avENUEVT epubpodTnTa
TOV HOTIOV, TOVO 6T0 UdTt, avénuévn dvoeopio 6to patt, BoAn N uetmpévn dpacn, avénuévo
apfpd piKpdv copatdinv oty 6pacn coc, avénuévn evachncio 6to EwC.

Axoépa, gival onuavtikd va yvopilete to eng:

. N aoPdAgia Ko 1 ootelecpatikotnTo Tov Vabysmo otav yopnyeitat tantodypove. kot ot Vo
pdria dev Exovv peretnOel kot 1 xpNon Le AVTOV TOV TPOTO UTOPEL VO 00N yNOEL 08 ouENUEVO
Kivouvo ekdNAMONC AVETIBOUNTOV EVEPYELDV.

. o€ opopévovg acbeveic, ol evéoelg pe to Vabysmo pnopei va tpokorécovy pocwpv avénon
otV Ttieomn Tov patiov (evoopBdiia mieon) evtdg 60 Aemtdv amd v €veon. O yuatpog cag Oa
TNV mapoakolovbel uetd omd kabe Eveon.

. 0 yuTpodg cog O eéyet edv Exete AALOVE TAPAYOVTES KIVODVOL TTOL Uropel v, avéeovy v
mBavotnta pRéENg N amoKOAANGNG oG oo Tig oTIPAOES 6TO TGW PUEPOG TOV LOTLOD
(amoxoAANoN 1 PEN TOL AUPIPANGTPOELSOVG KOl amokOAAN oM 1 pPEN TOL peldyypov emBnAiov
OV aUPIPANGTPOEISODC), TEPITTMGELG KOTA TIG 0Toieg To Vabysmo mpémet va yopnysiton ue
TPOCOYN.
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Ortav yopryodviol Kamoto ¢appoko Tov dpovv pe tov id1o Tpdmo 6mme to Vabysmo, sivatl yvootd nmg
VIAPYEL Kivouvog avanTuéng Opopfmv aipatog mov uropodv vo aro@pi&ovy To, apoeopa ayyeia
(aptmpraxd Opoufoepuforicd coppavta), Yeyovog Tov Umopel vo 0dNyNoEL o€ Kapdlokn TPosfoin 1
OYYELOKO EYKEPOAMKO melcd010. Kabmg pikpéc TocdtnTeg TOV QapLdKkov umopel va eilcéABovv 6To
aipa, vEapyel o OewpnTikde Kivovvog va mpokhyovy TéTola cupuPavo petd v £veon tov Vabysmo
OTO MATL.

Yrdpyel povo meplopicuévn eumepio ot Oepameio:
o aclevav pe evepyéc AotumdEers.

acBevav pe NAMD kot RVO 85 etdv kot Gvom.

acBevav pe DME Aoyw dwafnt tomov 1.

SaPnTikdv acBevodv pe vynAég péoeg TG cokyapov oto aipo (Hb1AC nave amd 10%).

Swpntikdv aclevav pe 0pBulK VOG0 TOL TPpoKoAgiTol amd dafnTn Kot ovopaletan

TOPOy@YIKN SNtk apueipinotposidonddeia.

o JwPfnTikdv acbevdv pe vymin aptmmplokn wieon peyovtepn amd 140/90 mmHg kot voco tmv
aLLOPOP®V ayyeiwv.

o acbevov pe DME mov Aappdvouv evéceig oe daotripato pikpdtepa omd kabe 8 efdopddeg
Y10 LEYAAO YPOVIKO SLACTNUCL.

Yrdpyel povo meplopicpévn eumepio ot Bepancio acOevov mov Aappdvouy evécelg o€ dlaoThHoTo
pikpoTepa amd Kabe 8 efOOUAdES Yio LEYALO XPOVIKO S1AGTN L0 KOl avTol o1 acbeveic umopel va,
STpEYOvV LEYOADTEPO KivOUVO OVETIBVUNTOV EVEPYEILDV.

Agv vrdpyet epumeipio ot Oepameios
o JdwPnrikedv N acBevov pe RVO pe pun eleyydpevn vymin aptnplokmn mieon.

Edv otidnmote amd o mopandvm oyvEt Yo €6dG, 0 Yiatpog cag Oa AdPet vToOyYT ToL VTV TV
EMdenymn TAnpoeopldV Katd T Bepancia oag pe Vabysmo.

Howowd kon £pnpor

H yprion tov Vabysmo ce moudid kot prfoug dev €xel peketnBei, enedn n NAMD, 1 DME ko RVO
TaPOLGIALOVTOL KUPIMG 68 EVIAKEG.

Alho @appoxa kot Vabysmo

Evnuepoote tov yuotpd cog eqv ¥pnCLOTOLEITE, £YETE TPOCPATA YPNCLOTOMGEL 1] UTOPEL VoL
YPTCLLOTOMGETE GAAD PAPLLOKCL.

Kinon kol Oniaopog

To Vabysmo dev éxel peletBei oe éykveg yovaikee. To Vabysmo dev Oa mpénet va ypnoiponoteitol
KT T S1GPKELD TG EYKVHOGVHVG, EKTOG €AV TO TOUVO 0QELOG Yia TNV acBevi| veptepel Tov THAVOL
KvoOVOL Y10l TO ay€vvnTo Toudi.

Edv giote éyxvog 1 OnAdalete, vopilete 0TL umopei va giote £ykvog 1 oYEOALETE VO ATOKTHOETE TOd,
{ntote ™ GLUPOLAN TOL YLTPOL GOG TPV Gag xopNnyNBel awTd TO PAPLAKO.

O OnAacpodg 6g cuvietdrar kKotd T didpketo tng Oepanciog pe Vabysmo, kabng dev eivol yvootd edv
to Vabysmo mepvdel 6to avOpdmvo yala.

O1 yuvaikeg o1 omoieg LmopoOV va LEIVOUV £YKVEG TTPETEL VO, YPTCLULOTOIOVV ATOTEAEGLLOTIKY HEBOSO
AVTICLAANYTG KOTA TN JdpKeELo TNG Bepameiog Kot Y10 TOVAGYIOTOV TPEIG WVES UETA TN OLOKOTT TNG
Oepomeiog pe Vabysmo. Eqv peivete £ykvog 1 vopilete 011 umopei va giote £ykvog Katd ) didpkela
™G Bepameioc, EVUEPDOOTE AUECHS TOV YIATPO GOC.
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Odnynon kKo EPLoROS PNy avpdTov

Metd v éveon pe o Vabysmo, umopei vo, mapovcidcete tpocwpva mpofAnuata 6pacng (yio
mopaderypo 0ol 6pacn). Mnv odnyeite Kot pn ¥PNOYLOTOLEITE UNYOVALATO Y10, OGO SLUCTN O
S1opKOVV aVTé T TPOPATLLOLTAL

To Vabysmo agpiéyet vatpro

AT T0 POPROKELTIKO TTPOidV TTEPLEXEL MydTEPO ad 1 mmol vatpiov (23 mg) avd 6601, dnAadn eival
OVCLUGTIKG «EAeVBEPO VaTpioL.

To Vabysmo wepiéyel molvcoppiko

Avtd 10 pappoko mepiéyet 0,02 mg tolvoopPikov og kébe doon 0,05 ml. Ta toAlvceopPikd pmopel va
TPOKUAEGOVV ALEPYIKES avTIOPAoELS. Eviuepdote 10 ylorpd cog OTL EYETE OMOLNONTOTE YVMGTH
arrepyia.

3. o va gpnowonounicete To Vabysmo
g diveror To Vabysmo
H ocvvietdpevn d6on elvar 6 Mg QopioIauang.

Neoayyeiaxn (Vypod TOTOV) NAKIOKY EKPOALON NG WYPag knAidag (NAMD)

. ®a AapPaverte Oepameio pe pio Eveon kdbe unva yio Toug TpMO®TOVS 3 UNVES.

. 21 cvvéyeln, umopel vo Kavete evéoelg £o¢ kabe 4 unveg. O yuatpdg cog Bo amopaciost T
oLYVOTNTA TV EVEGE®V UE PAom TNV KATAGTAGT TOL HOTIOD CaC.

Aatopoyn g 0pacng Adym drafntikod odnpatog e oxpds kniidag (DME) kat devteporafoie

01O LLOITOC TNG WYPAG KNALdaG amd amoppaln AEPag Tov apeiPAnctpoeldovg (kKhadtkin RVO 7

kevipik] RVO)

. ®a AapPavete Oepameio pe pio éveon kdbe pnva yio TovAGyIoToV 3 UNvec.

. 211 GLVEXELD, UTOPEL VO KAVETE EVEGELC AyOTEPO GLYVA. O Yiatpog cag Oa amopacicet T
GLYVOTNTA TV EVEGE®V UE PAoT TNV KATAGTAGT TOL HOTIO0 GOG.

Tpomog yopiymong

To Vabysmo yopnyeitar pe éveon oto patt (evoobarogdikn éveon) amd ylatpd pe epmelpio o
Slevepyela EVECEMV GTO HATL.

[pwv and v éveon, 0 yatpog cag Oa ¥PNOIULOTOGEL EVAL OVTICNTTTIKO 0QOUAUIKO S1AAVUE, Y10 VO,
kaBapioel mpooekTiKA TO UATL GOG, L OKOTO TNV amoTpomh AoinwEng. O yiorpdc cag Ba cag
YopPNYNoEL 0PBUAUIKES GTAYOVES (TOTIKO avaloONTIKO) Y10 VA LOVOLAGEL TO UATL OO ETCL MGTE VAL
LELDGEL 1] VO OTTOTPEYEL TOV TOVO OO TNV EVEDT).

TN 660 drdotnpo dwopkei 1) Oepancio pe To Vabysmo
[Ipdkertar yuo o paxpoypdvia Bepamneia,  onoio mBavov Oa cuveyileton yia pnveg 1 €. O yroTpdg
cag 0o TopakoAovBel TOKTIKE TNV KATACTOOT GOG Yo va eEAEYyEL 6TL 1) Bepoameia £xel To emBountod

amotéAeoua. Avaloya pe Ty aviomdkpion cag ot Oepaneio pe to Vabysmo, o yiotpde oog pmopet
va cog {nthoet va oALGEETE GE IO GLYVN N G AMYOTEPO GLY VI YOPTYNon d0GNG.
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Eav napalsiyere pua d6on tov Vabysmo

Edv mapodeiyete po 666m, Tpoypoppatiote Eva vEo paviefov Le Tov yioTpd oag 660 To dSuvatov
GUVTOUOTEPQ.

Edv otapatioste va ypnoponorcite to Vabysmo

Amevbuvbeite otov yiatpd cog TpoTov dakdyete T Bepaneio. H diaxomn tng Bepaneiag umopet va
ovénoet Tov Kivouvo amdAelog TG OpOoNS Kol 1) 0pact| 6o¢ LTopel va, emdevmOel.

Edv éxete meprocdtepeg EpMTNGELS GYETIKA LLE T YPNOT OVTOV TOL PAPUAKOV, POTNOTE TOV Y1ATPO
o0,

4, IMBavéc avemBounTeg evépyereg

Onwg 6ha Ta eAppraKa, £TGL KOL AVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEG, OV
Kot 0gv mopovctdloviol 6€ GAOVE TOVS OVOPDOTOLG,.

Ot avemBounteg evépyeteg amd v €veon pe Vabysmo apoépyovran gite amd to ghppoko, gite and
dradkacio TG £veong kot ennpedlovy KupimG TO LATL.

Opropéveg avemOOunTeS evépyereg pmopet va givan coPapég

Emikoveoviote apéomg (e Tov yloTpd 6o¢ €AV TaPOVCIAGETE 0TOL0NTOTE GO TO TAPAKATM, TO OO0

amotelohV onueio AAAEPYIKNG ovTidpaonG, PAEYUOVIG 1 AOTU®ENC:

. TOVO GTO HATL, AVENUEVT duapopia, avEnpévn epuBpotnTa Tov patiov, BoAn 1 pHelwuévn 6pao,
avénuévo apBpd kpmv coRaTdinv oty 0pacn 1 avénpévn evaictncia 6to Pc. Avtd givan
onueio mavng AoTU®ENG, PAEYUOVIC TOL HOTIOD 1| AAAEPYIKNG OVTIOPOOTG.

. alevidlo peimon 1 aAiayr| g 0pacTG.

Adreg MOAVEG aveTOOUNTES EVEPYELES

AMLeg avemOOUNTEG EVEPYELEG TTOV UTTOPEL VOL TALPOLGIAGTOVVY LeTd T Oepameio pe Vabysmo
TEPIAAUPAVOVY QVTEC TOV AVOPEPOVTUL TTLO KATM.

O1 tep1oc0TEPES OO TIC AVEMBVUNTEG EVEPYELES Elval TG £MG UETPLUG PApOTNTOG Kol YEVIKA
eEapavitovran evtodg piag efdopddac petd amd kabe Eveon.

Emkowovnote pe Tov yatpd oag edv kémoto and Tic akodAovdec avemBOunTES EVEPYELES Yivel TTLO
cofopn.

oAb ovyvég (evoéyetar va emnpedlovy tepiocdtepa amd 1 oto 10 dropa):
. Koapia

Yoyvég (evoéyeton va emmpealovy £o¢ kat 1 ota 10 dropa):

. ®oA0¢ YOG 6TO HATL (KOTAPPAKTNG)

. Pnén piog and 115 otifadeg oto micw PéPog To poTiov (pNéEn tov emfniiov ¥pwOTIKNAG
(neldryypov emBnAiov) Tov auePpAnctposdong — uovo otnv AMD)

. AmokOAAN o™ NG 0VGiag OV Hotdlel pe YEAN péca 0TO LAt (ATOKOAANGT LOAOEWDOVGS)

. AvEnon g mieong péoa oto patt (awEnpévn evooebdipia tieon)

. Awoppayio amd UKpd apo@opa. ayyeia oty eEmteptkn oTIAd0 Tov HaTlov (apoppoyic Tov
EMIEPVKOTA)

. Metoakvobpeva copatiow 1 oKobpa GYALATE GTIV 0paoT) 60G (EEL0POUATA TOV VOAOELOOVG
COUOTOC)

. IT6vog oto piTt
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Oy ovyvég (evdéyetan va emnpedlovv €wg 1 ota 100 droua):
. 2oBapn eAeypovn 1 Aoipmén evidg Tov oPBaALOD (evoo@Oalpitidn)

. dLeypovn g ovciag Tov Potdlet Pe YEAN HEGO GTO HATUKOKKIVO HATL (VOAITION)

. dAeypovn TG ip1oag KoL TOV YEITOVIKAV TNG 10TOV HECH 6To UATL (1pitida, 1ptdoKLKAITION,
POYOELdITION)

. Awoppayio péoa 6to patt (apoppoyios 6To VOAOEIOEC GMLLOL)

. Avceopia 6To patt

. Dayodpa (Kvnopog 6To partt)

. P1én tov apeifAnotpoetdois (To Tom HEPOS TOL UATION TTOV OVIXVEDEL TO PMC)

. Koékkvo pdrt (vreparpio Tov 0@Bodpot/ emmepukoTa)

. AtoOnpo EEvov ocdpaTOg GTO PATL

. Oounr| 6pacn

. Meiopévn o&otnta 6paocng (Lelopévn onTikn o&HTnTa)

. [Tovog xatd ™ didpketn g dradikaciog (AAyog katd tnv dadukacio Tng £vEon)

. AmokdAAN o™ TOV OUEIPANGTPOEISOVC
. AvEnuévn mapoywyn dakpi@V (dakpippota avénuévn)

. Xapoyn Tov kepatogdovs, PAGPN otn dtbpavn otifdda Tov BoABov Tov HaTo) ToL KOAVTTEL
NV ip1da (eKd0pd TOL KEPATOELZOVC)
. Epebiopog tov pation

YXrdwvieg (evoéyeton va emnpedlovv éoc 1 ota 1.000 dropa):

. [Ipocwpwd peiwpévn o&mra ¢ 6paong (N orTiKn 0EHTNTO, LEIDOVETOL TOPOITIKA)

. BOO6A®GoT TOV POKOD AOY® TPAVUATICUOD (TPOVHOTIKOSG KATUPPAKTNG)

Mn YvO6TIIG GUYVOTNTOS

. Ayyetitido Tov aueBANGTPOEIBONS (PAEYUOVH TOV ULUOPOPOV ayYEI®V 6TO To® UEPOC TOL
HoTion)

. Amoppaktikn ayyelitido appAnctpogdodc (andppaén Tov apoeop®yv ayyeinv 6To Tiown

UEPOG TOV HOTLOY, TUTKE TOPOLGID, PAEYLOVNC)

Ortov yopnyovuvTal OpIoHEVO PApLOKe TOL dPoVV pe Tapdpoto Tpodmo pe To Vabysmo, givat yvmoto 0Tt
VIAPYEL Kivouvog Bpoufmv Tov aipotog o1 omoiot epalovy To apoeopa ayyeio (apTnploKd
OpoppoeuPforikd copfavta), Ta omoia pUTopel va 0dNYHGOLY GE KAPSLOKT TPOGPOAN N AyYELOKO
eYKeQoAkd enelcddo . Kabdg pikpéc mocdTNTEG TOL PUPUAKOL EIGEPYOVTOL GTO CpLa, VITAPYEL EVOg
BewpnTIKOG Kivouvog TéTolwv cuufdviav uetd v éveon tov Vabysmo oto pdrt.

Avo@opd avemBdunTov gvepyaLdv

Edv mapotnpioete KAmota ovemiBuunTn evEPYELD, EVILEPDOGTE TOV Y1ATPO coC. AVTO 1oYDEL KOt Yol
KG0e mOovn avemBOunTN evEPYELD TOV OEV AVAPEPETAL GTO TTAPOV PUAAO 0OMy1dV ¥prionc. Mmopeite
eniong va avoaeépete avemBounteg evépyeteg amevbeiag, LESm Tov €BViKoD GUGTHUATOG AVAPOPAS TTOV
avaypaoeetor oto [Hopdptnua V.* Méow g avapopds avemBOunTmv evepyeudy UTopeite va
Bonbnoete 6T GLALOYY TEPIGGOTEPWOV TANPOPOPLDV GYETIKA LE TNV AGPAAELD TOL TAPOVTOG
QOPUAKOL.

5. og va puiacoete To Vabysmo

O y1Tpog, 0 PAPLOKOTOLOE 1] 0 VOGOKOUOG G0¢ ivotl vrtehBuvol Yia 1 6ot om0 KELST] AVTOL TOV
QOPUAKOV KO TN GOOTH AmOPPLYT] OTOLOLVONTOTE CYPNOLUOTOINTOL TPOoidvToc. Ot akdiovbeg
TAnpoeopiec Tpoopifovtal yio emaryyeApoties vysiog.

To @appoko ovtd TPETEL VoL UAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TO, TOdLA.

Na pn ypnoiponoteite avtd 10 PAPUOKO UETE TV NUEPOUNVia ANENG TOV AVOPEPETOL GTO KOVTL Kot
oV etikéTa Petd v £vosiEn EXP. H nuepounvio ANEng sivar n televtaio nuépa Tov univol mov
ovVOQEPETOL EKEL.
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duvrdooete og yoyeio (2°C - 8°C).
Mnv katoyoyeTe.

DvAdcceTE TN GEPAYIGLEVT BAon 6T0 eEMTEPIKO KOVTL Y10 VO TPOGTUTEVETAL 1] TPOYEUICUEVT) GUPLYYQ
ond 10 POC.

H mpoyepiouévn obpryyo umopei va dotnpeitar o€ Oepuokpoacio dopatiov, otovg 20°C éwg 25°C,
GTNV OPYIKT] GLOKEVAGTIA Yo £0G 24 DpES.

6. Mepreybpeva TG GVOKEVOCING KO AOWTEG TANPOPOPIES
T agpréyel To Vabysmo

. H dpaoctikn ovsia givar | eapiopdunn. Eva ml evécipov diadkvpatoc mepiéyet 120 mg
eoptodunnc. Kabe mpoyepiouévn ovpryyo tepiéyst 21 mg papioipdunng o€ 0,175 ml
oA HOTOG. AVTO TTOPEYEL Lo OEEALUN TTOGOTNTO Yio. T YopTynon piag epdma 66ong 0,05 ml
SLADUATOG IOV TTEPLEYEL 6 MY PUPICTUAUTNG.

. Ta dAlo ovotatikd givat: L-iotidivn, o&ikd 0&H 30% (E 260), L-pebetovivn, vatpilo yAwprovyo,
oaxyapoln, toAvoopPikd 20 (E 432), vdwp yia evéoipa (PA. mapdypapo 2 «To Vabysmo
TEPIEYEL VATPLO KOl TOAVGOPBLKod»)

Epgavien tov Vabysmo ko epieydpueva. TG 60oKELOGI0G

To Vabysmo 120 mg/ml gvéoipo dtddlvpa (§veom) 6e TPOYELGLEVT GVPLYYO Eivar Eva SLanYEC £mG
omoAilov, dypoIo £®G OVOIKTO KOQE-KITPIVO SLAAV L.

MéyeBog cuokevaoiog Log oteipag, e£peTikd Aentol Toy®patog ferdvag Eveong pe eiltpo (30-
gauge x 5 ivtoa, 0,30 mm x 12,7 mm, 5 pm), cuokevacpévn poli Pe pio TPOYEUIGHEVT] GOPLYYO, Yo
pia pévo ypnon.

Kéroyog Adsrag Kvkhogopiag

Roche Registration GmbH
Emil-Barell-Strasse 1
79639

Grenzach-Wyhlen
Ieppovia

Iopoackevaotig

Roche Pharma AG
Emil-Barell-Strasse 1
79639
Grenzach-Wyhlen
I'eppavia

I'o omoladnmote TANPOPOPio. GYETUKE LLE TO TAPOV PAPUAKEVTIKO TPOTOV, TAPAKAAEIOTE VO
amevBouvbeite otov Tomikd avtmpdowno Tov Katdyov tng Adsiog Kuihopopiog:

Belgié/Belgique/Belgien, Lietuva
Luxembourg/Luxemburg UAB “Roche Lietuva”
N.V. Roche S.A. Tel: +370 5 2546799

Tel/Tel: +32 (0) 2 525 82 11
Belgié/Belgique/Belgien
56



Bbbarapus
Pomr bearapus EOO/L
Ten: +359 2 474 5444

Ceska republika
Roche s. r. 0.
Tel: +420 - 2 20382111

Danmark
Roche Pharmaceuticals A/S
TIf: +45 - 36 39 99 99

Deutschland
Roche Pharma AG
Tel: +49 (0) 7624 140

Eesti )
Roche Eesti OU
Tel: +372-6177 380

EALGda, Kompog
Roche (Hellas) A.E.
E)\ada

TnAi: +30 210 61 66 100

Espafia
Roche Farma S.A.
Tel: +34-91 32481 00

France
Roche
Tél: +33 (0)1 47 61 40 00

Hrvatska
Roche d.o.0.
Tel: +3851 47 22 333

Ireland/Malta

Roche Products (Ireland) Ltd.
Ireland/L-Irlanda

Tel: +353 (0) 1 469 0700

Island

Roche Pharmaceuticals A/S
c/o Icepharma hf

Simi: +354 540 8000

Italia

Roche S.p.A.
Tel: +39 - 039 2471

57

Magyarorszag
Roche (Magyarorszéag) Kft.
Tel: +36 - 23 446 800

Nederland
Roche Nederland B.V.
Tel: +31 (0) 348 438050

Norge
Roche Norge AS
TIf: +47 - 22 78 90 00

Osterreich
Roche Austria GmbH
Tel: +43 (0) 1 27739

Polska
Roche Polska Sp.z o.0.
Tel: +48 - 22 345 18 88.

Portugal
Roche Farmacéutica Quimica, Lda
Tel: +351 - 21 425 70 00

Romania
Roche Roméania S.R.L.
Tel: +40 21 206 47 01

Slovenija
Roche farmacevtska druzba d.o.o.
Tel: +386 - 1 360 26 00

Slovenska republika
Roche Slovensko, s.r.o.
Tel: +421 - 2 52638201

Suomi/Finland
Roche Oy
Puh/Tel: +358 (0) 10 554 500

Sverige
Roche AB
Tel: +46 (0) 8 726 1200



Latvija

Roche Latvija SIA

Tel: +371 - 6 7039831
To wapdév @UAA0 00N YOV Yp1ioNS avaOe@PONKE Y10 TEAEVTUIO POPE GTIS
Addeg TNYEG TANPOPOPLOV

Aemntopepeic TAnpoeopieg yio To papproko avtd eivar dtabéoipeg 6to dikTvakd TOTo ToL Evpmmaikon
Opyaviopot Gopudkmv https://www.ema.europa.eu/en.

D — >
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O TAnpoopieg Tov akorovBovv amevBivovtal Ldvo ce emayyelpatieg vysiog:

Odnyieg ywo T xpfion ™G TPOYEMGHEVNS GOPLYYOG:

Ipiv Eexavoete

e

g =

Awfdote TpocekTikd OAeC TIG 0d1Yieg TpoTOD Ypnoionomcete To Vabysmo.

To kovti Tov Vabysmo nepilappdvet:

Mo amooTEP®UEVT] TPOYEUIOUEVT cUPLYYQ G Gppayicuévn Baor. H tpoyepiouévn
ovpryya TpoopileTar yia pio povo 60om).

Mia arootelpouévn Berdva Eveong pe eidtpo ETW (Extra Thin Wall - e€apetixd Aentov

toryopatoc), 30-gauge x Y ivtoa, pe eveouatopévo eiktpo oty mAnuvn. H Belova
éveong pe eiltpo mpoopiletor yio pio povo ypnomn.

Xpnopomoreite povo Ty mapeyodpevn Pelova éveong pe QiktTpo Yo T (opiyno,
KaOmg Exel oxedAOTEL Y10 Vo S10GPAAIEL TNV ASPOAT] 0QOUAUIKT] YPOT TOL POPUAKEVTIKOD
TPOIOVTOC,.

To Vabysmo npénel va dwatnpeitat oo yoyeio og Beppokpacieg peta&d 2°C ko 8°C.
Mnyv KaToyOYETE.

Agnote to Vabysmo va épbet o€ Oeppokpacio dopatiov, otovg 20°C éwg 25°C, npotoh
TPOYWPNGETE GTNV YOPNYNoN.

Ipwv and ™ ypron, LAGETE T oPpaylouévn BAomn 6To apykd KovuTi yio vo
TPOGTATEVGETE TV TPOYEMGHEVT] GUPLYYD. 0T6 TO PS. H mpoyeiopévn cHptyya

umopel va dratnpn et oe Beppokpacio dopatiov 6To apyKd KovTi Yo £mg Kot 24 MPEC.

To Vabysmo 0a npénet vo embempeitonl ontiKd Tpv amd T yopnynon.
MV 10 ¥p1CLOTOLEITE EAV TO GPPAYIGLOTO TOL KOVTIOV £XOVV TaPAPlOCTEL.

MV 10 ¥p1CILOTOLEITE EAV 1) CLCKEVAGIN, 1] TPOYEUOUEVT cVPLYYQ Ko 1) fEAOVA EveanC
pe eidtpo €xovv Aféet, £xovv kKataotpopel | Tapafloctel

Mnyv 10 yprolonoleite edv Aeimer | felova Eveonc pe pidtpo.
Mnyv aaipeite ) AaPi TV dSoKTOAWDV amd TI GUPLYYO.
Mnv 10 XPNCULOTTOIELTE EGV TO KAAKL TNG cVPLyyog £yl anoonaotel omd to Luer lock.

My 0 {PNCLLOTOLEITE EAV VAPYOVY OPATA COLATIOW, BOAEPOTNTA 1] OTOYPOLUATICUOGC.
To Vabysmo givai éva Stovyég £mg 1p1dilov kat dypopo £mg Kapé-Kitpvo vypd ddivua.
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[epreydueva kovtioh

Topayida

Ewova A
[eprypaer| cuckevng
m o Behova éveonc ue giktpo AoBi BoKToAwY
Kamaki atpiyyac
l EhaoTiko mwpa
1 L\
‘Evdeitn déone 0.05 ml

Luer Lock (Aeukd repiAaipio) — Papdog epBohou

Ewoéva B

H agpaipeon g cOpryyoc omod tn faon tng ovpryyog (Brpa 1) kon 6da ta emdpeva fripata Oa
MPETEL VO, YIVOVTOL e GONTTN TEXVIK.
Avoiére 1 fdon Kol aQoIpEoTE TO KOTAKL TG GVPLYYOS
1 EeKOANOTE TO KAADULO 07O TN ACT) TG GUPLYYOS KO OPOIPESTE LE AOTTTTN TEYVIKN TNV
TPOYELGUEVT] GUPLYYCL.
2 Kpatiote ) ovpiryya and to Aevkd meptraipo. Bydite to kKomdkt e ovpryyog méfovtag

kabeta (BA. Ewkéva ).

Mnyv agaipeite To Kamdxl oTpifovTog To.

SNAP!‘

Ewova I’
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IIpocappdote TN Perdva éveong pe @iltpo
3 Apapéote donmra ) Pehdva éveong pe Oiktpo and T cuokevacia TG,

4 Ipocapudote donmra kot otadepd ) Pehdva Eveong pe @idtpo mhvm oto Luer lock g
ovptyyog (Br. Ewkova A).

Xpnoyonomote Hovo
™V TopeYOUEV
Belova Eveong pe
oiATpo

Yio TNV yopnynon

Ewovo A

5 Aparpéote mpooekTikd To Kamdkl e PeAdvos tpafmvtag To gvubeia.

ATopakpOVETE TIC QUGAAIOES AEPO.

6 Kpatiote ) oopryya pe ™ felova Eveong pe oiltpo otpoppévn tpog ta whve. ExéyEte
TN GUPLYYa Y10 PLGOAIOEG AEPQ.

7 Edv vrdpyovv puoolride aépa, yruonnote amakd ™ cOptyya He To ddXTLAO GOg LEYPL Ot
@LGOAidEG va avéPouv otny kopven (PA. Ewkéva E).

l ((
R

Ewoéva E
I[Ipocappdote TN 6061 TOL PUPPUEKEVTIKOD TPOIOVTOS KO ATTOPAAreTE TOV GEPOL
8 Kpatiote ) clpryyo 6o YYog TV HoTdv Kol Téote apyd ) péfdo tov guPfdiov £mg
OTOL TO KAT® AKPOo TOV 0610V TOV ELIGTIKOD TONOTOG VA, EVOVYPUUIGTEL e TNV
évdel&n 60omc 0,05 ml (BA. Exkova XT). Avtd o anoBdaiel Tov aépo Kot TV TEpicoeLo
oL dreAdpaTog kat Oo opicetl T doon ota 0,05 ml.

BePoawmbeite 6t 1 éveon yivetol apéomg LeTd TNV TPoeTOLLacio TG 0OoNC.

61



Ewova =T

Awdikooia éveoncg

9

H dwadikacio tng éveong mpénel va mpaypoatomoteital vtd AonNTTEC GLVONKEG.

[payupotonomote v £veon apya £0G OTOL TO EAUGTIKO TOUN PTACEL GTO KATM UEPOS TNG
ovpLYYOG Yo va yopnynoet tov dyko tov 0,05 ml.

Mnyv kaAvmtete Eavd 1 pnv amocvvdéete T Peldva Eveonc e GIATpo amd T cOptyya.

Ka6e aypnoiponointo apuokevticd Tpoiov 1 vroiepo Oo Tpénel va amoppintetal
GOUO®VA LLE TOVG TOTIKOVG KOVOVIGLOVG,.
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@vAiro oonYLOv ypiong: IIinpoopics yia Tov a.c0evi)

Vabysmo 120 mg/ml gvéopo draiopa
QOPIGILAUTN

vTo QAPLOKO AVTO TELEL VIO CUUTANPOUOTIKY TOPOKOAOVONON. AVTo Ba emTPEWYEL TO YPNYOpPO
TPOGIOPIoUO VEDY TANPOPOPLOY acPaAciloc. Mmopeite va Pfondnoete péowm g avagopdg mbavov
AVETOOUNTOV EVEPYELDV TTOL EVOEYOUEVMG TTopovatalete. BA. Téhog e mapaypdeov 4 yio. Tov Tpomo
avaQopag avemBOUNT®V EVEPYELDV.

AW PaoTE TPOGEKTIKA OLOKAN PO TO PVAAO 0ONYLOV YP1ONGS TPV UPYIGETE VA PN CLUOTOLEITE AVTO
T0 QapPoKo, H10TL TEPIAAPPAVEL CNUOEVTIKEG TAPOPOPIES Y1 GUG.

. DdordEte avto To EOALO 0dNYIBV YpMone. Towg ypelactel va to dofdacete Eava.

. Edv éxete mepartépo amopieg, p@TNOTE TOV Y10TPO GOG.

. Ed&v mapatmpnoete kamowo avemBOuntn evEpyeLa, EVNILEPMDOTE TOV YTPO GOG. AVTO 10YDEL KOt
v K60 mhavn avemBOuNTN EVEPYELD TTOV JEV OVAPEPETOL GTO TAPOV PVAAO 00T YLDV YPHONG.
BAéme mopaypogo 4.

Extég and 10 puALo 0dny1dv xpnomngs, o yiutpog cag Ba cog dmaoel Evav 0dnyo yio Tov achevn, o
01010¢ TaPEYEL OCUAVTIKEG TTANPOPOPIES AGPAAELNG TTOV Oa Gog BOoNONCOVY VO KATOVOTGETE TOL OPEAT
Kol Tovug Kivdvvoug mov oyetilovtar pe to Vabysmo, kafmg Kot TG EVEPYEIEG OTIG OTOTEG TPEMEL VO
npoPeite edv TAPOVCIACETE CUYKEKPIUEVH GCUUTTMOLOTOL.

T epréyel 1o mapov UAA0 00N YLOV:

Tt eivar to Vabysmo kot oo givan 1 xpfion Tov

T npénel va yvopilete Tpv ypnoponomoete to Vabysmo
Iog vo ypnoipomomoete To Vabysmo

[MBavég avemBOuntes evépyeteg

Mo va pvidooete to Vabysmo

[epreydueva g cvokevaciog Kot AOTES TANPOPOpieg

ok~ whE

1. T givon To Vabysmo kot o sivar ) yprjon tov
T givon To Vabysmo kot wova givar 1 yprjon tov

To Vabysmo mepiéyet tn SpacTiKy] ovoio GOPIGIUAUTN, 1] OTTOlo OVIAKEL GE L0 OUAO POPUAK®Y TOL
OVOLLALOVTOL OVTIVEONYYELOYEVETIKOT TPy OVTES.

To Vabysmo yopnyeitau pe éveon oto pdtt omd tov yiatpd oag, yio ) Oepameio diatapaymdyv Tov

LOTIO0 TOV EVNAIK®V TOV ovopalovTat:

. veoayyetokn (Vypod TOTOV) NAIKIOKT eKPOAGT TG @YPac knAidag (NAMD),

. Sratapoyn ¢ Opacng Aoyw drafntikod owdnuatog g wypds kniidag (DME),

. dlaTapayn g 0poong Aoym devutepomafohc O10NIATOG TG OYPAS KNAIOAG amd andppatn
eAEPac Tov apeiBinotpoedoig (khadikn RVO 7 kevrpikiy RVO).

AVTéG o1 SroTapayéc TPooPAAlovy TNV @YPE KNAIDA, TO KEVIPIKO TUALO TOV AUEPBANCTPOEdOVGS (1)
@mTogvaicOntn oTfdda 6To TGW PEPOG TOV LOTIOV) TTOL Elval LIEVOBVVO Y TN AETTOUEPT], KEVIPIKN
opaot. H NAMD npokaieitat omd v avantuén Tadorloyik®dv atpo@dpy ayyeiov amd to omoio
SLopevYEL aipo Kot vypd péso otnv wypd knAida, kot 1 DME mpokaieital amd aipopopa ayyeio and
Ta omoia SlapevYeL LYPSO TOL TPOKOAEL 0idnpa TNG WyPAs kNAidag. H kevtpikn RVO eivarl n amodgppatn
TOV KOPLOV opoPOpov ayyeiov (PAEPaS) Tov pHeTapEpet aifo pakpid and Tov apeBANCTPOEdN Kot 1
Khadikn RVO, etvar ) andppa&n evog amd Tovg KPOTEPOVS KAAGOVE TG KUPLUG ALLOQOPOL QAEROC.
Abdyo ¢ awEnpévng tieong péca 6 VT TO POPOPa ayyeia, VITAPYEL Sappor| LYPOV GTOV
aUPPANCTPOELDT, TPOKOADMVTAG SIOYKWOOT TNG 0)PAS KNALdaG (oidnpa tng oypas KnAldag).
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g dpa to Vabysmo

To Vabysmo avayvopilet kot ovacTéAAeL E101KE TN dpAoT TOV TPOTEIVAOV TOL 0VopalovTol
oyyelomontivin-2 Kot ayyelokoc evoonAlaxoc avéntikdg mapdyovtag A. Otov avtég o1 mpoTeiveg
VILAPYOLY GE EMIMESD VYNAITEPO GO TO PUGLOAOYIKO, LITOPOVV VO TPOKAAEGOVY TNV OVATTTLUEN
TABOAOYIKOV OLOPOP®V aYYEI®V KauM va TpoKalécovy PAGPN ota pucsloAoYIKd aryyeio, pe
amoTELEC LA O10PPOT] VYPOD TNV WYPH KNAISO, TPOKAADVTOG £TGL 010N Ko 1| PAAPT Ta ommoia umopei va,
EMNPEAGOVY OPVNTIKA TNV 6paoT TOL acOevoDs. ZVVEEOUEVO e OVTEC TIC TPWTEIVES, To Vabysmo
umopel va avacteidel Tn Opdiomn Tovg Kol va omoTPEYEL TNV avanTtuén Taboroyikmv ayyeimv, T
drapuyn kot to oidnpoa. To Vabysmo umopei vo. fertidost v acBévela kavn va emipadvvel Tny
emdeivoon ¢ acBEvelng Kat, GUVETMG, VO SIOTNPNOEL N AKOUO KoL VO, BEATIOCEL TV OPUCT| GOC.

2.

Tvpémer va yvopilete Tprv (pnoiponomcete 7o Vabysmo

Mnyv ypnoiporonjcete To Vabysmo:

o€ TEPIMTOON OAAEPYIOG OTN PAPIGIUALITN 1] GE OTOLOONTOTE AAO OTO TOL GVGTATIKA OLVTOV TOV
QOPUAKOL (CVOPEPOVTOL GTNV TAPAYPUPO 6).

€aqv €yxete evepyn N mBavoloyovpevn Aoipmén oto patL M Yop® and autd.

gy &yete TOVO 1N epLBPdHTNTA 6TO PATL GOG (PAEYLLOVI] TOL LOTIOV).

Edv xdmo1o amd autd 1oy0el Yo €60G, EVIUEPDOTE TOV Y10TPO G0c. Agv TPEMEL va Gag yopnynoet To
Vabysmo.

Iposcdomou|oeig Kot TPOPVAAEELS

AmevBuvBeite otov yatpo oag mpv Adfete to Vabysmo:

€y €xete yAavkoua (Lo Tahnon Tov pHatiov mov cLVHB®E TPOoKaAeital 0md LYNAN TiEoN 6TO
Uarte).

€4V £YETE 1GTOPIKO POTOYIDV 1] LOOYIDV (GKOVPU COUATIONW TOL BIOPOVVTAL GTO OTTIKO GOG
7edi0) Kot edv Eyete arpviola avénon tov peyébovg i Tov aplBuol TOV COUATIOIMY.

edqv éyete voPAnOet og yepovpykn enépPacn oto pdtt katd TG TeAevtaiss 4 fdopddeg 1| dv
£YETE TPOYPUUUOTIGEL XEWPOVPYIKT ETEUPOCT GTO HATL OTIC EMOUEVEC 4 efOOUAdEC.

€av glyate 610 TOPEABOV omoladnote AN oM ToL paTov N giyate VTOPANOEl oe
opBoipoloywég Bepameies.

Evnuepdote apéomc tov yutpo cag edv:

TOPOVCLACETE EQPVIKT| ATMAELN TG OPAOTG.

Tapovoidoete onueia mOavng AoIH®ENG 1 PAEYLOVIG TOL HATION, OTTMG avENUEVT pLBpoOTNTA
TOV LOTIOV, TOVO 6TO UdTL, avénuévn dvopopio 6to patt, BoAn N uetmpévn dpacn, avénuévo
aplOpd LIKpOV cOUATSIOV otV Opacn cag, avénuévn evactncio 6to emG.

Axopa, givar onuavtikd va yvopilete to e&ng:

N ac@aiela Ko 1 amotedeouatikotnta Tov Vabysmo dtav yopnyeitan Tovtdypove. katl 6To 300
pdria dev Exovv peretnOel kot 1 xpNon LE aVTOV TOV TPOTO UTOPEL VO 00N YNOEL o€ oENUEVO
Kivouvo ekdNA®ONG OVETBOUNTOV EVEPYELDV.

oe oplopévong aobeveic, ot evéoelg pe 1o Vabysmo umopel vo mpokarécovv mpocwpvi) abénon
oTNV Ttieomn Tov patiov (evoopBdipia mieon) evidg 60 Aemtdv amd v €veon. O yorpodg cag O
Vv mapokolovBel petd amd Kabe Eveon).

0 yuTpog cog Oa eréyet edv Exete GALOVE TAPAYOVTES KIVOHVOL TTOL Propel va av&eovy v
mBavotnta pRéENg N AmoKOAANGNC UoG Ao TiG oTPAOEG OTO TGM UEPOC TOV LOTLOD
(amoxOAANoN 1 PREN TOL AUPIPANGTPOELBOVS KoL amokOAAN oM 1 prEN TOV peldyypov emtBnAiov
TOVL AUEPANGTPOEIBOVE), oTNV onoia Tepintmaon to Vabysmo mpémet va yopnysitar pe Tpocoyn.
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Ortav yopryodviol KAmoto ¢appoko Tov dpovv pe tov id1o 1pdmo 6mme to Vabysmo, sivatl yvootd nmg
VdpyEl Kivouvog avantuéng Opopfmv aiplatog Tov Wopovy va amo@Ppacovy To apo@dpa ayyesio
(apmpraxd Opoufoepuforicd coppavta), Yeyovog mTov Umopel vo 0dNyNoEL o€ Kapdlokn Tposfoin 1
AYYELWOKO EYKEPAAIKO €ME160010. KaBhg tikpég TooOTNTEG TOL POPUAKOV Umopel va eleEABovY 6TO
aipa, vEapyel o OewpnTikde Kivovvog va mpokhyovy TéTola cuuPavo petd v £veon tov Vabysmo
o070 pATL.

Ymhpyet povo meplopiopévn epumelpia otn Oepameios:
e aclevov pe evepyéc AOUADEELS.

acBevav pe NAMD kot RVO 85 gtdv kot vo.

acBevav pe DME Aoyw dwafntn tomov L.

Sapntikdv pe vynAég péceg TinéG cakyapov oto aipo (HbLAC nave omd 10%).

Swfntikov pe ook VOG0 oV TpokaAgital amd dafNTn ToL OVOUALETOL TOPAYMYIKY

Swpnrtikn apeiPAnctposidonadeio.

*  JoPfnTIK®OV PE VYNAN apTnPloKn Tieon peyaivtepn and 140/90 mmHg kot voco twov
ALLOPOP®V ayyeiwV.

o acbBevov pe DME mov Aappdvouv evéaeig oe draotrpato pikpdtepa omd kabe 8 efdopddeg
Y0 LEYAAO YPOVIKO SLACTNUAL.

Yrdpyel povo meplopicpévn eumeipio ot Bepancio acOevov mov Aappdvouy evécelg o€ d10.0TH LT
pikpotepa and kabe 8 efOopddeS Yo peydro xpovikd dtdotnua Kot avtoi ot acbeveic pmopet va
SLoTpéYovV LEYOADTEPO KivOUVO OVETIBOUNTWOV EVEPYEILDV.

Agv vrdpyet eumeipio otn Bepaneios:
o Jdwfnrikedv 1 acBevov pe RVO pe un gleyydpevn vymin aptmploki mieon.

Edv otidnmote amd o mopoamdvm 1oyvEL Yo €64G, 0 YoTpog cag Oa Adel vITOYT TOL CVTAY TV
ey TAnpoopldv katd T Bepansia oag pe Vabysmo.

Howora ko £enpor

H ypnion tov Vabysmo oe moidid kot eprfoug dev éxetl peketndei, emedn n NAMD, 1 DME kot RVO
TAPOLGIALOVTOL KUPIMG 68 EVIAIKEG.

Alo @appoxa kot Vabysmo

Evnuepdote tov yotpd cog edv ¥pnolUonoteite, £XETE TPOGPATO YPNCLOTOMGEL 1] LITOPEl val
XPNOOTOOETE AALN PAPLLOKAL.

Kinon ko Oniaopog

To Vabysmo dev &yt peletndei oe éykveg yovaikec. To Vabysmo dev Oa tpénet va ypnoiponoteitot
KaTd T S1GPKELD TNG EYKVHOGVUVIG, EKTOG €AV TO THAVO 0QENOG Yia TV acBevi| veptepel Tov THAVOL
KIVOUVOL Y10, TO 0yEVVITO HWOPO.

Edv giote éyxvog 1 OnAdalete, vopilete 0TL pmopei va giote £ykvog 1) oYeSALETE VO ATOKTAOETE T,
{ntote T GLUPOLAN TOL YTPOV GOG TPV Gag XopNYNOel awTO TO PAPLLOKO.

O OnAaopdg 6 cuvietdrar kKotd T didpketa tng Oepanciog pe Vabysmo, kabng dev eivor yvwotd edv
10 Vabysmo nepvaetl 6to avOpdmivo yoa.

O1 yuvaikeg o1 0moieg LmopoV va. LEIVOVV £YKVEG TTPETEL VO, YPTOLULOTOLOVV ATOTEAEGLOTIKY HEO0SO
AVTICLAANYTG KOTA TN ddpKeLn TNG Bepameiog Kot Y10 TOVAGYIOTOV TPEIG WVES UETA T1) OLOKOTT TNG
Oepanciog pe Vabysmo. Edv peivete éykvog 1 vopilete 0t pmopei va giote £ykvog Katd T didpketo
g Oepameiog, EVNUEPDOTE AUECHS TOV YIATPO COG.
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Oonynon ko EPGROS PNy avnpdTov

Metd v éveon pe o Vabysmo, umopei vo, mapovcidcete mpocwpva mpofAnuata 6pacng (yio
mapadetypo BoAn dpacn). Mnv odnyeite Kot pn yPNOILOTOLEITE UNYOUVILOTO Y10 OGO SIUGTN O
S1opKOVV aVTd T TPOPATLLOLTOL

To Vabysmo ngpiéyer vatpro

AvT 10 PaPUOKELTIKO TPOiodV eptéxel Aydtep0 and 1 mmol vatpiov (23 mg) avd 66o1, dnAadn eival
OVCLUGTIKG «EAeVBEPO VaTpiov.

To Vabysmo ngpiéyst molvooppiko

Avt6 10 pappoxo mepiéyet 0,02 mg tolvcopPikod ot kdbe doon 0,05 ml. Ta TolvcopPikd propel va
TPOKUAEGOVV ALEPYIKES avTIOPAcELS. Evuepdote 10 ylotpd cog OTL EYETE OTOLUONTOTE YVMGTH
alrepyia.

3. ITag va xpnoipononjceete To Vabysmo
Mg diveror To Vabysmo
H ocvvietdpevn do6on eivar 6 Mg QopioIaunng.

Neoayyeiaxn (Vypod TOTOV) NAKIOKT EKPOALON TG wYPag knAidag (NAMD)

. Oo AapPaverte Oepameia pe pio Eveon kdbe unva yio Tovg TpMTOVE 3 UNVEC.

. Am6 10 onpeio avTd Kot EMETO, PITOPEl Vo KAVETE evEoeLg £mg kdbe 4 unvec. O yuorpog cag Oa
UTOPOGICEL TN GLYVOTNTA TOV EVEGE®V HE BAOT TNV KATAGTAOT] TOV HOTIO0 GOG.

Awtapayn g 6paong Adyo d1apntikod odnpetog g oyphs knAidag (DME) kot devtepomadong

010N LLOTOG TNG OYPAG KNALdag arnd amdppaln eAEPag Tov apeiPAnotpoeidong (khadikn RVO 1

kevipik] RVO)

. Oo AapPaverte Oepameia pe pio Eveon kabe unva yio TovAaytotov 3 unvec.

. Am6 10 onpueio avTd Kot EMETO, PITOPEL VO KAVETE eVESELS AlYOTEPO cLYVA. O Y1TpdC cog Ha
UTOQOGICEL TN GLYVOTNTA TV EVEGE®V UE BAoT TNV KATAGTACT] TOV HOTIO0 GOG.

Tpomog yopiiymong

To Vabysmo yopnyeitan pe éveon oto pdtt (evooboroeidikn éveon) amd ylorpd pe eUmEpio TN
OlEVEPYELD EVEGEWDYV OTO LATL.

IIpwv and v éveon, 0 Y1atpog cag Oa ¥PNOIULOTOIGEL EVAL OVTIGNTTTIKO 0QOUAUIKO S1AAVUE, Y10 VL,
KkaOapicel TPOGEKTIKA TO PATL GAG, LE GKOTO TNV amoTporh Aoipméng. O yiatpdg cag B cag
xopNYNOoEL 0PBAAUIKES GTOYOVES (TOTIKO avocOnTicd) Yo vo LOLOLAGEL TO HATL GOG £TOL MOTE VO
LELDGEL 1] VO OTTOTPEYEL TOV TOVO Old TNV EVEGDT).

TN 660 drdotnpo dwopkei 1) Oegpancio pe To Vabysmo

Avtn givon o poxpoypdvia Oepameio, 1 omoio mOavov Oa cuveyiletar yro uveg i €. O yotpog cag
Oa TopakoAovOEl TAKTIKG TNV KATAGTACT GOG Yo va eEAEYYEL 6TL 1 Bepameio £yl To emBLUNTO
anmotéleopa. AvaAoya pue TNV avtamokplon oag otn Bepancio pe to Vabysmo, o yiotpdg cog pmopsei
va cog {ntoet va oAAGEETE GE TT0 GLY VI 1 G€ AMYOTEPO GLYVH YOPTyNo™ d0GTG.

Eav napadeiyete o d6om Tov Vabysmo
Edv mapodreiyete pio 666M, Tpoypouuatiote Eva vEo paviefov e Tov yloTpd oag 660 To dSuvatdv

GUVTOUOTEPO.
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Edv otapoatioste va ypnoponorcite to Vabysmo

AmevBuveite otov Y10Tpd G0g TpoTob drokdyete T Oepaneia. H draxonr tng Oepaneiog pmopel va
ovénoet Tov Kivouvo amdAelog TG OpOoNS KoL 1) 0pact| 6o¢ LTopel va, emdevmOel.

Edv éxete meprocdtepeg pMTNGELS GYETIKA LLE T YPNOT CVTOV TOL POPUAKOV, POTNOTE TOV Y1ATPO
oG,
4, MBavég avemOOunTeg evépysreg

Onwg 6ha Ta eAppaKa, £TGL KOL AVTO TO PAPUAKO UTOPEL VO TPOKAAEGEL AVETIOOUNTEC EVEPYELEG, OV
Kot 0gv Topovctalovtal 6€ OAOLG TOVG AvEPMOTOLG,.

O1 avemBounteg evépyeieg and tnv £veon pe Vabysmo npoépyoval gite omd to ehpuako, gite amd
dradkacio TG £veong kot ennpedlovy KupimG TO HATL.

Opopéveg avemBounteg evépyereg propei va sivor cofapéc

Emkowvmviote apéomg Le Tov yloTpo 60G EGV TOPOVCIAGETE OTOLONTOTE OO TO TOPAKAT®, TO OO0

amotelobV onueio dAAEPYIKNG ovTidOpaonG, PAEYUOVIG 1 AOTH®ENC:

. TOVO GTO HATL, AVENUEVT duapopia, avEnpévn epuBpotnTa Tov patiov, Boin 1 pelwuévn 6poon,
avénuévo apBpd kpmv copaTdiov oty 0pacn 1 avénpévn evaicncia oto Pc. Avtd gival
onueio mOavng AoTU®ENG, PAEYUOVIC TOL HOTIOD 1) QAAEPYIKNG OVTIOpOIOTG.

. alevidlo peimon n aAdayn e 0pacTc.

Addrec mOBavég avemBOUNTEG EVEPYELES

Adeg avemBOUNTEG EVEPYELEG TTOV UTOPEL VO TTaPOLGLOGTOOV peTd T Oepameio pe Vabysmo
TEPILAUPEVOLY OVTES TOV OVAPEPOVTOL TTLO KATM.

O1 tePIeGOTEPEC OO TIC AVETIOVUNTEG EVEPYELEG Elval NTILOG £®G HETPLAG PopOTNTOC Kol YEVIKA
eEapavifovral evidc piog efdopddag pHetd amo ke Eveon.

Emkoveviote pe tov yatpd cag edv kamota and Tig akodAovleg avemBOunteg evépyeleg yivel mo
cofopn.

IMoAv ovyvég (evdéyetar va exnpedlovy mepiocotepa amd 1 ata 10 dToua):

. Kapia

Yoyvég (evoéyeton va emnpealovy £o¢ kat 1 ota 10 dropa):

. ®0oA0GC PaKOG GTO LATL (KOTOPPAKTNG)

. Pnén piog and 115 otifadeg oto micw PéPog To potiov (pNEN tov emniiov ¥pwOTIKNG
(neXdryypov emBnAiov) Tov auePAnctpogdong — uovo otnv AMD)

. AmokOAAN o™ TG 0VGiG TOV HOlAlEL pe YEAN pEGa 0TO LATL (OTOKOAANGT LOAOELOOVCE)

. AvENon ¢ mieong péoa oto patt (awénpévn evéoebdipia ieon)

. Ayoppayia amd to pukpd apo@opa ayyeio oty eEmtepikn oTfada Tov patiov (opoppoyio
TOL EMTEPLKOTOL)

. Metakwvobdpeva copatiow 1 okobpa GYNUATE 6TV 0pact) 6og (EE0pDOUATA TOL VAAOELOOVS
GOUOTOC)

. IT6vog 6to piTt

Oy ovyvég (evdéyetar va ennpedlovv émg 1 ota 100 dropa):
. Yofapn eAeypovi 1 Aoipwén evidc Tov 0eBaApol (evéopBaipitido)
. dLeypovn g ovoiog Tov potdlet pe YEAN HEGO GTO HATUKOKKIVO PATL (VOAITION)
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. DAeypovi TG P0G KoL TV YEITOVIK®VY TG 10TOV HESH 6TO HAatt (1pitida, 1pldokvKAITION,

POYOELDITION)
. Ayoppayio péca oTo HATt (cpoppayio 6To VOAOEWES COLL)
. Avceopia 6To patt
. Dayovpa (KVNOUOG TOV LATIOD)
. PAén tov apgiPAnctpoetdoi (o Tiow PEPOC Tov HAToD TOV aviyVEVEL TO PMG)
. Koékkvo pdartt (vreparpio Tov 0@Bodpot/ emmepukoTa)
. AicOnpa EEvov omduUATOG 0TO HATL
. Oounr| 6pacn
. Meiopévn o&otnta 6paocng (Lelopévn onTikn o&HTNTa)
. [T6vog kot ) dudpketa g dradikaoiog (GAyog Kotd tnv dadikacio TG éveong )

. AmokdAAN o™ TOV OUEPANGTPOEISOVC
. AvEnuévn mapoywyn dakpi®v (daxpippota cvénpévn)

. Xapoyn Tov Kepatogdovg, PAAPN otn didpavn otiBdda Tov foABod Tov HOTIOD TOL KAADTTEL
NV ip1da (eKd0pd TOL KEPATOELZOVC)
. Epebiopog tov pation

Yrawvieg (evoéyetor va emnpedlovv éoc 1 ota 1.000 dropa):

. [Mpocwpwd petwpévn o&dmra ¢ 6pacng (1 0wtk 0EHTNTA LEIDOVETOL TOPOSIKA)

. O6Lmon Tov Pakov AOY® TPAVUATIGHOD (TPOVHATIKOG KATAPPAKTIG)

Mn yvoOoTIIG GUYVOTNTOS

. Ayyetitido Tov apeiPANcTpoedons (GAEYHOVH TMV AHOQOPOVY 0YYEI®V GTO THGM PEPOG TOV
HoTIon)

. ATOQPOKTIKN ayyeliTido ap@iPpAnotpoetdons (amdepaln Tmv auoeop®v ayyeimv 610 Ticm

UEPOG TOV HOTLOY, TUTIKE TOPOLGiD, PAEYLOVNC)

Ortov yopnyovuvTal OpIoHEVE PAppaKa TOL dPoVV pe Tapdpoto Tpodmo pe To Vabysmo, sivat yvmoto 0Tt
VIAPYEL Kivouvog Opoufmv Tov aipotog o1 omoiot epalovv To apoeopa ayyeio (apTnplaKd
OpoppospPorikd cupfavia), ta omoia propet va 0dNyNGOVV GE KOPOLOKT TPOGPOAT 1| EYKEPOAKO.
Kabbhg pkpéc mosotnTeg T0U POapLdKon EIGEPYOVTOL GTO OipLaL, VIAPYEL £VOg Be®pNTIKOG Kivouvog
TETOIOV GVUPBAVTOV peTd v £veon tov Vabysmo cto pdrtt.

Avo@opd avemOOunTOV gvepyaLOV

Edv mapotnpioete Kamota ovemiBounTn evEPYeLd, EVILEPDOGTE TOV Y1aTPO c0C. AVTO 1oYDEL KOt Yol
Kkd0e mOovn avemBOunTn evEpyELa TOV OEV AVAPEPETAL GTO TAPOV VAL 0ONYIDV ¥priong. Mmopeite
eniong va avoaeépete avemBounteg evépyeteg amevbeiag, LESm Tov €BVIKOD GUGTHUATOG AVAPOPAS TOV
avaypaeetor oto [Hopdptnua V.* Méom g avapopds avemBOunTmv evepyeudv Umopeite va
BonBnoete 6T GCLALOYN TEPIGGOTEPMV TANPOPOPLDY GYETIKA LLE TNV ACPAAELD TOV TOPOVTOC
QOPUAKOL.

5. og va puracoete To Vabysmo
O ywTpog, 0 PAPLOKOTOLOE 1] 0 VOGOKOUOG Go¢ ivotl vrrehBuvol Yia T 6ot oo KELST] AVTOV TOV
QOPUAKOV KO T GOOTH AIOPPLYT] OTOLOLVONTOTE CYPNCLUOTTOINTOL TPoidvToc. Ot akdAovbeg
TAnpoeopiec Tpoopifovtal yio emaryyeALOTies VYEiog.
To @appako ovTd TPETEL VO PUAACCETAL GE PEPT] TOV OgV TO PAETOVV Kal OV TO POAVOLV TOL TOdLA.
No pn ¥pMoLHOTOoLEITE AVTO TO PAPLOKO LETE TNV NepOoUMVia AENG TTOL AVOPEPETOL GTO KOVTL Ko
oV etikéTa Letd Vv £vosiEn EXP. H nuepoumvia Anéng sivar n televtaio nuépa Tov univol mov
OVOQEPETOL EKEL.

duvrdooete og yoyeio (2°C - 8°C).
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Mnv KaToyOyeTE.
Ddvrdcoete 10 PLOAiIdSI0 6TO EEMTEPIKO KOVTI Y10 VO TPOGTATEVETAL OO TO PG,

IIpwv amd N gpnom, To PN avorypévo eloAidto pmopel va dratnpeital oe Oepuokpacio SwHOTION, GTOVE
20°C £w¢ 25°C, y1a ém¢ 24 dpec.

6. Ilepreydpeva TG GVGKEVLUGINS KUl AOUTEG TANPOPOPIES
T wgpréyer To Vabysmo

. H dpaoctikn oveia givar | eapioaunn. Eva ml evécipov dtadkvpatoc mepiéyet 120 mg
eoplodunnc. Kabe praridlo mepiéyet 28,8 mg papiodunng o€ 0,24 ml siodlopotog. Avtd
TOPEYEL LA OPEMUT TOoOTNTA Yo TN Xopnynon uiog epdanas d6ong 0,05 ml dtddvporog wov
mePLEYEL 6 MY POPICILAUTNG.

. Ta dAlo ovotatikd givat: L-iotidivn, o&ikd 0&H 30% (E 260), L-pebetovivn, vatpio yAwprovyo,
oakyapoln, toAvoopPikd 20 (E 432), vdwp yia evéoipa (PA. mapdypapo 2 «To Vabysmo
TEPLEYEL VATPLO KOl TOAVGOPPIKO»).

Epgavien tov Vabysmo ko epieydpeva TG 6vokevooiog
To Vabysmo givai éva StowyEg ¢ omaAilov, dypmpo £m¢ avolkTd Kopé-Kitpvo StdAvpa.

Méyeboc cuokevaciog evog Yuaivov eloidiov kot piog oteipoc aufAcioc feAdvoc LETAPOPAC UE
oiAtpo (18 gauge x 1% ivtoeg, 1,2 mm x 40 mm, Spum) ywo pio pévo ypnon.

Kéroyog Adsrag Kvkhogopiag

Roche Registration GmbH
Emil-Barell-Strasse 1
79639

Grenzach-Wyhlen
I'epuavia

IHopoaockevaotig

Roche Pharma AG
Emil-Barell-Strasse 1
79639
Grenzach-Wyhlen
Teppavia

I"o omoadnmote TANPOPOPio CYETIKA LE TO TOPOV POUPUOKEVTIKO TPOIOV, TUPUKAAEISTE VO
amgvbuvbeite otov Tomikd avtimpoésmmo tov Katdyov g Adelag Kvkiogpopiag:

Belgié/Belgique/Belgien, Lietuva
Luxembourg/Luxemburg UAB “Roche Lietuva”
N.V. Roche S.A. Tel: +370 5 2546799

Belgié/Belgique/Belgien
Tel/Tel: +32 (0) 252582 11

Bbbarapus
Pomr bearapus EOO/L
Ten: +359 2 474 5444
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Ceska republika
Roches.r. o.
Tel: +420 - 2 20382111

Danmark
Roche Pharmaceuticals A/S
TIf: +45-36 3999 99

Deutschland
Roche Pharma AG
Tel: +49 (0) 7624 140

Eesti )
Roche Eesti OU
Tel: + 372 -6 177 380

E)Lada, Kompog
Roche (Hellas) A.E.
E\\ado

TnA: +30 210 61 66 100

Espafia
Roche Farma S.A.
Tel: +34-91 324 81 00

France
Roche
Tél: +33 (0)1 47 614000

Hrvatska
Roche d.o.o.
Tel: + 3851 47 22 333

Ireland/Malta

Roche Products (Ireland) Ltd.

Ireland/L-Irlanda
Tel: +353 (0) 1 469 0700

island

Roche Pharmaceuticals A/S
c/o Icepharma hf

Simi: +354 540 8000

Italia
Roche S.p.A.
Tel: +39 - 039 2471

Latvija
Roche Latvija SIA
Tel: +371 - 6 7039831
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Magyarorszag
Roche (Magyarorszag) Kft.
Tel: +36 - 23 446 800

Nederland
Roche Nederland B.V.
Tel: +31 (0) 348 438050

Norge
Roche Norge AS
TIf: +47 - 22 78 90 00

Osterreich
Roche Austria GmbH
Tel: +43 (0) 1 27739

Polska
Roche Polska Sp.z 0.0.
Tel: +48 - 22 345 18 88.

Portugal

Roche Farmacéutica Quimica, Lda

Tel: +351 -21 42570 00
Romania

Roche Romania S.R.L.
Tel: +40 21 206 47 01

Slovenija

Roche farmacevtska druzba d.o.o.

Tel: +386 - 1 360 26 00

Slovenské republika
Roche Slovensko, s.r.o.
Tel: +421 - 2 52638201

Suomi/Finland
Roche Oy
Puh/Tel: +358 (0) 10 554 500

Sverige
Roche AB
Tel: +46 (0) 8 726 1200



To wapdév @UAA0 00N YIOV YpioNS avaOepONKE Y10 TEAEVTOIO POPE GTIS
Aldreg INYEG TANPOYOPLAOV

Aentopepeic mAnpoopieg yio 1o pappoko avtd eivar d1abéoipeg oto dikTLaKO TOTO ToL Evpmraikon
Opyaviepod Gopudkmv https://www.ema.europa.eu/en.

D — >
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O TAnpoopieg Tov akorovBovv amevBivovtal Ldvo ce emayyeALaties vyeiog:

Odnyieg yuo T xpno” TOL PLoALdioV:

Mpotov LexivijoeTe:

i.:, Awfdote TpoceKTIKG OAES TIG 081 Yieg TPOTOD Ypnoonomcete To Vabysmo.

E To «ut tov Vabysmo nepthapfdvet £va yuodAivo gaAidio kot pio, feAdva HeTagopac pe
@iAtpo. To yuddvo plaridlo Tpoopiletar yia pia povo doon. H Belova pe gidtpo
mpoopileTan yro pia pdvo ypnon.
m To Vabysmo 0a npénetl va puridoceton g yoyeio, oe Bepuokpacieg peta&d 2°C énc 8°C.

My KaToyOYETE.

Mnyv ovoxkiveite.

Aopnote to Vabysmo va épbet o€ Oeppoxpacio dopatiov, otovg 20°C émg 25°C, npotov
TPOYWPNOETE 0TV Yopnynon. PuAdccete To PLOAIO0 GTO apyLKO KOLTI Yo VO
TPOGTATEVETUL UTTO TO PG,

To @uaAidio Tov Vabysmo propei va dwatnpndei og Oepuokpacio douatiov yia fmg 24

Opes.

To @uaAidio Tov Vabysmo Oa tpénet va embempeital ontikd npv and ) yopiynon. To
Vabysmo eivat éva drapavég mc omaAilov Kot dypopo mg ovolkTd Kopé-KiTpvo vypod
StdAvpa.

MV 10 ¥p1CLOTOLEITE EAV VTTAPYOLY 0POTA COUATIOW, BolepdTnTa N
OTOYPOUATIOUOGC.

MMnV 10 %P1|CIUOTOLEITE EAV 1] CLOKEVAGIN, TO PLOAISIO KON I BEAOVA LETAPOPAG
ue eiktpo &xovv Anéet, £xovv vrrootel (N 1 éxovv mapafractel (BA. Ewkova A).

XpNOWOTOMGTE AOTTTN TEXVIKN Y10, VO TPOETOYLACETE TNV EVOODOAOEIDIKT EVEDT).

@ &

AHZH O
Ewova A
YVYKEVTPAOTE TOU EQOOLN
1 Xvykevipoorte ta okOAoLOO VAIKA:
. "‘Eva @uokidio tov Vabysmo (repiiappdvetor)

. Mia oteipa, appreio Berdva petapopdg pe Gidtpo Tov 5 pKkpmv, peyédouvg
18 gauge x 1% ivtoeg, 1,2 mm x 40 mm (neprirappdverar)

. Mia oteipa ovpryya Luer lock tov 1 ml pe évdeién d6ong 0,05 ml (dev
asprioppaveran)
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Mia oteipa Berdva éveong tov 30 gauge X Y ivtoo (dev mepriopfaveror)

Inper@vetal 0t n Perdva Eveong tov 30 gauge GuvIeTATOL Yo TV OITOQUYT

aLENUEVOV TEGE®V KATA TNV £VECT] TOL UTTOPEL VAL GUVAVTNGETE UE TIG PELOVEG
UIKPOTEPG SLOUETPOV.

Tolbdmo owvomvedpatoc (6ev meprioppaveror).
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2 AoV T0 0QUIPECETE OO TN CLOKEVAGIN, TOTOOETNOTE TO PLOAISI0 OpOLO OE Lo eminmedn
empdvela (Yo mepimov 1 Aentod), dote va S106QUAMGTEL OTL OAO TO VYPO GLYKEVIPAOVETUL
otov muuéva Tov eroidiov (PA. Ewkova B). Xtommote amold 10 QloAido e To dayTudo
oag (BA. Exkova I), kabdg vypd pmopel va £xel KOAANGEL GTNY KOPLET] TOV QLOALSTOV.

Ewodvo B Ewoéva I’

3  Aopuipéote 10 amocmOUEVO TOWA 0td TO PloAidto (PA. Exkéva A) ko crovricte to
Stdppayua Tov Praidiov pe évo toAdmo oworvedpatog (PA. Ewkéva E).

]

Ewova A Ewova E

MeTa@EpPETE TO PUPRIKEVTIKO TPOTOV UT0 TO PLUAIOLI0 6T GVPLYYO.

4 Yuvdéote pe donmto kot otafepd Tpomo T Peddva petapopdg pe eiktpo 18 gauge X 1%
ivtoa mov meprapuPdavetol, o pia cvpryyo Luer lock tov 1 ml (BA. Ewkéva XT).

D
T

Ewova XT

5 XpNOIHOTOIDVTOG AONTTN TEXVIKT, TIEGTE TN PEAOVO LETAPOPAS LLE GIATPO GTO KEVTPO
TOL SLLPPAYLOTOC TOV PLoALSiov (PA. Ewkéva Z), ompdETe TNV EVIEANDC TPOG TO, LEGH KOl
émerto yeipete 10 Qrodidlo ehappd, £T61 MGTE 1 fEAOVA VA AKOVUTH TO Oplo Tov TLOUEVA
Tov Prodiov (PA. Ewkéve H).

Ewéva Z Ewovo H
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Kpatnote to @lolidio og Ehappd kAion kol avappoenote apyd 6lo to vypod omd To
@loAido (PA. Ewéva O). Kpatote ) potn g BeAdvag Letapopdg pe ¢idtpo
BoOiopévn 610 VYPO, MGTE VO ATOPVYETE TNV €(G0J0 0EPal.

Ewova ©

IIpocappdote T Perdva éveong

7

Befawwbeite 6t Exete TpaPriget to EUPOLO ETOPKOC TPOC Ta TO® KATA TV KEVOGT TOV
PLoALBI0V, £T01 DOTE Vo 0dEdoETE TANPWOG TN PeAdva petapopdg pe eidtpo (BA. Ewéva
0).

Amocvvdéate T Perdva PeTAPOPAG e GIATPO ATO T GUPLYYA KOl amoppiyTte TNV
CUUPOVA LLE TOVG TOTIKOVS KOVOVIGUOVC,.

Mn ypnopomoreite T PEAOVO HETAPOPAS HE GIATPO VIO, TNV EVOODUAOELOIKT]
éveon.

Yuvdéote pe donmro kot otabepd tpomo pa Peddva Eveong 30 gauge X 72 ivtoa 6t
obvpryya Luer lock (BA. Exkévao, T).

Ewovo 1

ATOPOKPOVETE TIG PUGUAIOES UEPU KAl TPOCUPUOGTE T1] 0061 TOV QUPUAKEVTIKOD TPOIOVTOG

10

11

Apa1péote TPOoEKTIKG TO TAUGTIKO TPOCSTATEVTIKO 0o TN AoV, TpafmdvTag To
evbeia.

Mo va ehéyéete Yo puoadeg 0épa, KPATHOTE TI GUPLYYA LE TN PEAOVO GTPAUUEVT) TPOGC
o TAve. Eqv vrtdpyovv puoaiidec aépa, ¥TumnoTe EAAPPE T cOPLYYa Le TO dGYTLUAD
00G £m¢ 6TOV 01 PLGAideC avEéPouv otny kopven (PA. Ewkova TA).

Ewova TA
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12 AmoPdAete mpooekTikd Tov aépa amd Tn cvPLyya Kot T PeAdva kot TEoTte apyd to
£uPoro €161 ®GTE v eVBVYPOUUICETE TO EAACTIKO AKPO TOV TIMLOTOG EIGYDPNONG LE TV
évdel&n 60omc 0,05 ml. H oOpryya givon étowun yo v éveon (BA. Ewkéva IB).
BePawmbeite 6t1 1 €veon yopnyeital apéomg LETA TNV TOPOCKELT TNG OOONG,.

Ewovo IB

13 Awevepynorte v €veon apyd, £0¢ 0TOL T0 EAUGTIKO TAOUA EIGYDOPNONG POAcEL 6TO TEAOG
™G oVPLYYOG, £T61 DOTE Vo yopnynoete tov oyko 0,05 ml. EmPepfardote ) yopiynon
™G TANPOVS dO0NC, EAEYYOVTOG OTL TO EAOGTIKO TMLA ELGYMPNONG £xEl POAGEL 6TO TEAOG
TOV KLAIVOPOL TNG GUPLYYaS.

O vaepPorkog 6ykog Oa mpémer va amoPdrieTon wpiv amwd v éveon. H d66m g
éveong mpémel vo puOpiotel oty £vociEn doenc tov 0,05 ml yie va amogevy0ei n
VIEPSOCOLOYIa.

Kdé0e vrdhieppa 1| aypnooToinTo popUAKELTIKO TPOTOV TPEMEL VO ATOPPINTETOL
GULPOVE, LLE TIG KATO TOTOVG 10YVOVGEG OYETIKEG SLOTAEELS.
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